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PUBLIC HEALTH DEPARTMENT|[641]

Rules of divisions under this department “umbrella” include Substance Abuse[643], Professional Licensure[645], Dental

Examiners[650], Medical Examiners[653], Nursing Board[655] and Pharmacy Examiners[657]

CHAPTER 1

NOTIFICATION AND SURVEILLANCE OF REPORTABLE COMMUNICABLE
AND INFECTIOUS DISEASES, POISONINGS AND CONDITIONS

1.1(139A)
1.2(139A)
1.3(139A)
1.4(135,139A)
1.5(139A)
1.6(139A)
1.7(139A)
1.8(139A)
1.9(135,139A)
1.10(139A)
1.11(141A)

Definitions

Authority

Reportable diseases
Reporting and investigation
Reporting forms

Who should report
Treatment of infant eyes
Isolation

Quarantine and isolation
Disinfection

Contagious or infectious disease notification at time of death

1.12(135,137,139A) Quarantine and isolation—model rule for local boards

1.13(135,139A)

2.1(135)
2.2(135)
2.3(135)
2.4(135)
2.5(135)
2.6102.8

2.9(135)

2.10(135)
2.11(135)
2.12(135)
2.13(135)

3.1(80GA,ch102)
3.2(80GA,ch102)
3.3(80GA,ch102)
3.4(80GA,ch102)
3.5(80GA,ch102)
3.6(80GA,ch102)
3.7(80GA,ch102)

3.8(80GA,ch102)

Area quarantine

CHAPTER 2
HEPATITIS PROGRAMS

VIRAL HEPATITIS PROGRAM—VACCINATIONS AND TESTING
Definitions
Purpose
Exposure risks for hepatitis C virus
Information for public distribution
Hepatitis vaccination and testing program
Reserved

HEPATITIS C AWARENESS PROGRAM—VETERANS
Definitions
Purpose
Awareness materials
Awareness information
Resources for hepatitis follow-up and treatment

CHAPTER 3
EARLY HEARING DETECTION AND INTERVENTION
Definitions
Purpose
Goal and outcomes
Screening the hearing of all newborns
Procedures required of birthing hospitals
Procedures required of birth centers

Procedures to ensure that children born in locations other than a birth center or

birthing hospital receive a hearing screening
Reporting hearing screening results and information to the department

3.9(80GA,ch102) Conducting and reporting diagnostic audiologic assessments to the department

3.10(80GA,ch102) Sharing of information and confidentiality
3.11(80GA,ch102) Reporting requirements for AEAs
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3.12(80GA,ch102) Procedure to accommodate parental objection
3.13(80GA,ch102) Civil/criminal liability

CHAPTER 4
CENTER FOR CONGENITAL AND INHERITED DISORDERS

4.1(136A) Program explanation
4.2(136A) Definitions
4.3(136A) Iowa neonatal metabolic screening program (INMSP)
4.4(136A) Expanded maternal serum alpha-fetoprotein screening program
4.5(136A) Regional genetic consultation service (RGCS)
4.6(136A) Neuromuscular and other related genetic disease program (NMP)
4.7(136A) Iowa registry for congenital and inherited disorders

CHAPTER 5

MATERNAL DEATHS

5.1(135) Reporting of maternal deaths
5.2(135) Ascertainment of maternal deaths
5.3(135) Reviewing of maternal deaths

CHAPTER 6

VENEREAL DISEASE PROPHYLACTICS

6.1(135) Definitions
6.2(135) Application for permit
6.3(135) Permit number and decal to be displayed
6.4(135) Compliance
6.5(135) Standards

CHAPTER 7

IMMUNIZATION AND IMMUNIZATION EDUCATION: PERSONS ATTENDING ELEMENTARY
OR SECONDARY SCHOOLS, LICENSED CHILD CARE CENTERS OR INSTITUTIONS OF

HIGHER EDUCATION

7.1(139A) Definitions

7.2(139A) Persons included

7.3(139A) Persons excluded

7.4(139A) Required immunizations

7.5(139A) Required education

7.6(139A) Proof of immunization

7.7(139A) Provisional enrollment

7.8(139A) Records and reporting

7.9(139A) Providing immunization services

7.10(139A) Compliance

7.11(22) Iowa’s immunization registry

7.12(22) Release of immunization information
CHAPTER 8

Reserved
CHAPTER 9
OUTPATIENT DIABETES EDUCATION PROGRAMS

9.1(135) Scope

9.2(135) Definitions

9.3(135) Powers and duties

9.4(135) Application procedures for American Diabetes Association recognized programs

9.5(135) Renewal procedures for American Diabetes Association recognized programs
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9.6(135) Application procedures for programs not recognized by the American Diabetes
Association
9.7(135) Diabetes program management for programs not recognized by the American
Diabetes Association
9.8(135) Program staff for programs not recognized by the American Diabetes Association
9.9(135) Renewal application procedures for programs not recognized by the American
Diabetes Association
9.10(135) Annual report
9.11(135) Enforcement
9.12(135) Complaints
9.13(135) Appeal process
9.14(135) Formal contest
CHAPTER 10
Reserved
CHAPTER 11

ACQUIRED IMMUNE DEFICIENCY SYNDROME (AIDS)

FINANCIAL ASSISTANCE
TO ELIGIBLE HIV-INFECTED PATIENTS

11.1to 11.15 Reserved
CERTIFICATION OF LABORATORIES

FOR HIV TESTING
11.16(141) Purpose
11.17(141) Definitions
11.18(141) Responsibilities of the department
11.19(141) Initial application and certification requirements
11.20 Reserved
11.21(141) Renewal of laboratory certification
11.22(141) Reinstatement of certification
11.23(141) Application fees and inspection costs
11.24(141) Requirements for laboratory personnel
11.25(141) Laboratory procedures and procedure manual requirements
11.26(141) Notification of certain changes during a certification period
11.27(141) Testing methodologies and confirmation of positive test results
11.28(141) Record maintenance and documentation of the testing process
11.29(141) Reporting of test results to the department
11.30(141) Complaints or noncompliance
11.31(141) Adverse actions and the appeal process

11.32 to 11.34 Reserved

TRAINING PROGRAMS
11.35(141) Purpose
11.36 to 11.39 Reserved

DIRECT NOTIFICATION OF AN IDENTIFIABLE THIRD PARTY
11.40(141) Purpose
11.41to 11.44 Reserved
EMERGENCY CARE PROVIDERS

EXPOSED TO CONTAGIOUS OR
INFECTIOUS DISEASES

11.45(139B,141)  Purpose
11.46(139B,141)  Definitions
11.47(139B,141)  General provisions
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11.48(139B,141)
11.49(139B,141)
11.50(139B,141)
11.51(139B,141)
11.52(139B,141)
11.53(139B,141)
11.54 to 11.69

11.70(709B)
11.71(709B)
11.72(709B)
11.73(709B)
11.74(709B)
11.75 to 11.79

11.80(126)
11.81(126)
11.82(126)
11.83(126)

11.84(141A)
11.85(141A)
11.86(141A)
11.87(141A)
11.88(141A)
11.89(141A)
11.90(141A)
11.91(141A)

12.1(730)
12.2(730)
12.3(730)
12.4(730)
12.5(730)

12.6(730)
12.7(730)
12.8(730)
12.9(730)
12.10(730)
12.11(730)
12.12(730)
12.13(730)
12.14(730)
12.15(730)
12.16(730)
12.17(730)
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Contagious or infectious diseases, not including HIV—hospitals

Contagious or infectious diseases, not including HIV—health care providers

HIV infection—hospitals

HIV infection—health care providers

Immunity

Confidentiality

Reserved
HIV-RELATED TEST FOR CONVICTED OR ALLEGED
SEXUAL-ASSAULT OFFENDERS AND THE VICTIMS

Purpose

Definitions

HIV test—convicted or alleged sexual assault offender

Medical examination costs

Testing, reporting, and counseling—penalties

Reserved

HIV HOME COLLECTION
Purpose
Definitions
HIV home testing kit
HIV home collection kit

AIDS DRUG ASSISTANCE PROGRAM (ADAP)
Definitions
Purpose
Eligibility requirements
Enrollment process
Distribution requirements
ADAP waiting list
Appeals
Confidentiality

CHAPTER 12
APPROVAL OF CONFIRMATORY LABORATORIES FOR
PRIVATE SECTOR DRUG-FREE WORKPLACE TESTING
Purpose
Definitions
Powers and duties
Application procedures and requirements
Requirements of laboratory personnel involved in confirmatory testing for alcohol
or other drugs, or their metabolites
Quality assurance program and procedure manual requirements
Analytical quality control
Sample security and confidentiality of test results
Confirmatory testing
Documentation of the confirmatory testing process
Reporting of confirmed positive test results to the medical review officer
Reporting requirements to department
Approval, renewal, and inspection fees
Renewal
Reciprocity
Changes during approval periods
Enforcement
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12.18(730)
12.19(730)
12.20(730)
12.21(730)

14.1(714)
14.2(714)
14.3(714)
14.4(714)
14.5(714)
14.6(714)
14.7(714)
14.8(714)
14.9(714)
14.10(714)
14.11(714)

15.1(1351)
15.2(1351)
15.3(1351)

15.4(1351)
15.5(1351)

15.6(1351)
15.7(1351)
15.8(1351)
15.9(1351)
15.10(1351)
15.11(1351)
15.12(1351)
15.13(1351)
15.14(1351)

15.15 to 15.50

15.51(1351)
15.52(1351)

20.1(135)
20.2(135)

Public Health[641]

Denial, suspension, modification or revocation of approval
Restoration of approval
Appeals process

Complaints

CHAPTER 13

Reserved
CHAPTER 14
WATER TREATMENT SYSTEMS

Purpose
Applicability
Definitions

Performance testing

Third-party testing agencies

Registration

Label and manufacturer’s performance data sheet
Consumer information pamphlet

Sales of water treatment systems

Treatment of records

Penalties
CHAPTER 15
SWIMMING POOLS AND SPAS
Applicability
Scope

Definitions and abbreviations

SWIMMING POOLS
Swimming pool operations
Construction and reconstruction

ADMINISTRATION
Enforcement
Variances
Penalties
Registration
Training courses
Swimming pool/spa operator qualifications
Fees
28E agreements
Application denial or partial denial—appeal
Reserved

SPAS
Spa operations
Construction and reconstruction

CHAPTERS 16 to 19

Reserved
CHAPTER 20
COMMUNITY WATER FLUORIDATION GRANT PROGRAM
Purpose
Definitions
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20.3(135) Applications

20.4(135) Review and rating of applications
20.5(135) Project contracts

20.6(135) Implementation procedures
20.7(135) Reimbursement

20.8(135) Termination

20.9(135) Appeals

CHAPTER 21
CENTRAL REGISTRY FOR
BRAIN AND SPINAL CORD INJURIES

21.1(135) Purpose

21.2(135) Definitions

21.3(135) Reportable injuries

21.4(135) Who reports and under what circumstances

21.5(135) Method and frequency of reporting

21.6(135) Confidentiality

21.7(135) Quality assurance
CHAPTER 22

PRACTICE OF TATTOOING

22.1(135) Purpose

22.2(135) Definitions

22.3(135) General provisions

22.4(135) Sanitation and infection control

22.5(135) Equipment

22.6(135) Procedures

22.7(135) Application for permit—fees

22.8(135) Variances

22.9(135) Adverse actions and the appeal process
CHAPTER 23

Reserved

CHAPTER 24

PRIVATE WELL TESTING, RECONSTRUCTION, AND
PLUGGING—GRANTS TO COUNTIES

24.1(135) Applicability

24.2(135) Definitions

24.3(135) Eligibility

24.4(135) Goal and objectives
24.5(135) Eligible grant costs
24.6(135) Ineligible grant costs
24.7(135) Performance requirements
24.8(135) Contents of grant application
24.9(135) Grant application submission
24.10(135) Multicounty grant applications
24.11(135) Grant period

24.12(135) Record keeping and retention
24.13(135) Grant amendments

24.14(135) Termination or forfeiture of grant funds
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CHAPTER 25
STATE PLUMBING CODE
25.1(135) Adoption
25.2(135) Applicability
25.3(135) Fuel gas piping
25.4(135) Amendments to the Uniform Plumbing Code
25.5(135) Backflow prevention with containment
CHAPTER 26
BACKFLOW PREVENTION ASSEMBLY TESTER REGISTRATION
26.1(135K) Applicability
26.2(135K) Definitions
26.3(135K) Registration required
26.4(135K) Backflow prevention assembly tester training
26.5(135K) Registration
26.6(135K) Standards of conduct
26.7(135K) Penalty
26.8(135K) Denial, suspension or revocation
CHAPTER 27

PLUMBING AND MECHANICAL SYSTEMS EXAMINING BOARD—ADMINISTRATIVE AND
REGULATORY AUTHORITY

27.1(17A,105) Definitions

27.2(17A,105) Purpose of board

27.3(17A,105) Organization of board and proceedings

27.4(17A,105) Official communications

27.5(17A,105) Office hours

27.6(21) Public meetings
CHAPTER 28
PLUMBING AND MECHANICAL SYSTEMS LICENSURE FEES
28.1(105) Fees
28.2(105) Biennial review of fee schedule
CHAPTER 29

PLUMBING AND MECHANICAL SYSTEMS PROFESSIONALS—
APPLICATION, LICENSURE, AND EXAMINATION

29.1(105) Definitions
29.2(105) Requirements for licensure
29.3(105) Medical gas piping certification
29.4(105) Minimum qualifications for licensure
29.5(105) General requirements for application for licensure
29.6(105) Examination
29.7(105) License renewal
29.8(105) Denial of license
CHAPTERS 30 to 36
Reserved
CHAPTER 37

BREAST AND CERVICAL CANCER
EARLY DETECTION PROGRAM
37.1(135) Definitions
37.2(135) Components of the IA BCCEDP
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37.3(135)
37.4(135)
37.5(135)
37.6(135)
37.7(135)

38.1(136C)
38.2(136C)
38.3(136C)
38.4(136C)
38.5
38.6(136C)
38.7(136C)
38.8(136C)
38.9(136C)
38.10(136C)
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Client eligibility criteria

Client application procedures for IA BCCEDP services

Priority for program expenditures

Right to appeal

Verification for breast or cervical cancer treatment (BCCT) option of Medicaid

CHAPTER 38
GENERAL PROVISIONS FOR RADIATION MACHINES
AND RADIOACTIVE MATERIALS
Purpose and scope
Definitions
Exemptions from the regulatory requirements
General regulatory requirements
Reserved
Prohibited uses
Communications
Fees
Administrative enforcement actions
Deliberate misconduct

CHAPTER 39

REGISTRATION OF RADIATION MACHINE FACILITIES, LICENSURE OF RADIOACTIVE
MATERIALS AND TRANSPORTATION OF RADIOACTIVE MATERIALS

39.1(136C)
39.2(136C)
39.3(136C)

39.4(136C)
39.5(136C)

40.1(136C)
40.2(136C)
40.3(136C)
40.4 to 40.9

40.10(136C)
40.11 to 40.14

40.15(136C)
40.16(136C)
40.17(136C)
40.18(136C)
40.19(136C)
40.20(136C)
40.21(136C)
40.22(136C)
40.23 to 40.25

Purpose and scope

Definitions

Requirements for registration of X-ray and other electronic machines that produce
radiation

Requirements for licensing of radioactive materials

Transportation of radioactive material

CHAPTER 40
STANDARDS FOR PROTECTION AGAINST RADIATION

GENERAL PROVISIONS
Purpose and scope
Definitions
Implementation
Reserved

RADIATION PROTECTION PROGRAMS
Radiation protection programs
Reserved

OCCUPATIONAL DOSE LIMITS
Occupational dose limits for adults
Compliance with requirements for summation of external and internal doses
Determination of external dose from airborne radioactive material
Determination of internal exposure
Determination of prior occupational dose
Planned special exposures
Occupational dose limits for minors
Dose equivalent to an embryo/fetus
Reserved
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40.26(136C)
40.27(136C)

40.28(136C)
40.29(136C)
40.30(136C)
40.31(136C)

40.32(136C)
40.33 to 40.35

40.36(136C)
40.37(136C)

40.38 to 40.41

40.42(136C)
40.43(136C)
40.44(136C)
40.45 to 40.47

40.48(136C)
40.49(136C)
40.50(136C)
40.51 to 40.53

40.54(136C)
40.55(136C)
40.56(136C)
40.57 to 40.59

40.60(136C)
40.61(136C)
40.62(136C)
40.63(136C)
40.64(136C)
40.65(136C)
40.66 to 40.69

40.70(136C)
40.71(136C)
40.72(136C)
40.73(136C)
40.74(136C)
40.75(136C)
40.76(136C)
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RADIATION DOSE LIMITS FOR INDIVIDUAL MEMBERS OF THE PUBLIC
Dose limits for individual members of the public
Compliance with dose limits for individual members of the public

RADIOLOGICAL CRITERIA FOR LICENSE TERMINATION
Radiological criteria for license termination
Radiological criteria for unrestricted use
Criteria for license termination under restricted conditions
Alternate criteria for license termination

TESTING FOR LEAKAGE OR CONTAMINATION OF SEALED SOURCES
Testing for leakage or contamination of sealed sources
Reserved

SURVEYS AND MONITORING
Surveys and monitoring—general
Conditions requiring individual monitoring of external and internal occupational
dose
Reserved

CONTROL OF EXPOSURE FROM EXTERNAL SOURCES IN RESTRICTED AREAS

Control of access to high radiation areas
Control of access to very high radiation areas
Control of access to very high radiation areas—irradiators
Reserved

RESPIRATORY PROTECTION AND CONTROLS TO RESTRICT

INTERNAL EXPOSURE IN RESTRICTED AREAS
Use of process or other engineering controls
Use of other controls
Use of individual respiratory protection equipment
Reserved
STORAGE AND CONTROL OF LICENSED OR REGISTERED
SOURCES OF RADIATION

Security and control of licensed radioactive material in quantities of concern
Security and control of licensed or registered sources of radiation
Control of sources of radiation not in storage
Reserved

PRECAUTIONARY PROCEDURES
Caution signs
Posting requirements
Exceptions to posting requirements
Labeling containers and radiation machines
Exemptions to labeling requirements
Procedures for receiving and opening packages
Reserved

WASTE DISPOSAL
General requirements
Method for obtaining approval of proposed disposal procedures
Disposal by release into sanitary sewerage
Treatment or disposal by incineration
Disposal of specific wastes
Transfer for disposal and manifests
Compliance with environmental and health protection regulations
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40.77 to 40.79

40.80(136C)
40.81(136C)
40.82(136C)
40.83(136C)
40.84(136C)
40.85(136C)
40.86(136C)
40.87(136C)
40.88(136C)
40.89(136C)
40.90(136C)

40.91 to 40.94

40.95(136C)
40.96(136C)
40.97(136C)

40.98(136C)
40.99(136C)

40.100(136C)
40.101(136C)
40.102(136C)
40.103 and 40.104

40.105(136C)
40.106 to 40.109

40.110(136C)
40.111(136C)
40.112(136C)
40.113(136C)

40.114(136C)
40.115(136C)
40.116(136C)
40.117(136C)

41.1(136C)
41.2(136C)
41.3(136C)
41.4 and 41.5
41.6(136C)
41.7(136C)
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Reserved

RECORDS
General provisions
Records of radiation protection programs
Records of surveys
Records of tests for leakage or contamination of sealed sources
Records of prior occupational dose
Records of planned special exposures
Records of individual monitoring results
Records of dose to individual members of the public
Records of waste disposal
Records of testing entry control devices for very high radiation areas
Form of records
Reserved

REPORTS
Reports of stolen, lost, or missing licensed or registered sources of radiation
Notification of incidents
Reports of exposures, radiation levels, and concentrations of radioactive material
exceeding the constraints or limits
Reports of planned special exposures
Reports of transactions involving nationally tracked sources
Reports of individual monitoring
Notifications and reports to individuals
Reports of leaking or contaminated sealed sources
Reserved

ADDITIONAL REQUIREMENTS
Vacating premises
Reserved

NOTICES, INSTRUCTIONS, AND REPORTS TO WORKERS; INSPECTIONS

Posting of notices to workers

Instructions to workers

Notifications and reports to individuals

Presence of representatives of licensees or registrants and workers during
inspection

Consultation with workers during inspections

Requests by workers for inspections

Inspections not warranted—informal review

Employee protection

CHAPTER 41
SAFETY REQUIREMENTS FOR THE USE OF
RADIATION MACHINES AND CERTAIN USES
OF RADIOACTIVE MATERIALS
X-rays in the healing arts
Use of radionuclides in the healing arts
Therapeutic use of radiation machines
Reserved
X-ray machines used for screening and diagnostic mammography
X-ray machines used for stereotactically guided breast biopsy
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CHAPTER 42
MINIMUM CERTIFICATION STANDARDS FOR DIAGNOSTIC RADIOGRAPHERS,
NUCLEAR MEDICINE TECHNOLOGISTS, AND RADIATION THERAPISTS

42.1(136C) Purpose and scope
42.2(136C) General requirements
42.3(136C) Specific requirements for diagnostic radiographers
42.4(136C) Specific requirements for nuclear medicine technologists
42.5(136C) Specific requirements for radiation therapists
42.6(136C) Specific eligibility requirements for radiologist assistant
42.7(136C) Specific requirements for podiatric radiographers
CHAPTER 43
MINIMUM REQUIREMENTS FOR RADON TESTING AND ANALYSIS
43.1(136B) Purpose and scope
43.2(136B) Definitions
43.3(136B) General provisions
43.4(136B) Application for certification
43.5(136B) Revocation of certification
43.6(136B) Reporting requirements
43.7(136B) Training and continuing education programs
43.8(136B) Exemptions
43.9(136B) Enforcement
43.10(136B) Penalties
43.11(136B) Persons exempted from certification
CHAPTER 44
MINIMUM REQUIREMENTS FOR RADON MITIGATION
44.1(136B) Purpose and scope
44.2(136B) Definitions
44.3(136B) General provisions
44.4(136B) Application for credentialing
44.5(136B) Revocation of credentialing
44.6(136B) Additional record-keeping requirements
44.7(136B) Continuing education
44.8(136B) Exemptions
44.9(136B) Enforcement
44.10(136B) Penalties
CHAPTER 45

RADIATION SAFETY REQUIREMENTS FOR INDUSTRIAL
RADIOGRAPHIC OPERATIONS

45.1(136C) General requirements for industrial radiography operations

45.2(136C) Radiation safety requirements for the use of radiation machines in industrial
radiography

45.3(136C) Radiation safety requirements for use of sealed sources of radiation in industrial
radiography

45.4(136C) Radiation safety requirements for the use of particle accelerators for nonhuman use

45.5(136C) Radiation safety requirements for analytical X-ray equipment

45.6(136C) Radiation safety requirements for well-logging, wireline service operations and

subsurface tracer studies
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CHAPTER 46
MINIMUM REQUIREMENTS FOR TANNING FACILITIES
46.1(136D) Purpose and scope
46.2(136D) Definitions
46.3(136D) Exemptions
46.4(136D) Permits and fees
46.5(136D) Construction and operation of tanning facilities
46.6(136D) Inspections, violations and injunctions
CHAPTERS 47 to 49
Reserved
CHAPTER 50
ORAL HEALTH
50.1(135) Purpose
50.2(135) Definitions
50.3(135) Dental director responsibilities
50.4(135) Oral health bureau functions
50.5(135) Funding
CHAPTER 51

DENTAL SCREENING
51.1(82GA,ch146,SF2111) Purpose
51.2(82GA,ch146,SF2111) Definitions
51.3(82GA,ch146,SF2111) Persons included
51.4(82GA,ch146,SF2111) Persons excluded
51.5(82GA,ch146,SF2111) Dental screening components
51.6(82GA,ch146,SF2111) Dental screening providers
51.7(82GA,ch146,SF2111) Time line for valid dental screening
51.8(82GA,ch146,SF2111) Proof of dental screening
51.9(82GA,ch146,SF2111) Dental screening documentation
51.10(82GA,ch146,SF2111) Assuring dental screening services
51.11(82GA,ch146,SF2111) Records
51.12(82GA,ch146,SF2111) Reporting
51.13(82GA,ch146,SF2111) Iowa’s dental screening database
51.14(82GA,ch146,SF2111) Release of dental screening information
51.15(82GA,ch146,SF2111) Referral requirements
51.16(82GA,ch146,SF2111) Provider training

CHAPTERS 52 to 54

Reserved
CHAPTER 55
ADVISORY COUNCIL ON HEAD INJURIES
55.1(135) Council established
55.2(135) Meetings
55.3(135) Task forces
55.4(135) Minutes
55.5(135) Duties of the council

55.6(135) Conflict of interest
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CHAPTER 56
BRAIN INJURY SERVICES PROGRAM
56.1(135) Definitions
56.2(135) Purpose
56.3(135) Waiver-eligible component
56.4(135) Cost-share component
56.5(135) Application process
56.6(135) Service providers and reimbursement
56.7(135) Available services/service plan
56.8(135) Redetermination
56.9(135) Appeal rights
CHAPTERS 57 to 66
Reserved
CHAPTER 67
BLOOD LEAD TESTING
67.1(135) Purpose
67.2(135) Definitions
67.3(135) Persons included
67.4(135) Persons excluded
67.5(135) Blood lead testing requirement
67.6(135) Time line for valid blood lead testing
67.7(135) Proof of blood lead testing
67.8(135) Referral requirements
67.9(135) Blood lead testing documentation
67.10(135) Records
67.11(135) Provider training
CHAPTER 68
CONTROL OF LEAD-BASED PAINT HAZARDS
68.1(135) Applicability
68.2(135) Definitions
68.3(135) Elevated blood lead (EBL) inspections required
68.4(135) Refusal of admittance
68.5(135) Lead hazard reduction required
68.6(135) Retaliation prohibited
68.7(135) Enforcement
68.8(135) Hearings
68.9(135) Variances
68.10(135) Injunction
68.11(135) Effective date
CHAPTER 69

RENOVATION, REMODELING, AND REPAINTING—
LEAD HAZARD NOTIFICATION PROCESS

69.1(135) Applicability

69.2(135) Definitions

69.3(135) Notification required

69.4(135) Notification required in multifamily housing
69.5(135) Emergency renovation, remodeling, and repainting
69.6(135) Certification of attempted delivery

69.7(135) Exemption
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69.8(135)
69.9(135)

69.10(135)
69.11(135)

70.1(135)
70.2(135)
70.3(135)
70.4(135)
70.5(135)
70.6(135)

70.7(135)
70.8(135)

70.9(135)
70.10(135)

70.11(135)
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Record-keeping requirements
Compliance inspections

Enforcement
Waivers
CHAPTER 70
LEAD-BASED PAINT ACTIVITIES
Applicability
Definitions
Certification

Course approval and standards

Certification, interim certification, and recertification

Work practice standards for conducting lead-based paint activities in target housing
and child-occupied facilities

Firms

Lead-safe work practices training program approval and lead-safe work practices
contractor registration

Compliance inspections

Denial, suspension, or revocation of certification; denial, suspension, revocation,
or modification of course approval; and imposition of penalties

Waivers

CHAPTER 71

EMERGENCY INFORMATION SYSTEM ON PESTICIDES FOR USE BY HEALTH CARE

71.1(139A)
71.2(139A)
71.3(139A)

72.1(135)
72.2(135)
72.3(135)
72.4(135)

73.1(135)
73.2(135)
73.3(135)
73.4(135)
73.5(135)
73.6(135)
73.7(135)
73.8(135)
73.9(135)
73.10(135)
73.11(135)
73.12(135)
73.13(135)

PROVIDERS DURING MEDICAL EMERGENCIES
Scope
Definitions
Operation of EIS

CHAPTER 72
CHILDHOOD LEAD POISONING
PREVENTION PROGRAM
Definitions
Approved programs
Level of funding
Appeals

CHAPTER 73
SPECIAL SUPPLEMENTAL NUTRITION PROGRAM
FOR WOMEN, INFANTS, AND CHILDREN (WIC)
Program explanation
Adoption by reference
Availability of rules
Certain rules exempted from public participation
Definitions
Staffing of contract agencies
Certification of participants
Food delivery
Food package
Education
Health services
Appeals and fair hearings—Ilocal agencies and vendors
Right to appeal—participant
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73.14(135) State monitoring of contract agencies
73.15(135) Migrant services
73.16(135) Civil rights
73.17(135) Audits
73.18(135) Reporting
73.19(135) Program violation
73.20(135) Data processing
73.21(135) Outreach
73.22(135) Caseload management
73.23(135) Grant application procedures for contract agencies
73.24(135) Participant rights

CHAPTER 74

FAMILY PLANNING SERVICES

74.1(135) Program explanation
74.2(135) Adoption by reference
74.3(135) Rule coverage
74.4(135) Definitions
74.5(135) Grant application procedures for contract agencies
74.6(135) Funding levels for contract agencies
74.7(135) Agency performance
74.8(135) Reporting
74.9(135) Fiscal management
74.10(135) Audits
74.11(135) Denial, suspension, revocation, or reduction of contracts with contract agencies
74.12(135) Right to appeal—contract agency

CHAPTER 75

STATEWIDE OBSTETRICAL AND
NEWBORN INDIGENT PATIENT CARE PROGRAM

75.1(255A) Definitions
75.2(255A) Covered services
75.3(255A) Quota assignment
75.4(255A) Eligibility criteria
75.5(255A) Application procedures
75.6(255A) Reimbursement of providers
75.7(255A) Reassignment of county quotas
75.8(255A) Appeals and fair hearings
CHAPTER 76

MATERNAL AND CHILD HEALTH PROGRAM
76.1(135) Program explanation
76.2(135) Adoption by reference
76.3(135) Rule coverage
76.4(135) Definitions
76.5(135) MCH services
76.6(135) Client eligibility criteria
76.7(135) Client application procedures for MCH services
76.8(135) Right to appeal—client
76.9(135) Grant application procedures for community-based contract agencies
76.10(135) Funding levels for community-based contract agencies
76.11(135) Contract agency performance

76.12(135) Reporting
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76.13(135) Fiscal management
76.14(135) Audits
76.15 Reserved
76.16(135) Denial, suspension, revocation or reduction of contracts with contract agencies
76.17(135) Right to appeal—contract agency

CHAPTER 77

LOCAL BOARDS OF HEALTH

77.1(137) Purpose of local boards of health
77.2(137) Definitions
77.3(137) Roles and responsibilities of local boards of health
77.4(137) Organization of local boards of health
77.5(137) Operating procedures of local boards of health
77.6(137) Expenses of board of health members

CHAPTER 78

DISTRICT HEALTH DEPARTMENTS

78.1(137) Minimum standards for district health departments
78.2(137) Preparation of district health department plan
78.3(137) Approval of district health departments
78.4(137) Additions to district health departments
78.5(137) Withdrawal from district health departments

CHAPTER 79

Reserved
CHAPTER 80
LOCAL PUBLIC HEALTH SERVICES

80.1(135) Purpose
80.2(135) Definitions
80.3(135) Local public health services state grant
80.4(135) Billing services to the local public health services state grant
80.5(135) Right to appeal
80.6(135) Case management
80.7(135) Local board of health services
80.8(135) Local public health services
80.9(135) Public health nursing services
80.10(135) Home care aide services

CHAPTER 81

GENERAL RULES FOR MIGRATORY LABOR CAMPS

81.1(138) Shelters
81.2(138) Water supply
81.3(138) Waste disposal
81.4(138) Bathing facilities
81.5(138) Central dining facilities
81.6(138) Safety and fire

CHAPTER 82

OFFICE OF MULTICULTURAL HEALTH

82.1(135) Purpose
82.2(135) Definitions
82.3(135) Responsibilities of the office of multicultural health

82.4(135) Advisory council
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CHAPTER 83
Reserved
CHAPTER 84
STATE SUBSTITUTE MEDICAL DECISION-MAKING BOARD

84.1(135) Purpose
84.2(135) Composition of board
84.3(135) Appointment
84.4(135) Duties
84.5(135) Officers
84.6(135) Meetings
84.7(135) Panels
84.8(135) Review of local boards

CHAPTER 85

LOCAL SUBSTITUTE MEDICAL DECISION-MAKING BOARDS

85.1(135) Purpose
85.2(135) Definitions
85.3(135) Appointment of local boards
85.4(135) Filing an application
85.5(135) Notification of patient and review of application
85.6(135) Panel appointment and procedures
85.7(135) Panel determination of need for surrogate decision making
85.8(135) Panel determination regarding proposed medical care decision
85.9(135) Right of appeal
85.10(135) Procedure when there is no local board
85.11(135) Records and reports
85.12(135) Liability

CHAPTER 86

PLACES WHERE DEAD HUMAN BODIES ARE PREPARED
FOR BURIAL OR ENTOMBMENT

86.1(156) Purpose
86.2(156) Definitions
86.3(156) Licensing
86.4(156) Public access areas
86.5(156) Preparation room
86.6(156) Crematorium chambers
86.7(156) Inspection fees
CHAPTER 87
HEALTHY FAMILIES IOWA (HFI)
87.1(135) Purpose
87.2(135) Definitions
87.3(135) Applicant eligibility
87.4(135) Participant eligibility
87.5(135) Program requirements
87.6(135) Contractor assurance
87.7(135) Applicant appeal process

87.8(135) Participant right to appeal
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88.1(135)
88.2(135)
88.3(135)
88.4(135)
88.5(135)
88.6(135)
88.7(135)
88.8(135)
88.9(135)
88.10(135)
88.11(135)
88.12(135)
88.13(135)
88.14(135)
88.15(135)

89.1(135L)
89.2(135L)
89.3(135L)
89.4 t0 89.10

89.11(135L)
89.12(135L)

89.13 to 89.20

89.21(135L)
89.22(135L)
89.23(135L)
89.24 and 89.25
89.26(135L)

90.1(135)
90.2(135)
90.3(135)
90.4(135)
90.5(135)
90.6(135)
90.7(135)
90.8(135)
90.9(135)
90.10(135)
90.11(135)
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CHAPTER 88
VOLUNTEER HEALTH CARE PROVIDER PROGRAM
Definitions
Purpose

Eligibility for defense and indemnification coverage
Sponsor program eligibility

Covered health care services

Defense and indemnification

Term of agreement

Reporting requirements and duties

Revocation of eligibility and registration

Procedure for revocation of eligibility and registration
Effect of suspension or revocation

Registration denied

Board notice of disciplinary action

Effect of eligibility certification

Reporting by volunteer health care provider and program

CHAPTER 89
DECISION-MAKING ASSISTANCE PROGRAM
AND PARENTAL NOTIFICATION OF INTENT
TO TERMINATE A PREGNANCY THROUGH ABORTION
Title
Purpose and scope
Definitions
Reserved

DECISION-MAKING ASSISTANCE PROGRAM
Purpose
Initial appointment of a pregnant minor with a licensed physician from whom an
abortion is sought and certification procedure for the decision-making assistance
program
Reserved

NOTIFICATION PROCESS
Notification of parent prior to the performance of abortion on a pregnant minor
Exceptions to notification of parent
Physician compliance
Reserved
Fraudulent practice

CHAPTER 90
IOWA CHILD DEATH REVIEW TEAM
Purpose
Definitions
Agency
Membership
Officers
Meetings
Expenses of team members
Team responsibilities
Liaisons
Confidentiality and disclosure of information
Immunity and liability
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91.1(77GA.ch1221)
91.2(77GA.ch1221)
91.3(77GA.ch1221)
91.4(77GA.ch1221)
91.5(77GA,ch1221)
91.6(77GA,ch1221)
91.7(77GA,ch1221)
91.8(77GA,ch1221)
91.9(77GA,ch1221)
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CHAPTER 91

IOWA DOMESTIC ABUSE DEATH REVIEW TEAM

Purpose

Definitions

Agency

Membership

Officers

Meetings

Expenses of team members

Team responsibilities

Liaisons

91.10(77GA,ch1221)  Confidentiality and disclosure of information
91.11(77GA,ch1221)  Immunity and liability

92.1(135)
92.2(135)
92.3(135)
92.4(135)
92.5(135)
92.6(135)
92.7(135)
92.8(135)
92.9(135)
92.10(135)

93.1(135)
93.2(135)
93.3(135)
93.4(135)
93.5(135)
93.6(135)
93.7(135)

94.1(135)
94.2(135)
94.3(135)
94.4(135)
94.5(135)
94.6(135)

95.1(144)
95.2(144)
95.3(144)
95.4(144)
95.5(144)

CHAPTER 92
IOWA FATALITY REVIEW COMMITTEE
Purpose
Definitions
Committee

Formation of the committee

Committee protocol for review

Content of report

Consultation with county attorney
Supplemental report

Confidentiality and disclosure of information
Immunity and liability

CHAPTER 93
ABUSE EDUCATION REVIEW PANEL
Purpose
Panel
Meetings
Duties

Standards for approval of curricula
Process for application review and approval
Process for appeal

CHAPTER 94

CHILD PROTECTION CENTER GRANT PROGRAM
Scope and purpose
Definitions
Goals
Review process
Eligibility and criteria
Appeals

CHAPTER 95
CERTIFICATE OF BIRTH—REGISTRATION FEE
Birth certificates—when filing fee required
Collection
Waivers
Fee deposit
Responsibilities of institutions
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95.6
95.7(144)
95.8(144)
95.9(144)
95.10(144)

96.1(144)
96.2(144)
96.3(144)
96.4(144)
96.5(144)
96.6(144)
96.7(144)
96.8(144)

98.1(144)
98.2(144)

99.1(144)
99.2(144)
99.3(144)
99.4(144)
99.5(144)
99.6(144)
99.7(144)
99.8(144)
99.9(144)
99.10(144)
99.11(144)
99.12(144)
99.13(144)

100.1(144)
100.2(144)
100.3(144)
100.4(144)
100.5(144)
100.6(144)
100.7(144)
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Reserved

County registrars
State registrar
Retention

Forms

CHAPTER 96

VITAL RECORDS
Definitions
Specification
Handling
Fees
Additional statistical data
General public accessibility
Direct tangible interest accessibility
County custodians’ responsibility for maintenance of confidentiality

CHAPTER 97
Reserved

CHAPTER 98
FORMS UNIFORM
Forms property of lowa department of public health
Preparation of certificates

CHAPTER 99

DELAYED BIRTH, DEATH AND MARRIAGE REGISTRATION

Foundling registration

Birth registration—five days to one year
Delayed birth registration—after one year
Who may file delayed certificate

Delayed certificate to be signed

Facts to be established for delayed registration of birth
Documentary evidence

Abstraction and certification by state registrar
Documents returned

Cancellation after one year

Duties of county registrar

Delayed registration of death records
Delayed registration of marriage records

CHAPTER 100

ESTABLISHMENT OF NEW CERTIFICATES OF BIRTH
Certificates, forms
Data required
Certificate following adoption
Certificate following legitimation
Certificate following determination of paternity
Minimum information required
Original certificate to be sealed
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101.1(144)
101.2(144)
101.3(144)
101.4(135)
101.5(144)
101.6(135)
101.7(135,144)
101.8(144)

102.1(144)
102.2(144)
102.3(144)
102.4(144)
102.5(144)
102.6(144)
102.7(144)
102.8(144)
102.9(144)
102.10(144)

103.1(144)

104.1(144)
104.2(144)

105.1(144)
105.2(144)
105.3(144)
105.4(144)
105.5(144)
105.6(144)
105.7(144)
105.8(144)

106.1(144)
106.2(144)
106.3(144)
106.4(144)
106.5(144)
106.6(144)
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CHAPTER 101
DEATH CERTIFICATION, AUTOPSY AND DISINTERMENT
Report of autopsy findings
Attending physician not available
Hospital or institution may assist in preparation of certificate
Removal of dead body or fetus
Burial-transit permit
Transportation and disposition of dead body or fetus
Disinterment permits
Extension of time

CHAPTER 102
CORRECTION AND AMENDMENT OF VITAL RECORDS
Application to amend records
Correction of minor errors within first year
Amendments or major corrections
Correction of same item more than once
Methods of amending certificates
Amendment of birth certificate by paternity affidavit
Change of given names within first year
Addition of given names until seventh birthday
Addition of given name after seventh birthday
Legal change of name

CHAPTER 103
CONFIDENTIALITY OF RECORDS
Disclosure of data

CHAPTER 104
COPIES OF VITAL RECORDS
Certified copies and verifications
Cancellation of fraudulent records

CHAPTER 105
DECLARATION OF PATERNITY REGISTRY
Definitions
Registry established
Information to be provided
Change of address
Fees
Access to registry information
Revocation
Forms

CHAPTER 106
REPORTING OF TERMINATION OF PREGNANCY
Definitions
Report of termination of pregnancy
Confidentiality of released information
Confidentiality of reports submitted
Provider codes
Unlawful acts—punishment
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CHAPTER 107

MUTUAL CONSENT VOLUNTARY ADOPTION REGISTRY

107.1(78GA,HF497)  Definitions
107.2(78GA,HF497)  Eligibility
107.3(78GA,HF497)  Exception
107.4(78GA,HF497)  Application
107.5(78GA,HF497)  Notification
107.6(78GA,HF497)  Withdrawal

107.7(78GA,HF497)  Fees

109.1(135M)
109.2(135M)
109.3(135M)
109.4(135M)
109.5(135M)

109.6(135M)
109.7(135M)
109.8(135M)
109.9(135M)
109.10(135M)
109.11(135M)

110.1(135)
110.2(135)
110.3(135)
110.4(135)
110.5(135)
110.6(135)

110.7 to 110.10

110.11(135)

110.12 to 110.15

110.16(135)

110.17 to 110.20

110.21(135)

CHAPTER 108
Reserved

CHAPTER 109

PRESCRIPTION DRUG DONATION REPOSITORY PROGRAM

Definitions

Purpose

Eligibility criteria for program participation by medical facilities and pharmacies

Standards and procedures for accepting donated prescription drugs and supplies

Standards and procedures for inspecting and storing donated prescription drugs
and supplies

Standards and procedures for dispensing donated prescription drugs and supplies

Eligibility criteria for individuals to receive donated prescription drugs and supplies

Forms and record keeping

Handling fee

List of drugs and supplies program will accept

Exemption from disciplinary action, civil liability and criminal prosecution

CHAPTER 110
CENTER FOR RURAL HEALTH
AND PRIMARY CARE
Purpose and scope
Definitions
Responsibilities of the center
Advisory committee to the center for rural health and primary care
Organization
Meetings
Reserved

PRIMECARRE COMMUNITY GRANT PROGRAM

Purpose
Reserved
PRIMECARRE PRIMARY CARE PROVIDER
COMMUNITY SCHOLARSHIP PROGRAM
Purpose
Reserved

PRIMECARRE PRIMARY CARE PROVIDER LOAN REPAYMENT PROGRAM

Purpose

CHAPTER 111
Reserved
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112.1(135)
112.2(135)
112.3(135)
112.4(135)
112.5(135)
112.6(135)

113.1(135)
113.2(135)
113.3(135)
113.4(135)
113.5(135)
113.6(135)
113.7(135)
113.8(135)

114.1(135)
114.2(135)
114.3(135)
114.4(135)
114.5(135)
114.6(135)
114.7(135)
114.8(135)
114.9(135)

124.1(691)
124.2(691)
124.3(691)
124.4(691)
124.5(691)

125.1(691)
125.2(691)
125.3(691)
125.4(691)
125.5(691)
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CHAPTER 112
BIOLOGICAL AGENT RISK ASSESSMENT
Purpose
Definitions
Biosecurity council established
Biological agent risk assessment
Requests for biological agent information
Exceptions

CHAPTER 113

PUBLIC HEALTH RESPONSE TEAMS
Definitions
Purpose
Sponsor agency
Public health response team members
Disaster medical assistance team
Environmental health response team
Legal and other protections
Reporting requirements and duties

CHAPTER 114
PREPAREDNESS ADVISORY COMMITTEE
Definitions
Purpose
Appointment
Membership
Officers
Meetings
Subcommittees
Expenses of preparedness advisory committee voting members
Gender balance

CHAPTERS 115 to 123
Reserved

CHAPTER 124
INTERAGENCY COORDINATING COUNCIL
FOR THE STATE MEDICAL EXAMINER
Purpose
Membership
Meetings
Duties
Minutes

CHAPTER 125

ADVISORY COUNCIL FOR THE STATE MEDICAL EXAMINER

Purpose
Membership
Meetings
Duties
Minutes
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126.1(144,331,691)

126.2
126.3(691)
126.4(691)

127.1(144,331,691)
127.2(331,691)

127.3(331,691)
127.4(331,691)
127.5(144,331,691)
127.6(331,691)
127.7(331,691)
127.8(331,691)
127.9(331,691)
127.10(331,691,22)
127.11(331,691,670)

130.1(147A)
130.2(147A)
130.3(147A)
130.4(147A)
130.5(147A)
130.6(147A)
130.7(147A)
130.8(147A)
130.9(147A)

131.1(147A)
131.2(147A)

131.3(147A)
131.4(147A)

131.5(147A)
131.6(147A)
131.7(147A)
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CHAPTER 126
STATE MEDICAL EXAMINER
Definitions
Reserved
Fees for autopsies and related services and reimbursement for related expenses
Fees for tissue recovery

CHAPTER 127
COUNTY MEDICAL EXAMINERS

Definitions

Duties of medical examiners—jurisdiction over deaths which affect the public
interest

Autopsies
Fees

Death certificates—deaths affecting the public interest
Cremation
County medical examiner investigators
Deputy county medical examiners
Failure to comply with rules
Confidentiality
Indemnification

CHAPTERS 128 and 129
Reserved

CHAPTER 130

EMERGENCY MEDICAL SERVICES ADVISORY COUNCIL

Definitions

Purpose

Appointment

Absences

Officers

Meetings

Subcommittees

Expenses of advisory council members
Gender balance

CHAPTER 131
EMERGENCY MEDICAL SERVICES
PROVIDER EDUCATION/TRAINING/CERTIFICATION
Definitions
Emergency medical care providers—requirements for enrollment in training
programs
Emergency medical care providers—EMS provider authority
Emergency medical care providers—certification, renewal standards, procedures,
continuing education, and fees
Training programs—standards, application, inspection and approval
Continuing education providers—approval, record keeping and inspection
Complaints and investigations—denial, citation and warning, probation,
suspension, or revocation of emergency medical care personnel certificates or
renewal
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131.8(147A)

131.9(147A)

131.10(147A)
131.11(147A)
131.12(147A)
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Complaints and investigations—denial, citation and warning, probation,
suspension, or revocation of training program or continuing education provider
approval or renewal

Reinstatement of certification

Certification denial

Emergency adjudicative proceedings

Complaints, investigations and appeals

CHAPTER 132

EMERGENCY MEDICAL SERVICES—SERVICE PROGRAM AUTHORIZATION

132.1(147A)
132.2(147A)
132.3 to 132.6
132.7(147A)

132.8(147A)
132.9(147A)
132.10(147A)

132.11 to 132.13
132.14(147A)
132.15(147A)

133.1(321)
133.2(321)
133.3(321)
133.4(321)
133.5(321)

134.1(147A)
134.2(147A)
134.3(147A)

135.1(147A)
135.2(147A)
135.3(147A)

136.1(147A)
136.2(147A)
136.3(147A)

Definitions

Authority of emergency medical care provider

Reserved

Service program—authorization and renewal procedures, inspections and transfer
or assignment of certificates of authorization

Service program levels of care and staffing standards

Service program—off-line medical direction

Complaints and investigations—denial, citation and warning, probation,
suspension or revocation of service program authorization or renewal

Reserved

Temporary variances

Transport options for fully authorized paramedic service programs

CHAPTER 133
WHITE FLASHING LIGHT AUTHORIZATION
Definitions
Purpose
Application
Approval, denial, probation, suspension and revocation of authorization
Appeal of denial, probation, or revocation of authorization

CHAPTER 134
TRAUMA CARE FACILITY CATEGORIZATION
AND VERIFICATION
Definitions
Trauma care facility categorization and verification
Complaints and investigations and appeals—denial, citation and warning,
probation, suspension, and revocation of verification as a trauma care facility

CHAPTER 135
TRAUMA TRIAGE AND TRANSFER PROTOCOLS
Definitions
Trauma triage and transfer protocols
Offenses and penalties

CHAPTER 136
TRAUMA REGISTRY
Definitions
Trauma registry
Offenses and penalties
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137.1(147A)
137.2(147A)
137.3(147A)
137.4(147A)
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CHAPTER 137
TRAUMA EDUCATION AND TRAINING
Definitions
Initial trauma education for lowa’s trauma system
Continuing trauma education for lowa’s trauma system
Offenses and penalties

CHAPTER 138

TRAUMA SYSTEM EVALUATION QUALITY IMPROVEMENT COMMITTEE

138.1(147A)
138.2(147A)

139.1(147A)
139.2(147A)
139.3(147A)

139.4(147A)

139.5(147A)
139.6(147A)

Definitions
System evaluation quality improvement committee (SEQIC)

CHAPTER 139

IOWA LAW ENFORCEMENT EMERGENCY CARE PROVIDER

Definitions

Authority of lowa law enforcement emergency care provider

Iowa law enforcement emergency care providers—requirements for enrollment in
training programs

Iowa law enforcement emergency care providers—certification, renewal standards
and procedures, and fees

Iowa law enforcement training programs

Law enforcement AED service program authorization

CHAPTER 140

EMERGENCY MEDICAL SERVICES SYSTEM DEVELOPMENT GRANTS FUND

140.1(135)
140.2(135)
140.3(135)
140.4(135)

141.1(321)
141.2(321)
141.3(321)
141.4(321)
141.5(321)
141.6(321)

142.1(144A)
142.2(144A)

Definitions

Purpose

County EMS associations

County EMS system development grants

CHAPTER 141
LOVE OUR KIDS GRANT
Definitions
Purpose
Funding limitations
Use of funds
Application process
Application denial or partial denial—appeal

CHAPTER 142
OUT-OF-HOSPITAL DO-NOT-RESUSCITATE ORDERS
Definitions
Purpose

142.3(144A,147A) Responsibilities of the department
142.4(144A,147A) EMS providers

142.5(144A)
142.6(144A)
142.7(144A)

142.8(144A)
142.9(144A)

Guidelines for non-EMS health care providers, patients, and organizations

Revocation of the out-of-hospital do-not-resuscitate order

Personal wishes of family members or other individuals who are not authorized
to act on the patient’s behalf

Transfer of patients

Application to existing orders
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CHAPTER 143
AUTOMATED EXTERNAL DEFIBRILLATOR PROGRAM

AUTOMATED EXTERNAL DEFIBRILLATOR GRANT PROGRAM

143.1(135) Purpose

143.2(135) Definitions

143.3(135) Application process
143.4(135) Early defibrillation program
143.5(135) Review process

143.6(135) Appeals

143.7 to 143.9 Reserved

AUTOMATED EXTERNAL DEFIBRILLATOR MAINTENANCE

143.10(135) Purpose
143.11(135) Definition
143.12(135) AED maintenance

CHAPTERS 144 to 149
Reserved

CHAPTER 150

IOWA REGIONALIZED SYSTEM OF PERINATAL HEALTH CARE
150.1(135,77GA,ch1221) Purpose and scope
150.2(135,77GA,ch1221) Definitions
150.3(135,77GA,ch1221) Perinatal guidelines advisory committee
150.4(135,77GA,ch1221) Categorization and selection of level of care designation
150.5(135,77GA,ch1221) Recommendation by the statewide perinatal care program
150.6(135,77GA,ch1221) Level I hospitals
150.7(135,77GA,ch1221) Level II hospitals
150.8(135,77GA,ch1221) Level II regional centers
150.9(135,77GA,ch1221) Level II regional neonatology centers
150.10(135,77GA,ch1221) Level III centers
150.11(135,77GA,ch1221) Grant or denial of certificate of verification; and offenses and penalties
150.12(135,77GA,ch1221) Prohibited acts
150.13(135,77GA,ch1221) Construction of rules

CHAPTER 151
TOBACCO USE PREVENTION AND CONTROL
COMMUNITY PARTNERSHIP INITIATIVE

151.1(142A) Scope

151.2(142A) Community partnership areas

151.3(142A) Community partnerships

151.4(142A) Application requirements for community partnerships
151.5(142A) Performance indicators

151.6(142A) Application deadline

151.7(142A) Distribution of funding

151.8(142A) Gifts

CHAPTER 152
TOBACCO USE PREVENTION AND CONTROL FUNDING PROCESS
152.1(78GA,HF2565) Scope and purpose
152.2(78GA,HF2565) Funding
152.3(78GA,HF2565) Appeals
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CHAPTER 153
SMOKEFREE AIR

153.1(82GA,HF2212) Purpose and scope

153.2(82GA,HF2212) Definitions

153.3(82GA,HF2212) Prohibition of smoking

153.4(82GA,HF2212) Areas where smoking not regulated

153.5(82GA,HF2212) Duties of employers, owners, operators, managers, and persons having

custody or control of a public place, place of employment, area declared
nonsmoking pursuant to 2008 Iowa Acts, House File 2212, section 5, or

outdoor areas where smoking is prohibited

153.6(82GA,HF2212) Duties of other state agencies and political subdivisions
153.7(82GA,HF2212) Leases

153.8(82GA,HF2212) Complaints and enforcement

153.9(82GA,HF2212) Limitation of rules

CHAPTER 154
Reserved

CHAPTER 155

LICENSURE STANDARDS FOR SUBSTANCE ABUSE TREATMENT PROGRAMS

155.1(125)
155.2(125)
155.3(125)
155.4(125)
155.5(125)
155.6(125)
155.7(125)
155.8(125)
155.9(125)
155.10(125)
155.11(125)
155.12(125)
155.13(125)
155.14(125)
155.15(125)
155.16(125)
155.17
155.18(125)
155.19(125)
155.20(125)
155.21(125)
155.22(125)
155.23(125)
155.24(125)

155.25(125)

155.26 to 155.34

155.35(125)

Definitions

Licensing

Type of licenses

Nonassignability

Application procedures

Application review

Inspection of licensees

Licenses—renewal

Corrective action plan

Grounds for denial of initial license

Suspension, revocation, or refusal to renew a license
Contested case hearing

Rehearing application

Judicial review

Reissuance or reinstatement

Complaints and investigations

Reserved

Deemed status

Funding

Inspection

General standards for all substance abuse treatment programs
Inpatient, residential, and halfway house safety
Specific standards for inpatient, residential, and halfway house service

Specific standards for inpatient, residential, and halfway house substance abuse

service admitting juveniles
Specific standards for assessment and evaluation programs
Reserved
Specific standards for opioid treatment programs
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CHAPTER 156
LICENSURE STANDARDS FOR SUBSTANCE ABUSE TREATMENT PROGRAMS
IN CORRECTIONAL FACILITIES

156.1(125) Definitions
156.2(125) Inspection
156.3(125) General standards for all correctional substance abuse treatment programs

CHAPTER 157
STANDARDS FOR SUBSTANCE ABUSE TREATMENT AND
ASSESSMENT PROGRAMS AND THE OPERATING A MOTOR VEHICLE
WHILE INTOXICATED (OWI) LAW

157.1(125) Definitions

157.2(125) Screening, evaluation, treatment, and drinking drivers course

157.3(125) Screening, evaluation, treatment, and drinking drivers course completion
157.4(125) Cost of evaluation and treatment

157.5(125) Timeliness

157.6(125) Confidentiality

157.7(125) Records

157.8(125) Reciprocity

CHAPTER 158
REGIONS FOR SUBSTANCE ABUSE PREVENTION AND TREATMENT

158.1(125) Service areas established

158.2(125) Request for a change in service areas
158.3(125) Application

158.4(125) Notification of affected parties
158.5(125) Public hearing

158.6(125) Proposed decision

158.7(125) Change during term of contract
158.8(125) State board of health review
158.9(125) State board of health decision

CHAPTERS 159 to 161
Reserved

CHAPTER 162
LICENSURE STANDARDS FOR PROBLEM GAMBLING TREATMENT PROGRAMS

162.1(135) Definitions

162.2(135) Licensure

162.3(135) Type of licenses

162.4(135) Nonassignability

162.5(135) Application procedures

162.6(135) Application review

162.7(135) Inspection of licensees

162.8(135) Licensure renewal

162.9(135) Corrective action plans

162.10(135) On-site inspection for initial licensure
162.11(135) Denial, suspension, revocation, or refusal to renew a license
162.12(135) Contested case hearings

162.13(135) Rehearing application

162.14(135) Judicial review

162.15(135) Reissuance or reinstatement

162.16(135) Complaints and investigations
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162.17(135)
162.18(135)
162.19(135)
162.20(135)

170.1(17A)
170.2(17A)
170.3(17A)

170.4(17A,135)

170.5(17A)
170.6(17A)
170.7(17A)
170.8(17A)

171.1(17A)
171.2(17A)
171.3(17A)
171.4(17A)

172.1(17A)
172.2(17A)
172.3(17A)
172.4(17A)
172.5(17A)
172.6(17A)
172.7(17A)
172.8(17A)
172.9(17A)
172.10(17A)
172.11(17A)
172.12(17A)

173.1(17A)
173.2(17A)
173.3(17A)
173.4(17A)
173.5(17A)
173.6(17A)
173.7(17A)
173.8(17A)
173.9(17A)
173.10(17A)
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Funding

Inspection

Exemptions to rule 641—162.20(135)

General standards for all problem gambling treatment programs

CHAPTERS 163 to 169
Reserved

CHAPTER 170
DESCRIPTION OF ORGANIZATION
Definitions
State board of health
Director of public health
Administrative divisions of the department
Central office
Business hours
Submission of materials
Request for information

CHAPTER 171
PETITIONS FOR RULE MAKING
Petition for rule making
Briefs
Inquiries
Department consideration

CHAPTER 172
DECLARATORY ORDERS
Petition for declaratory order
Notice of petition
Intervention
Briefs
Inquiries
Service and filing of petitions and other papers
Consideration
Action on petition
Refusal to issue order
Contents of declaratory order—effective date
Copies of orders
Effect of a declaratory order

CHAPTER 173
CONTESTED CASES

Scope and applicability
Definitions
Time requirements
Requests for contested case proceeding
Notice of hearing
Presiding officer
Waiver of procedures
Telephone proceedings
Disqualification
Consolidation—severance
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173.11(17A)
173.12(17A)
173.13(17A)
173.14(17A,135)
173.15(17A)
173.16(17A)
173.17(17A)
173.18(17A)
173.19(17A)
173.20(17A)
173.21(17A)
173.22(17A)
173.23(17A)
173.24(17A)
173.25(17A)
173.26(17A)
173.27(17A)
173.28(17A)
173.29(17A)
173.30(17A)
173.31(17A)

174.3(17A)
174.4(17A)
174.5(17A)
174.6(17A)
174.11(17A)
174.13(17A)

175.1(17A,22)
175.2(17A,22)
175.3(17A,22)
175.4(17A,22)
175.5(17A,22)

175.6(17A,22)

175.7(17A,22)
175.8(17A,22)

175.9(17A,22)

175.10(17A,22)
175.11(17A,22)
175.12(17A,22)
175.13(17A,22)
175.14(17A,22)
175.15(17A,22)
175.16(17A,22)
175.17(17A,22)
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Pleadings

Service and filing of pleadings and other papers
Discovery

Subpoenas

Motions

Prehearing conference
Continuances

Withdrawals

Intervention

Hearing procedures

Evidence

Default

Ex parte communication
Recording costs

Interlocutory appeals

Final decision

Appeals and review

Applications for rehearing

Stays of department actions

No factual dispute contested cases
Emergency adjudicative proceedings

CHAPTER 174
AGENCY PROCEDURE FOR RULE MAKING

(Uniform Rules)
Public rule-making docket
Notice of proposed rule making
Public participation
Regulatory flexibility analysis
Concise statement of reasons
Agency rule-making record

CHAPTER 175

FAIR INFORMATION PRACTICES AND PUBLIC RECORDS

Definitions

Statement of policy

Requests for access to records

Access to confidential records

Requests for treatment of a record as a confidential record and its withholding
from examination

Procedure by which additions, dissents, or objections may be entered into certain
records

Consent to disclosure by the subject of a confidential record

Notice to suppliers of information

Disclosures without the consent of the subject

Routine use

Consensual disclosure of confidential records

Release to subject

Availability of records

Personally identifiable information

Other groups of records

Data processing systems

Applicability
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CHAPTER 176

CRITERIA FOR AWARDS OR GRANTS
176.1(135,17A)  Purpose
176.2(135,17A)  Definitions
176.3(135,17A)  Exceptions
176.4(135,17A)  Requirements
176.5(135,17A)  Review process (competitive applications only)
176.6 Reserved
176.7(135,17A)  Public notice of available funds
176.8(135,17A)  Appeals

CHAPTER 177
HEALTH DATA
177.1(76GA,ch1212)  Purpose
177.2(76GA,ch1212)  Definitions
177.3(76GA,ch1212)  Description of data to be submitted
177.4(76GA,ch1212)  Department studies
177.5(76GA,ch1212)  Fees
177.6(76GA,ch1212)  Patient confidentiality
177.7(76GA,ch1212)  Department contracting
177.8(76GA,ch1212)  Address and specification for data submissions

CHAPTER 178
VARIANCES AND WAIVERS OF PUBLIC HEALTH
ADMINISTRATIVE RULES
178.1(17A,135)  Waivers
178.2(17A,135) Sample petition for waiver

CHAPTERS 179 to 190
Reserved

CHAPTER 191
ADVISORY BODIES OF THE DEPARTMENT

191.1(135) Definitions

191.2(135) Purpose

191.3(135) Appointment

191.4(135) Officers

191.5(135) Meetings

191.6(135) Subcommittees

191.7(135) Expenses of advisory body members
191.8(135) Gender balance

CHAPTER 192
CHILD SUPPORT NONCOMPLIANCE
192.1(252)) Issuance or renewal of a license—denial
192.2(252)) Suspension or revocation of a license
192.3(17A,22,252)) Sharing of information
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CHAPTER 193
IMPAIRED PRACTITIONER REVIEW COMMITTEE
193.1(272C) Impaired practitioner review committee

CHAPTER 194
NONPAYMENT OF STATE DEBT

194.1(272D) Definitions

194.2(272D) Issuance or renewal of a license—denial
194.3(272D) Suspension or revocation of a license
194.4(272D) Sharing of information

CHAPTER 195
STUDENT LOAN DEFAULT/NONCOMPLIANCE WITH
AGREEMENT FOR PAYMENT OF OBLIGATION

195.1(261) General definitions
195.2(261) Issuance or renewal of a license—denial
195.3(261) Suspension or revocation of a license

195.4(17A,22,261) Sharing of information

CHAPTERS 196 to 200
Reserved

CHAPTER 201
ORGANIZED DELIVERY SYSTEMS

LICENSURE AND REGULATION
201.1(135,75GA,ch158) Purpose and scope
201.2(135,75GA,ch158) Definitions
201.3(135,75GA,ch158) Application
201.4(135,75GA,ch158) Governing body
201.5(135,75GA,ch158) Service area/geographic access
201.6(135,75GA,ch158,78GA,ch41) Provider network and contracts; treatment and services
201.7(135,75GA,ch158) Complaints
201.8(135,75GA,ch158) Accountability
201.9(135,75GA,ch158) Reporting
201.10(135,75GA,ch158) Evaluation
201.11(135,75GA,ch158) Annual report
201.12(135,75GA,ch158) Finance and solvency
201.13(135,75GA,ch158) Investment
201.14(135,75GA,ch158) Rating practices
201.15(135,75GA,ch158) Name
201.16(135,75GA,ch158) Change in organizational documents or control
201.17(135,75GA,ch158) Appeal
201.18(135,78GA,ch41) External review
201.19 Reserved

ANTITRUST
201.20(135,75GA,ch158) Purpose
201.21(135,75GA,ch158) Definitions
201.22(135,75GA,ch158) Scope
201.23(135,75GA,ch158) Application
201.24(135,75GA,ch158) Notice and comment
201.25(135,75GA,ch158) Procedure for review of applications
201.26(135,75GA,ch158) Criteria for decision
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201.27(135,75GA,ch158) Decision
201.28(135,75GA,ch158) Appeal
201.29(135,75GA,ch158) Supervision after approval
201.30(135,75GA,ch158) Revocation

202.1(135)
202.2(135)
202.3(135)
202.4(135)
202.5(135)
202.6(135)
202.7(135)
202.8(135)
202.9(135)
202.10(135)
202.11(135)
202.12(135)
202.13(135)
202.14(135)
202.15(135)

203.1(135)
203.2(135)
203.3(135)
203.4(135)
203.5(135)
203.6(135)
203.7(135)
203.8(135)
203.9(135)
203.10(135)
203.11(135)
203.12(135)
203.13(135)

204.1(135)
204.2(135)

CHAPTER 202

CERTIFICATE OF NEED PROGRAM
Definitions
Letter of intent
Preliminary review
Submission of application
Organizational procedures
Public hearing on application
Summary review
Extension of review time
Rehearing of certificate of need decision
Status reports to affected persons
Finality
Project progress reports
Request for extension of certificate
Application changes after approval
Sanctions

CHAPTER 203

STANDARDS FOR CERTIFICATE OF NEED REVIEW
Acute care bed need
Cardiac catheterization and cardiovascular surgery standards
Radiation therapy or radiotherapy standards
Computerized tomography standards
Long-term care
Bed need formula for mentally retarded
End-stage renal disease standards
Financial and economic feasibility
Obstetrical services and neonatal intensive care unit standards
Designated pediatric units standards
Designated inpatient substance abuse treatment unit standards
Magnetic resonance imaging services standards
Positron emission tomography services standards

CHAPTER 204
UNIFORM REPORTING REQUIREMENTS
Reporting requirements
Initial reporting period
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CHAPTER 1
NOTIFICATION AND SURVEILLANCE OF REPORTABLE COMMUNICABLE

AND INFECTIOUS DISEASES, POISONINGS AND CONDITIONS
[Prior to 7/29/87, Health Department[470]]

641—1.1(139A) Definitions. For the purpose of these rules, the following definitions shall apply:

“Acute hearing loss and tinnitus” means any sudden deafness, hearing loss, or tinnitus due to
exposure to noise in the work setting. (International Classification of Diseases, Tenth Edition, (ICD-10)
codes H83.3, H90.2, H90.3, H91.2, H93.1, and H93.2)

“Acute or chronic respiratory conditions due to fumes, vapors or dusts” means acute chemical
bronchitis, any acute, subacute, or chronic respiratory condition due to inhalation of a chemical fume or
vapor, or pneumoconioses not specifically listed elsewhere in these rules. (ICD-10 codes J63.0-J64, J66,
and J68.0-J68.9) “Acute or chronic respiratory conditions due to fumes, vapors or dusts” excludes those
respiratory conditions related to tobacco smoke exposure.

“Agriculturally related injury” means any injury to a farmer, farm worker, farm family member,
or other individual which occurred on a farm, or in the course of handling, producing, processing,
transporting or warehousing farm commodities.

“Area quarantine” means prohibiting ingress and egress to and from a building or buildings,
structure or structures, or other definable physical location, or portion thereof, to prevent or contain
the spread of a suspected or confirmed quarantinable disease or to prevent or contain exposure to a
suspected or known chemical, biological, radioactive, or other hazardous or toxic agent.

“Carpal tunnel or related neuropathy” means carpal tunnel syndrome, other lesions of the median
nerve, ulnar nerve or radial nerve, causalgia or other related neuropathy of the upper limb. (ICD-10
codes G56.0-G56.9)

“Clinical laboratory” means any laboratory performing analyses on specimens taken from the body
of a person in order to assess that person’s health status.

“Communicable disease” means any disease spread from person to person or animal to person.

“Contagious or infectious disease”’ means any contagious or infectious disease which is transmitted
by a bloodborne route or by skin-to-skin contact.

“Health care facility” means a health care facility as defined in lowa Code section 135C.1, an
ambulatory surgical center, or a clinic.

“Health care provider” means a person licensed to practice medicine and surgery, osteopathic
medicine and surgery, osteopathy, chiropractic, podiatry, nursing, dentistry, optometry, or licensed as a
physician assistant, dental hygienist, or acupuncturist.

“Investigation” means an inquiry conducted to determine the specific source, mode of transmission,
and cause of a disease or suspected disease occurrence and to determine the specific incidence,
prevalence, and extent of the disease in the affected population. “Investigation” may also include the
application of scientific methods and analysis to institute appropriate control measures.

“Isolation” means the separation of persons or animals presumably or actually infected with a
communicable disease, or that are disease carriers, for the usual period of communicability of that
disease. Isolation shall be in such places, marked by placards if necessary, and under such conditions to
prevent the direct or indirect conveyance of the infectious agent or contagion to susceptible individuals.

“Local board of health” means a county, city, or district board of health.

“Occupationally related asthma, bronchitis or respiratory hypersensitivity reaction” means any
extrinsic asthma or acute chemical pneumonitis due to exposure to toxic agents in the workplace.
(ICD-10 codes J67.0-J67.9)

“Poison control or poison information center” means any organization or program which has as
one of its primary objectives the provision of toxicologic and pharmacologic information and referral
services to the public and to health care providers (other than pharmacists) in response to inquiries about
actual or potential poisonings.

“Public health disaster” means an incident as defined in lowa Code Supplement section 135.140.
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“Quarantinable disease” means any communicable disease which presents a risk of serious harm
to public health and which may require isolation or quarantine to prevent its spread. “Quarantinable
disease” includes but is not limited to cholera; diphtheria; infectious tuberculosis; plague; smallpox;
yellow fever; viral hemorrhagic fevers, including Lassa, Marburg, Ebola, Crimean-Congo, South
American, and others not yet isolated or named; and severe acute respiratory syndrome (SARS).

“Quarantine” means the limitation of freedom of movement of persons or animals that have been
exposed to a communicable disease, within specified limits marked by placards, for a period of time
equal to the longest usual incubation period of the disease. The limitation of movement shall be in such
manner as to prevent the spread of a communicable disease.

“Raynaud s phenomenon”” means ischemia of fingers, toes, ears or nose including “vibration white
finger” caused by exposure to heat, cold, vibration or other physical agents in the work setting. (ICD-10
code 173.0)

“Reportable cancers” means those cancers included in the National Cancer Institute’s Surveillance,
Epidemiology and End Results (SEER) Program.

“Severe skin disorder” means those dermatoses, burns, and other severe skin disorders which result
in death or which require hospitalization or other multiple courses of medical therapy.

“Sexually transmitted disease or infection” means a disease or infection that is primarily transmitted
through sexual practices.

“Suspected” or “suspected case” means an individual that presents with clinical signs or symptoms
indicative of a reportable or quarantinable disease.

“Toxic agent” means any noxious substance in solid, liquid or gaseous form capable of producing
illness in humans including, but not limited to, pesticides, heavy metals, organic and inorganic dusts
and organic solvents. Airborne toxic agents may be in the form of dusts, fumes, vapors, mists, gases or
smoke.

“Toxic hepatitis” means any acute or subacute necrosis of the liver or other unspecified chemical
hepatitis caused by exposure to nonmedicinal toxic agents other than ethyl alcohol including, but not
limited to, carbon tetrachloride, chloroform, tetrachloroethane, trichloroethylene, phosphorus, TNT,
chloronapthalenes, methylenedianilines, ethylene dibromide, and organic solvents. (ICD-10 codes
K71.0-K71.9)

641—1.2(139A) Authority. The director of public health is the principal officer of the state to
administer disease reporting and control procedures. The State Health Registry of lowa, administered
by the Department of Epidemiology of the College of Public Health at the University of lowa, is a
public health authority for purposes of collecting cancer data in accordance with this chapter.

641—1.3(139A) Reportable diseases. Reportable diseases are those diseases or conditions listed in
subrules 1.3(1) and 1.3(2). The director of public health may also designate any disease, condition or
syndrome temporarily reportable for the purpose of a special investigation. Each case of a reportable
disease is required to be reported to the lowa Department of Public Health, Lucas State Office Building,
321 E. 12th Street, Des Moines, lowa 50319-0075, by the physician or other health practitioner
attending any person having a reportable disease and by laboratories performing tests identifying
reportable diseases.

1.3(1) List of reportable diseases or conditions.

a. Specific communicable diseases.

(1) Common diseases:

'Acquired immune deficiency syndrome (AIDS) and AIDS-defining conditions

’Aeromonas

Campylobacteriosis

‘Chlamydia

Cryptosporidiosis

Encephalitis, arboviral

*Enterococcus invasive disease
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Enterohemorrhagic Escherichia coli (non-O157:H7)

*Escherichia coli O157:H7 related diseases (includes HUS)

Giardiasis

Gonorrhea

*Group A Streptococcus invasive disease

*Haemophilus influenza type B invasive disease

Hepatitis, types A, B, C, D, and E

'Human immunodeficiency virus (HIV) infection, including HIV-exposed newborn infant (i.e.,

newborn infant whose mother is infected with HIV)

Legionellosis

Lyme disease

‘Measles (rubeola)

*Meningococcal invasive disease

*Methicillin-resistant Staphylococcus aureus invasive disease

"Norwalk-like virus

Pertussis

Rabies (animal and 6human)

*Salmonellosis (including Typhoid fever)

*Shigellosis

"Staphylococcus aureus invasive disease

*Streptococcus pneumoniae invasive disease

'Syphilis

Tuberculosis

*Yersinia

(2) Rare diseases:

Anthrax

‘Botulism

Brucellosis

‘Cholera

Cyclospora

‘Diphtheria

Hansen’s disease (Leprosy)

Hantavirus syndromes

*Listeria monocytogenes invasive disease

Malaria

Mumps

‘Plague

‘Poliomyelitis

Psittacosis

Rocky Mountain spotted fever

Rubella (including congenital)

Tetanus

Toxic shock syndrome

Trichinosis

“Yellow fever

“Vancomycin-resistant Staphylococcus aureus

‘Outbreaks of any kind, unusual syndromes, or uncommon diseases

Diseases or syndromes of any kind caused by a biological agent or toxin when the provider
reasonably believes or suspects that the agent or toxin may be a result of a deliberate act such as
terrorism. Examples of these agents include ‘ricin, ‘tularemia and ‘smallpox.

b.  Specific noncommunicable diseases.

Acute or chronic respiratory conditions due to fumes or vapors or dusts
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Asbestosis

Birth defect or genetic disease’

Cancer'’

Carbon monoxide poisoning

Coal workers pneumoconiosis

Heavy metal poisoning

Hepeatitis, toxic

Hypersensitivity pneumonitis (including farmers lung and toxic organic dust syndrome)

Methemoglobinemia

Pesticide poisoning (including pesticide-related contact dermatitis)

Silicosis

Silo fillers disease

‘Diseases or syndromes of any kind caused by a chemical or radiological agent when the provider
reasonably believes or suspects that the agent or toxin may be a result of a deliberate act such as terrorism.
Examples of these agents include ‘mustard gas and ‘sarin gas.

c.  Specific occupationally related conditions.

Acute hearing loss and tinnitus

Carpal tunnel and related neuropathy'

Asthma, bronchitis or respiratory hypersensitivity reactions

Raynaud’s phenomenon'

Severe skin disorder

d.  Agriculturally related injuries (work- or non-work-related).

e.  Heavy metal poisonings.

(1) Lead poisoning. All analytical values for blood lead analysis shall be reported to the
department. Analytical values less than 10 micrograms per deciliter (mg/dL) may be reported as less
than 10 micrograms per deciliter (mg/dL) rather than as the actual value. In addition to the analytical
value, the following information shall be reported to the department: the date of sample collection,
whether the sample is a capillary or venous blood sample, the date of birth and the address of the
patient, the name and address of the patient’s physician, analytical method used for the analysis, lower
quantitation limit of the analytical method, and the quality assurance/quality control values associated
with the analysis.

(2) Mercury poisonings.

1.  Blood mercury values equal to or greater than 2.8 mcg/dL.

2. Urine mercury values equal to or greater than 20 mcg/L.

(3) Arsenic poisonings.

1. Blood arsenic values equal to or greater than .07 mcg/mL.

2. Urine arsenic values equal to or greater than 100 mcg/L.

3. Twenty-four hour urinary arsenic excretion values equal to or greater than .02 mg/day.

(4) Cadmium poisonings.

1. Blood cadmium values equal to or greater than 5 mcg/L.

2. Urine cadmium values equal to or greater than 10 mcg/L.

(5) Physicians and other health care practitioners are exempted from the requirements of 1.3(1) “e”
if the laboratory performing the analysis provides the report containing the required information to the
department.

f Pesticide poisonings.

(1) Organophosphate and carbamate cholinesterase inhibiting pesticides. In using a given analytic
method to measure cholinesterase inhibition, measurement techniques often vary among laboratories.
For this reason, when a depressed cholinesterase value is found, in addition to reporting the items
specified in rule 641—1.3(139A), each laboratory shall provide to the lowa department of public health
evidence of the rational bases upon which the laboratory identified the reported value as depressed.
For example, for nonautomated analytic methods, a laboratory may judge that a cholinesterase value is
depressed on the basis of the value falling below two standard deviations from the mean value for tests
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completed by that laboratory on the general unexposed population. For automated methods, such as
automated spectrophotometry, for which there are built-in quality control procedures and appropriate
literature for determining normality, the laboratory should judge a value as depressed on the basis of
such appropriate literature. In all instances, clinical laboratories shall report any test finding which
shows a 25 percent depression in red blood cell, plasma or whole blood cholinesterase from preexposure
levels.

(2) Other pesticide poisonings. Any herbicide, organochlorine insecticide or metabolite thereof
in a clinical specimen taken from a person with a history of overexposure to such pesticides within
the 48 hours previous to collection of the specimen. If a laboratory has no information regarding the
exposure history of a person, a report of a positive test finding for a herbicide, organochlorine insecticide
or metabolite thereof is not required, but is encouraged to be reported if the levels found are consistent
with overexposure.

g Nitrate poisonings. Blood analyses showing greater than 5 percent of total hemoglobin present
as methemoglobin.

h.  Toxic hepatitis. In cases where a laboratory has been made aware of a prolonged or
possible overexposure to carbon tetrachloride, tetrachloroethane, trichloroethylene, phosphorus, TNT,
chloronapthalenes, methylenedianilines, cresol or ethylene dibromide and any abnormal liver tissue
biopsy findings which would be attributable to such exposure. If a laboratory has no information on
the exposure history of a person, but that person’s liver biopsy findings are consistent with exposure to
these chemicals, then a laboratory is encouraged, but not required, to report such findings.

i.  Noncommunicable respiratory illnesses. Any biopsy of lung tissue indicating prolonged
exposure or overexposure to asbestos, silica, silicates, aluminum, graphite, bauxite, beryllium, cotton
dust or other textile material, or coal dust.

j. Carbon monoxide (CO) poisoning.

(1) Blood carbon monoxide level equal to or greater than 10 percent carboxyhemoglobin or its
equivalent with a breath analyzer test, or

(2) A clinical diagnosis of CO poisoning regardless of any test results.

1.3(2) Other reportable diseases. Physicians are required to report any other disease or condition
which is unusual in incidence, occurs in unusual numbers or circumstances, or appears to be of public
health concern (such as epidemic diarrhea of the newborn in nurseries or a food poisoning episode)
including outbreaks of suspected environmental or occupational illness.

' Sexually transmitted disease.

2 Diseases that should be reported by the University of lowa Hygienic Laboratory through the end of calendar year 2002 for
purposes of special study.

Isolates of organisms from diseases so noted should be sent to the University of lowa Hygienic Laboratory.

Diseases that should be reported by the University of lowa Hygienic Laboratory through the end of calendar year 2002 for
purposes of special study.

Sexually transmitted disease.

Diseases noted should be reported IMMEDIATELY by telephone 1-800-362-2736.

Numbers of staphylococcal isolates should be reported to the Department of Public Health on a quarterly basis.

Isolates of organisms from diseases so noted should be sent to the University of lowa Hygienic Laboratory.

Diseases noted should be reported IMMEDIATELY by telephone 1-800-362-2736.

NOTE: For these particular diseases, physicians and other health practitioners should not send a report to the department. The
department has delegated to the State Health Registry of lowa the responsibility for collecting these data through review of records
from hospitals, radiation treatment centers, outpatient surgical facilities, oncology clinics, pathology laboratories, and physician
offices. Prior to collecting the data from an office or facility, the State Health Registry of lowa shall work with the office or facility
to develop a process for abstracting records which is agreeable to the office or facility.

NOTE: In the case of employers with more than 200 employees, cases of carpal tunnel syndrome and related neuropathy and
Raynaud’s phenomenon may be reported semiannually to the department in summary form. Separate semiannual summary reports
shall be provided for each physical location where operations are conducted. Such summary reports shall include a separate count
of cases of carpal tunnel syndrome and related neuropathy, and Raynaud’s phenomenon, by sex and job category.

641—1.4(135,139A) Reporting and investigation.
1.4(1) Reporting by telephone.
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a.  Quarantinable diseases. A health care provider and a public, private, or hospital clinical
laboratory shall immediately report any confirmed or suspected case of quarantinable disease by
telephone to the department’s disease notification hotline at 1-800-362-2736. The report shall include
all information required by lowa Code section 139A.3 and the following:

(1) The stage of the disease process.

(2) Clinical status.

(3) Any treatment provided for the disease.

(4) All household and other known contacts.

(5) Whether household and other known contacts have been examined and the results of such
examinations.

b.  Other diseases that carry serious consequences or spread rapidly. A health care provider and a
public, private, or hospital clinical laboratory shall immediately report any confirmed or suspected case
of a common source epidemic or disease outbreak of unusual numbers by telephone to the department’s
disease notification hotline at 1-800-362-2736.

1.4(2) Reporting of other reportable diseases. Cases of other reportable diseases and conditions not
included in 1.4(1) shall be reported to the department at least weekly by mail, telephone, facsimile, or
other secure electronic means. Ifthe department determines that reporting by mail hinders the application
of organized control measures to protect the public health, the department may require that the disease
or condition be reported by telephone.

1.4(3) Investigation of reportable diseases. A health care provider and a public, private, or hospital
clinical laboratory shall assist in a disease investigation conducted by the department, a local board,
or local department. A health care provider and a public, private, or hospital clinical laboratory shall
provide the department, local board, or local department with all information necessary to conduct the
investigation, including but not limited to medical records; exposure histories; medical histories; contact
information; and test results necessary to the investigation, including positive, pending, and negative test
results.

1.4(4) Each occurrence of a reportable cancer that is diagnosed or treated in an lowa resident or
occurs in a nonresident who is diagnosed or treated in an Iowa facility shall be reported to the State
Health Registry of Iowa, administered by the Department of Epidemiology of the College of Public
Health at the University of lowa, by mail, telephone or electronic means.

1.4(5) Issuance of investigatory subpoenas.

a.  The department may upon the written request of a local board of health, the state epidemiologist
or designee, or the deputy state epidemiologist or designee, subpoena records, reports, or any other
evidence necessary to conduct a disease investigation. The subpoena shall be signed by the division
director of the division of acute disease prevention and emergency response or the division director’s
designee following review and approval of the written request for subpoena.

b. A written request for a subpoena shall contain the following:

(1) The name and address of the person, facility, or entity to which the subpoena will be directed;

(2) A specific description of the records, reports, or other evidence requested; and

(3) Anexplanation of why the documents sought to be subpoenaed are necessary for the department
to conduct the disease investigation.

¢.  Each subpoena shall contain:

(1) The name and address of the person, facility, or entity to which the subpoena is directed;

(2) A description of the records, reports, or other evidence requested;

(3) The date, time, and location for production, inspection, or copying;

(4) The time within which a motion to quash or modify the subpoena must be filed;

(5) The signature, address, and telephone number of the division director;

(6) The date of issuance; and

(7) A return of service.

d.  Process to challenge a subpoena.

(1) Any person who is aggrieved or adversely affected by compliance with the subpoena and who
desires to challenge the subpoena must, within five days after service of the subpoena, or before the time
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specified for compliance if such time is less than five days, file with the department a motion to quash
or modify the subpoena. The motion shall describe the reasons why the subpoena should be quashed or
modified, and may be accompanied by legal briefs or factual affidavits.

(2) Upon receipt of a timely motion to quash or modify a subpoena, the department may request
an administrative law judge to issue a decision. Oral argument may be scheduled at the discretion of the
administrative law judge. The administrative law judge may quash or modify the subpoena, deny the
motion, or issue an appropriate protective order.

(3) A person aggrieved by a ruling of an administrative law judge who desires to challenge that
ruling must appeal the ruling to the department by serving on the department director, either in person or
by certified mail, a notice of appeal within ten days after the service of the decision of the administrative
law judge. The department director’s decision is final for purposes of judicial review.

e.  Subpoenas issued under this subrule and requests, motions, and pleadings related to the issuance
of subpoenas are confidential pursuant to lowa Code sections 139A.3 and 22.7.

641—1.5(139A) Reporting forms.

1.5(1) Cases of reportable diseases, poisonings and conditions shall be submitted in a format
specified by the department.

1.5(2) Sexually transmitted disease/infection should be reported to the department on a sexually
transmitted disease/infection form which is provided to health care providers and laboratories. Since
these reports are confidential, they shall be transmitted in sealed envelopes or other secure fashion.

1.5(3) Occupational nurses may submit cases of occupationally related reportable diseases or
conditions on report forms provided by the department, or may submit copies of either of the following
forms:

a.  Occupational Safety and Health Act Form No. 101, “Supplementary Record of Occupational
Injuries and Illnesses,” or

b.  State of lowa Form No. L-1WC-1, “Employers Work Injury Report, Employers First Report of
Injury.”

Copies of report forms listed in paragraph “a” or “b” will suffice only if the employer of the
occupational nurse has already submitted the original reports to the lowa industrial commissioner.

1.5(4) Reportable cancers shall be reported on the forms developed and distributed by the State
Health Registry of lowa. Data from the report forms will be supplemented with information obtained
from records from hospitals, radiation treatment centers, outpatient surgical centers, oncology clinics,
pathology laboratories, and physician offices through an abstracting process developed by the State
Health Registry of lowa. Tissue samples may also be submitted under the authority of this rule. The
content of the reports shall include, but not be limited to, follow-up data and demographic, diagnostic,
treatment, and other medical information.

641—1.6(139A) Who should report.

1.6(1) Health care providers are required by law to report all cases of reportable diseases attended
by them.

1.6(2) Hospitals and other health care facilities are required to report cases of reportable diseases.

1.6(3) School nurses are to report suspected cases of reportable diseases occurring among the
children supervised.

1.6(4) School officials, through the principal or superintendent as appropriate, are required to report
when there is no school nurse.

1.6(5) Laboratories are required to report cases of reportable diseases and results obtained in the
examination of all specimens which yield evidence of or are reactive for sexually transmitted diseases.

1.6(6) Poison control and poison information centers are required to report inquiries about cases of
reportable diseases received by them.

1.6(7) Medical examiners are required to report their investigatory finding of any death which was
caused by or otherwise involved a reportable disease.
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1.6(8) Occupational nurses are required to report cases of reportable diseases, if occupationally
related.

1.6(9) Occurrences of reportable cancers shall be reported by registrars employed by the State Health
Registry of lowa, registrars employed by health care facilities, and health care providers involved in the
diagnosis, care, or treatment of individuals with a reportable cancer.

641—1.7(139A) Treatment of infant eyes. The lowa department of public health approves 1 percent
silver nitrate solution in single-dose ampules or single-use tubes of an ophthalmic ointment containing 1
percent tetracycline or 0.5 percent erythromycin in each conjunctival sac as an ophthalmia prophylactic
for newborn infants’ eyes. Prophylaxis should be given after birth, but in no instance delayed for more
than one hour after delivery. Once applied, none of the above agents used for prophylaxis shall be flushed
from the eyes following installation.

This rule is intended to implement Towa Code section 139A.38.

641—1.8(139A) Isolation. Isolation and quarantine should be consistent with guidelines provided by
the Centers for Disease Control and Prevention, Atlanta, Georgia. (Garner JS, Hospital Infection Control
Practices Advisory Committee. Guideline for isolation precautions in hospitals. Infect Control Hosp
Epidemiol 1996; 17:53-80, and Am J Infect Control 1996; 24:24-52.)

641—1.9(135,139A) Quarantine and isolation.

1.9(1) Examination, testing and treatment of quarantinable diseases.

a. A health care provider who attends an individual with a suspected or active quarantinable
disease shall make all reasonable efforts in accordance with guidance from a local health department
or the department to examine or cause all household and other known contacts of the individual to be
examined by a physician. The physician shall promptly report to the department the results of such
examination. Ifthe individual refuses or is unable to undergo examination, the health care provider shall
promptly report such information to the department.

b.  When required by the department, all contacts not examined by a physician, including all adult
and minor contacts, shall submit to a diagnostic test or tests. If any suspicious abnormality is found, steps
satisfactory to the department shall be taken to refer the individual promptly to a physician or appropriate
medical facility for further evaluation and, if necessary, treatment. The referring health care provider or
facility shall notify the receiving health care provider or facility of the suspicious abnormality. When
requested by the department, a physician shall report the results of the examination of a contact to the
case or suspected case or incident.

c¢.  Upon order of the department or local board of health, an individual with a suspected or active
quarantinable disease shall not attend the workplace or school and shall not be present at other public
places until the individual receives the approval of the department or a local board of health to engage in
such activity. Upon order of the department or local board of health, employers, schools and other public
places shall exclude an individual with a suspected or active quarantinable disease. An individual may
also be excluded from other premises or facilities if the department or a local board of health determines
the premises or facilities cannot be maintained in a manner adequate to protect others against the spread
of the disease.

1.9(2) General provisions.

a. Voluntary confinement. Prior to instituting mandatory isolation or quarantine pursuant to this
rule, the department or a local board of health may request that an individual or group of individuals
voluntarily confine themselves to a private home or other facility.

b.  Quarantine and isolation. The department and local boards of health are authorized to impose
and enforce quarantine and isolation restrictions. Quarantine and isolation shall rarely be imposed by
the department or by local boards of health. If a quarantinable disease occurs in lowa, individuals with a
suspected or active quarantinable disease and contacts to the case may be quarantined or isolated as the
particular situation requires. Any quarantine or isolation imposed by the department or a local board of
health shall be established and enforced in accordance with this rule.
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1.9(3) Conditions and principles. The department and local boards of health shall adhere to all of the
following conditions and principles when isolating or quarantining individuals or a group of individuals:

a. Theisolation or quarantine shall be by the least restrictive means necessary to prevent the spread
of a communicable or possibly communicable disease to others and may include, but not be limited to,
confinement to private homes, other private premises, or public premises.

b.  Isolated individuals shall be confined separately from quarantined individuals.

c. The health status of isolated or quarantined individuals shall be monitored regularly to
determine if the individuals require further or continued isolation or quarantine.

d. If a quarantined individual subsequently becomes infected or is reasonably believed to have
become infected with a communicable or possibly communicable disease, the individual shall be
promptly removed to isolation.

e. Isolated or quarantined individuals shall be immediately released when the department or local
board of health determines that the individuals pose no substantial risk of transmitting a communicable
or possibly communicable disease.

/- The needs of isolated or quarantined individuals shall be addressed in a systematic and
competent fashion including, but not limited to, providing adequate food; clothing; shelter; means of
communicating with those in and outside of isolation or quarantine; medication; and competent medical
care.

g The premises used for isolation or quarantine shall be maintained in a safe and hygienic manner
and shall be designed to minimize the likelihood of further transmission of infection or other harm to
isolated or quarantined individuals.

h.  To the extent possible, cultural and religious beliefs shall be considered in addressing the needs
of individuals in isolation or quarantine premises and in establishing and maintaining the premises.

1.9(4) Isolation or quarantine premises.

a.  Sites of isolation or quarantine shall be prominently placarded with isolation or quarantine signs
prescribed and furnished by the department and posted on all sides of the building wherever access is
possible.

b.  Anindividual subject to isolation or quarantine shall obey the rules and orders of the department
or the local board of health and shall not go beyond the isolation or quarantine premises.

c¢.  The department or a local board of health may authorize physicians, health care workers, or
others access to individuals in isolation or quarantine as necessary to meet the needs of isolated or
quarantined individuals.

d. No individual, other than an individual authorized by the department or a local board of
health, shall enter isolation or quarantine premises. If the department has requested the assistance of
law enforcement in enforcing the isolation or quarantine, the department shall provide law enforcement
personnel with a list of individuals authorized to enter the isolation or quarantine premises.

e. Any individual entering an isolation or quarantine premises with or without authorization of
the department or a local board of health may be isolated or quarantined pursuant to this rule.

1.9(5) Isolation and quarantine by local boards of health.

a. A local board of health may:

(1) Isolate individuals who are presumably or actually infected with a quarantinable disease;

(2) Quarantine individuals who have been exposed to a quarantinable disease;

(3) Establish and maintain places of isolation and quarantine; and

(4) Adopt emergency rules and issue orders as necessary to establish, maintain, and enforce
isolation or quarantine.

b.  Isolation and quarantine undertaken by a local board of health shall be accomplished according
to the rules and regulations of the local board of health so long as such rules are not inconsistent with
this chapter.

1.9(6) Isolation and quarantine by the lowa department of public health.

a. Authority.

(1) The department, through the director, the department’s medical director, or the director’s or
medical director’s designee, may:
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1. Isolate individuals or groups of individuals who are presumably or actually infected with a
quarantinable disease; and

2. Quarantine individuals or groups of individuals who have been exposed to a quarantinable
disease, including individuals who are unable or unwilling to undergo examination, testing, vaccination,
or treatment, pursuant to 2003 lowa Acts, chapter 33.

(2) The department may:

1.  Establish and maintain places of isolation and quarantine; and

2. Adopt emergency rules and issue orders as necessary to establish, maintain, and enforce
isolation or quarantine.

(3) Isolation and quarantine undertaken by the department, including isolation and quarantine
undertaken by the department in the event of a public health disaster, shall be established pursuant to
paragraph 1.9(6) “b” or “c.”

b.  Temporary isolation and quarantine without notice. The department may temporarily isolate or
quarantine an individual or groups of individuals through an oral order, without notice, only if delay in
imposing the isolation or quarantine would significantly jeopardize the department’s ability to prevent or
limit the transmission of a communicable or possibly communicable disease to others. If the department
imposes temporary isolation or quarantine of an individual or groups of individuals through an oral order,
the department shall issue a written order as soon as is reasonably possible and in all cases within 24
hours of issuance of the oral order if continued isolation or quarantine is necessary to prevent or limit
the transmission of a communicable or possibly communicable disease.

c.  Written order. The department may isolate or quarantine an individual or groups of individuals
through a written order issued pursuant to this rule.

(1) The written order shall include all of the following:

1. The identity of the individual, individuals, or groups of individuals subject to isolation or
quarantine.

2. The premises subject to isolation or quarantine.

3. The date and time at which isolation or quarantine commences.

4. The suspected communicable disease.

5. A description of the less restrictive alternatives that were attempted and were unsuccessful, or
the less restrictive alternatives that were considered and rejected, and the reasons such alternatives were
rejected.

6. A statement of compliance with the conditions and principles for isolation and quarantine
specified in subrule 1.9(3).

7.  The legal authority under which the order is requested.

8. The medical basis upon which isolation or quarantine is justified.

9. A statement advising the individual, individuals, or groups of individuals of the right to appeal
the written order pursuant to subrule 1.9(7) and the rights of individuals and groups of individuals subject
to quarantine and isolation as listed in subrule 1.9(8).

10. A copy of this chapter and the relevant definitions of this rule.

(2) A copy of the written order shall be provided to the individual to be isolated or quarantined
within 24 hours of issuance of the order in accordance with any applicable process authorized by the lowa
Rules of Civil Procedure. If the order applies to a group or groups of individuals and it is impractical to
provide individual copies, the order may be posted in a conspicuous place in the isolation or quarantine
premises.

1.9(7) Appeal from order imposing isolation or quarantine.

a. Contested case. The subject of a department order imposing isolation or quarantine may appeal
a written order and has the right to a contested case hearing regarding such appeal. The subject of a
department order imposing isolation or quarantine may appeal the order by submitting a written appeal
within ten days of receipt of the written order. The appeal shall be addressed to the Department of Public
Health, Division of Epidemiology, Emergency Medical Services, and Disaster Operations, Lucas State
Office Building, Des Moines, lowa 50319-0075. Unless stayed by order of the director or a district
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court, the written order for quarantine or isolation shall remain in force and effect until the appeal is
finally determined and disposed of upon its merits.

b.  Presiding officer. The presiding officer in a contested case shall be the director or the director’s
designee. The director or the director’s designee may be assisted by an administrative law judge in
conducting the contested case hearing. The decision of the director or the director’s designee shall be
the department’s final decision and is subject to judicial review in accordance with the provisions of lowa
Code chapter 17A.

c¢.  Proceeding. The contested case hearing shall be conducted in accordance with the provisions
contained at 641—Chapter 173. The hearing shall be held as soon as is practicable, and in no case
later than ten days from the date of receipt of the appeal. The hearing may be held by telephonic or
other electronic means if necessary to prevent additional exposure to the communicable or possibly
communicable disease. In extraordinary circumstances and for good cause shown, the department may
apply to continue the hearing date for up to ten additional days on a petition filed pursuant to this rule.
The presiding officer may use discretion in granting a continuance giving due regard to the rights of the
affected individuals, the protection of the public’s health, and the availability of necessary witnesses and
evidence.

d.  Judicial review. The aggrieved party to the final decision of the department may petition for
judicial review of that action pursuant to lowa Code chapter 17A. Petitions for judicial review shall be
filed within 30 days after the decision becomes final.

e. Immediate judicial review of department order. The department acknowledges that in certain
circumstances the subject or subjects of a department order may desire immediate judicial review of a
department order in lieu of proceeding with the contested case process. The department recognizes that
the procedural step of pursuing exhaustion of administrative remedies may be inadequate for purposes
of Iowa Code section 17A.19, and the department may consent to immediate jurisdiction of the district
court when requested by the subject or subjects of a department order and justice so requires. Unless
stayed by order of the director or a district court, the written order for quarantine or isolation shall remain
in force and effect until the judicial review is finally determined and disposed of upon its merits.

1.9(8) Rights of individuals and groups of individuals subject to isolation or quarantine. Any
individual or group of individuals subject to isolation or quarantine shall have the following rights:

a. The right to be represented by legal counsel.

b.  The right to be provided with prior notice of the date, time, and location of any hearing.

c¢.  The right to participate in any hearing. The hearing may be held by telephonic or other
electronic means if necessary to prevent additional exposure to the communicable or possibly
communicable disease.

d.  The right to respond and present evidence and argument on the individual’s own behalf in any
hearing.

e.  The right to cross-examine witnesses who testify against the individual.

f The right to view and copy all records in the possession of the department which relate to the
subject of the written order.

1.9(9) Consolidation of claims. In any proceeding brought pursuant to this rule, to promote the fair
and efficient operation of justice and having given due regard to the rights of the affected individuals, the
protection of the public’s health, and the availability of necessary witnesses and evidence, the department
or a court may order the consolidation of individual claims into group claims, if all of the following
conditions exist:

a.  The number of individuals involved or to be affected is so large that individual participation is
impractical.

b.  There are questions of law or fact common to the individual claims or rights to be determined.

c¢.  The group claims or rights to be determined are typical of the affected individuals’ claims or
rights.

d.  The entire group will be adequately represented in the consolidation.
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1.9(10) Implementation and enforcement of isolation and quarantine.

a. Jurisdictional issues. The department has primary jurisdiction to isolate or quarantine
individuals or groups of individuals if the communicable disease outbreak has affected more than one
county or has multicounty, statewide, or interstate public health implications. When imposing isolation
or quarantine, the department shall coordinate with the local health department as appropriate. If
isolation or quarantine is imposed by the department, a local board of health or local health department
may not alter, amend, modify, or rescind the isolation or quarantine order.

b.  Assistance of local boards of health and local health departments. 1f isolation or quarantine is
imposed by the department, the local boards of health and the local health departments in the affected
areas shall assist in the implementation of the isolation or quarantine order.

c.  Assistance of law enforcement. Pursuant to lowa Code section 135.35, all peace officers of
the state shall enforce and execute a lawful department order for isolation or quarantine within their
respective jurisdictions. The department shall take all reasonable measures to minimize the risk of
exposure to peace officers and others assisting with enforcement of an isolation or quarantine order.

d.  Penalty. Pursuant to Iowa Code section 135.38, any individual who knowingly violates a
lawful department order for isolation or quarantine, whether written or oral, shall be guilty of a simple
misdemeanor. The court-ordered sentence may include a fine of up to $500 and imprisonment not to
exceed 30 days.

e.  Enforcement action. The department may file a civil action in Polk County district court to
enforce a department order for isolation or quarantine. Such action shall be filed in accordance with
Iowa Rules of Civil Procedure.

641—1.10(139A) Disinfection. Disinfection should be consistent with guidelines provided by the
Centers for Disease Control and Prevention, Public Health Service, U.S. Department of Health
and Human Services, Atlanta, Georgia. (Garner JS, Hospital Infection Control Practices Advisory
Committee. Guideline for isolation precautions in hospitals. Infect Control Hosp Epidemiol 1996;
17:53-80, and Am J Infect Control 1996; 24:24-52.)

641—1.11(141A) Contagious or infectious disease notification at time of death. The purpose of this
rule is to establish contagious or infectious disease notification requirements for the information of any
person handling a dead body.

1.11(1) A health care provider attending a person prior to the person’s death shall, at the time of
death, place with the body a written notice which specifies or signifies either “known contagious or
infectious disease” or “suspected contagious or infectious disease.”

1.11(2) The health facility in which the health care provider is working shall be responsible for
establishing written procedures and implementing the specific internal practices necessary to satisfy this
notification requirement.

641—1.12(135,137,139A) Quarantine and isolation—model rule for local boards.

1.12(1) Applicability. The provisions of rule 1.12(135,137,139A) are applicable in jurisdictions in
which a local board has adopted this rule by reference in accordance with lowa Code section 137.6. This
rule shall not be construed to require a local board to adopt this model rule.

1.12(2) Definitions.

“Board” means [insert the name of the city, county, or district board of health].

“Department” means the lowa department of public health.

“Isolation” means the separation of persons or animals presumably or actually infected with a
communicable disease, or that are disease carriers, for the usual period of communicability of that
disease. Isolation shall be in such places, marked by placards if necessary, and under such conditions to
prevent the direct or indirect conveyance of the infectious agent or contagion to susceptible individuals.

“Quarantinable disease” means any communicable disease which presents a risk of serious harm
to public health and which may require isolation or quarantine to prevent its spread. “Quarantinable
disease” includes but is not limited to cholera; diphtheria; infectious tuberculosis; plague; smallpox;
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yellow fever; viral hemorrhagic fevers, including Lassa, Marburg, Ebola, Crimean-Congo, South
American, and others not yet isolated or named; and severe acute respiratory syndrome (SARS).

“Quarantine” means the limitation of freedom of movement of persons or animals that have been
exposed to a communicable disease, within specified limits marked by placards, for a period of time
equal to the longest usual incubation period of the disease. The limitation of movement shall be in such
manner as to prevent the spread of a communicable disease.

1.12(3) General provisions.

a. Voluntary confinement. Prior to instituting mandatory isolation or quarantine pursuant to this
rule, the board may request that an individual or group of individuals voluntarily confine themselves to
a private home or other facility.

b.  Quarantine and isolation. The board is authorized to impose and enforce quarantine and
isolation restrictions. Quarantine and isolation shall rarely be imposed by the board. If a quarantinable
disease occurs in lowa, individuals with a suspected or active quarantinable disease and contacts to the
case may be quarantined or isolated as the particular situation requires. Any quarantine or isolation
imposed by the board shall be established and enforced in accordance with this rule.

c¢.  Thelocal board of health shall notify, consult and work cooperatively with the lowa department
of agriculture and land stewardship and the state veterinarian office on issues relating to isolation and
quarantine of animals.

1.12(4) Conditions and principles. The board shall adhere to all of the following conditions and
principles when isolating or quarantining individuals or a group of individuals:

a. Theisolation or quarantine shall be by the least restrictive means necessary to prevent the spread
of a communicable or possibly communicable disease to others and may include, but is not limited to,
confinement to private homes, other private premises, or public premises.

b.  Isolated individuals shall be confined separately from quarantined individuals.

c.  The health status of isolated or quarantined individuals shall be monitored regularly to
determine if the individuals require further or continued isolation or quarantine.

d. If a quarantined individual subsequently becomes infected or is reasonably believed to have
become infected with a communicable or possibly communicable disease, the individual shall be
promptly removed to isolation.

e. Isolated or quarantined individuals shall be immediately released when the board determines
that the individuals pose no substantial risk of transmitting a communicable or possibly communicable
disease.

/- The needs of isolated or quarantined individuals shall be addressed in a systematic and
competent fashion including, but not limited to, providing adequate food; clothing; shelter; means of
communicating with those in and outside of isolation or quarantine; medication; and competent medical
care.

g The premises used for isolation or quarantine shall be maintained in a safe and hygienic manner
and shall be designed to minimize the likelihood of further transmission of infection or other harm to
isolated or quarantined individuals.

h.  To the extent possible, cultural and religious beliefs shall be considered in addressing the needs
of individuals in isolation and quarantine premises and in establishing and maintaining the premises.

1.12(5) Isolation or quarantine premises.

a.  Sites of isolation or quarantine shall be prominently placarded with isolation or quarantine signs
prescribed and furnished by the department and posted on all sides of the building wherever access is
possible.

b.  Anindividual subject to isolation or quarantine shall obey the rules and orders of the board and
shall not go beyond the isolation or quarantine premises.

¢.  The department or the board may authorize physicians, health care workers, or others access
to individuals in isolation or quarantine as necessary to meet the needs of isolated or quarantined
individuals.

d. No individual, other than an individual authorized by the department or the board, shall enter
isolation or quarantine premises. If the department has requested the assistance of law enforcement in
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enforcing the isolation or quarantine, the department shall provide law enforcement personnel with a list
of individuals authorized to enter the isolation or quarantine premises.

e. Any individual entering an isolation or quarantine premises with or without authorization of
the department or the board may be isolated or quarantined pursuant to this rule.

1.12(6) Isolation and quarantine.

a. Authority. The board may:

(1) Isolate individuals who are presumably or actually infected with a quarantinable disease;

(2) Quarantine individuals who have been exposed to a quarantinable disease;

(3) Establish and maintain places of isolation and quarantine; and

(4) Adopt emergency rules and issue orders as necessary to establish, maintain, and enforce
isolation or quarantine.

b.  Isolation and quarantine undertaken by the board shall be accomplished in accordance with this
rule.

c. Temporary isolation and quarantine without notice. The board may temporarily isolate or
quarantine an individual or groups of individuals through an oral order, without notice, only if delay
in imposing the isolation or quarantine would significantly jeopardize the board’s ability to prevent or
limit the transmission of a communicable or possibly communicable disease to others. If the board
imposes temporary isolation or quarantine of an individual or groups of individuals through an oral
order, the board shall issue a written order as soon as is reasonably possible and in all cases within 24
hours of issuance of the oral order if continued isolation or quarantine is necessary to prevent or limit
the transmission of a communicable or possibly communicable disease.

d.  Written order. The board may isolate or quarantine an individual or groups of individuals
through a written order issued pursuant to this rule.

(1) The written order shall include all of the following:

1. The identity of the individual, individuals, or groups of individuals subject to isolation or
quarantine.

2. The premises subject to isolation or quarantine.

3. The date and time at which isolation or quarantine commences.

4. The suspected communicable disease.

5. A description of the less restrictive alternatives that were attempted and were unsuccessful, or
the less restrictive alternatives that were considered and rejected, and the reasons such alternatives were
rejected.

6. A statement of compliance with the conditions and principles for isolation and quarantine
specified in subrule 1.12(4).

7.  The legal authority under which the order is requested.

8.  The medical basis upon which isolation or quarantine is justified.

9. A statement advising the individual, individuals, or groups of individuals of the right to appeal
the written order pursuant to subrule 1.12(7) and the rights of individuals and groups of individuals
subject to quarantine and isolation as listed in subrule 1.12(8).

10. A copy of this rule and the relevant definitions.

(2) A copy of the written order shall be provided to the individual to be isolated or quarantined
within 24 hours of issuance of the order in accordance with any applicable process authorized by the lowa
Rules of Civil Procedure. If the order applies to a group or groups of individuals and it is impractical to
provide individual copies, the order may be posted in a conspicuous place in the isolation or quarantine
premises.

1.12(7) Appeal from order imposing isolation or quarantine.

a. Appeal. The subject of a board order imposing isolation or quarantine may appeal a written
order by submitting a written appeal within ten days of receipt of the written order. The appeal shall be
addressed to [insert name of board and board address]. Unless stayed by order of the board or a district
court, the written order for quarantine or isolation shall remain in force and effect until the appeal is
finally determined and disposed of upon its merits.
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b.  Proceeding. The appeal proceeding shall be conducted in accordance with this rule [or insert
specific board rule governing appeal proceedings]. The proceeding shall be held as soon as is practicable,
and in no case later than ten days from the date of receipt of the appeal. The hearing may be held by
telephonic or other electronic means if necessary to prevent additional exposure to the communicable or
possibly communicable disease. In extraordinary circumstances and for good cause shown, the board
may continue the proceeding date for up to ten days, giving due regard to the rights of the affected
individuals, the protection of the public’s health, and the availability of necessary witnesses and evidence.
At the appeal proceeding, the subject of the appeal shall have the right to introduce evidence on all issues
relevant to the order. The board, by majority vote, may modify, withdraw, or order compliance with the
order under appeal.

c. Judicial review. The aggrieved party to the final decision of the board may petition for judicial
review of that action by filing an action in the appropriate district court. Petitions for judicial review
shall be filed within 30 days after the decision becomes final.

d. Immediate judicial review of board order. The board acknowledges that in certain
circumstances the subject or subjects of a board order may desire immediate judicial review of a board
order in lieu of proceeding with the board’s appeal process. The board may consent to immediate
jurisdiction of the district court when requested by the subject or subjects of a board order and justice
so requires. Unless stayed by order of the board or a district court, the written order for quarantine or
isolation shall remain in force and effect until the judicial review is finally determined and disposed of
upon its merits.

1.12(8) Rights of individuals and groups of individuals subject to isolation or quarantine. Any
individual or group of individuals subject to isolation or quarantine shall have the following rights:

a. The right to be represented by legal counsel.

b.  The right to be provided with prior notice of the date, time, and location of any hearing.

c.  The right to participate in any hearing. The hearing may be held by telephonic or other
electronic means if necessary to prevent additional exposure to the communicable or possibly
communicable disease.

d.  The right to respond and present evidence and argument on the individual’s own behalf in any
hearing.

e.  The right to cross-examine witnesses who testify against the individual.

/- Theright to view and copy all records in the possession of the board which relate to the subject
of the written order.

1.12(9) Consolidation of claims. In any proceeding brought pursuant to this rule, to promote the fair
and efficient operation of justice and having given due regard to the rights of the affected individuals,
the protection of the public’s health, and the availability of necessary witnesses and evidence, the board
or a court may order the consolidation of individual claims into group claims, if all of the following
conditions exist:

a.  The number of individuals involved or to be affected is large enough that consolidation would
be the best use of resources.

b.  There are questions of law or fact common to the individual claims or rights to be determined.

c¢.  The group claims or rights to be determined are typical of the affected individuals’ claims or
rights.

d.  The entire group will be adequately represented in the consolidation.

1.12(10) Implementation and enforcement of isolation and quarantine.

a. Jurisdictional issues. The department has primary jurisdiction to isolate or quarantine
individuals or groups of individuals if the communicable disease outbreak has affected more than one
county or has multicounty, statewide, or interstate public health implications. If isolation or quarantine
is imposed by the department, the board may not alter, amend, modify, or rescind the isolation or
quarantine order.

b.  Assistance of local boards of health and local health departments. 1f isolation or quarantine is
imposed by the department, the local boards of health and the local health departments in the affected
areas shall assist in the implementation of the isolation or quarantine order.
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¢.  Penalty. Pursuant to lowa Code sections 137.21 and 139A.25(1), any individual who violates
a lawful board order for isolation or quarantine, whether written or oral, shall be guilty of a simple
misdemeanor. The court-ordered sentence may include a fine of up to $500 and imprisonment not to
exceed 30 days.

d.  Enforcement action. The board, through the office of the county attorney, may file a civil action
in the appropriate district court to enforce a board order for isolation or quarantine. Such action shall be
filed in accordance with Iowa Rules of Civil Procedure.

641—1.13(135,139A) Area quarantine.

1.13(1) General provisions. The department and local boards of health are authorized to impose
and enforce area quarantine in accordance with this rule. Area quarantine shall rarely be imposed by the
department or by local boards of health.

1.13(2) Conditions and principles. The department and local boards of health shall adhere to all of
the following conditions and principles when imposing and enforcing area quarantine:

a.  Area quarantine shall be imposed by the least restrictive means necessary to prevent or contain
the spread of a suspected or confirmed quarantinable disease or suspected or known hazardous or toxic
agent.

b.  Area quarantine shall be immediately terminated when the department or a local board of health
determines that no substantial risk of exposure to a quarantinable disease or hazardous or toxic agent
continues to exist.

c¢.  The geographical boundaries of an area quarantine shall be established by risk assessment
procedures including medical and scientific analysis of the quarantinable disease or hazardous or
toxic agent, the location of the affected area, the risk of spread or contamination, and other relevant
information.

1.13(3) Area quarantine sites.

a.  Sites of area quarantine shall be prominently identified to restrict ingress and egress to and from
the area, to the extent practicable. The department or a local board of health may placard or otherwise
identify the site, or may request the assistance of law enforcement in identifying the site.

b.  No individual, other than an individual authorized by the department or a local board of health,
shall enter a building, structure, or other physical location subject to area quarantine. The department
or a local board of health may authorize public health officials, environmental specialists, health care
providers, or others access to an area quarantine site as necessary to conduct public health investigations,
to decontaminate the site, or for other public health purposes. Notwithstanding any provision in this
chapter to the contrary, law enforcement, fire service, and emergency medical service providers may enter
an area quarantine site to provide emergency response services or to conduct emergency law enforcement
investigations or other emergency activities without authorization by the department or a local board
of health. If the department has requested the assistance of law enforcement in enforcing the area
quarantine, the department shall provide law enforcement personnel with a list of individuals authorized
to enter the area quarantine site.

¢.  An individual authorized to enter an area quarantine site may be required to wear personal
protective equipment as appropriate.

d.  No individual, other than an individual authorized by the department or a local board of health,
shall remove any item or object from a building, structure, or other physical location subject to area
quarantine.

e. Anindividual entering an area quarantine site without authorization of the department or a local
board of health may be isolated or quarantined pursuant to rule 1.9(135,139A) and may be found guilty
of a simple misdemeanor.

1.13(4) Area quarantine by local boards of health or the department of public health.

a. Authority.

(1) The department, through the director, the department’s medical director, or the director or
medical director’s designee, may impose area quarantine through oral or written order. Prior to imposing
area quarantine, the department shall attempt to notify the local board or boards of health in the affected
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geographic area. If attempts to notify the local boards of health are initially unsuccessful, the department
shall continue to make regular notification attempts until successful.

(2) A local board of health may impose area quarantine through oral or written order. Prior to
imposing area quarantine, a local board of health shall attempt to notify the department by contacting the
director, medical director, or department duty officer by telephone. If attempts to notify the department
are initially unsuccessful, the local board of health shall continue to make regular notification attempts
until successful.

b.  Temporary area quarantine without notice. The department or a local board of health may
temporarily impose area quarantine through an oral order, without notice, only if delay in imposing
area quarantine would significantly jeopardize the department’s or local board’s ability to prevent or
contain the spread of a suspected or confirmed quarantinable disease or to prevent or contain exposure
to a suspected or known hazardous or toxic agent. If the department or local board imposes temporary
area quarantine through an oral order, a written order shall be issued as soon as is reasonably possible
and in all cases within 24 hours of issuance of the oral order if continued area quarantine is necessary.

c.  Written order. The department or local board may impose area quarantine through a written
order issued pursuant to this rule.

(1) The written order shall include all of the following:

1.  Thebuilding or buildings, structure or structures, or other definable physical location, or portion
thereof, subject to area quarantine.

2. The date and time at which area quarantine commences and the date and time at which the area
quarantine shall be terminated, if known.

3. The suspected or confirmed quarantinable disease or the chemical, biological, radioactive, or
other hazardous or toxic agent.

4. A statement of compliance with the conditions and principles for area quarantine specified in
subrule 1.13(2).

5. The legal authority under which the order is imposed.

6. The medical or scientific basis upon which area quarantine is justified.

7. A statement advising the owner or owners of the building or buildings, structure or structures,
or other definable physical location subject to area quarantine of the right to appeal the written order
pursuant to subrule 1.13(5) and the rights of owners of sites subject to area quarantine pursuant to subrule
1.13(6).

8. A copy of 641—Chapter 1 and the relevant provisions of this rule.

(2) A copy ofthe written order shall be provided to the owner or owners of the building or buildings,
structure or structures, or other definable physical location subject to area quarantine within 24 hours of
issuance of the order in accordance with any applicable process authorized by the lowa Rules of Civil
Procedure; or, if the order applies to a group of owners and it is impractical to provide individual notice
to each owner, the written order shall be posted in a conspicuous place at the site of area quarantine.

1.13(5) Appeal from order imposing area quarantine.

a. Contested case. The subject of a department order imposing area quarantine may appeal a
written order and has the right to a contested case hearing regarding such appeal. The subject of a
department order imposing area quarantine may appeal the order by submitting a written appeal within
10 days of receipt or other notice of the written order. The appeal shall be addressed to the Department
of Public Health, Division of Acute Disease Prevention and Emergency Response, Lucas State Office
Building, Des Moines, Iowa 50319-0075. Unless stayed by order of the director or a district court, the
written order for area quarantine shall remain in force and effect until the appeal is finally determined
and disposed of upon its merits.

b.  Presiding officer. The presiding officer in a contested case shall be the director or the director’s
designee. The director or the director’s designee may be assisted by an administrative law judge in
conducting the contested case hearing. The decision of the director or the director’s designee shall be
the agency’s final decision and is subject to judicial review in accordance with the provisions of lowa
Code chapter 17A.
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¢.  Proceeding. The contested case hearing shall be conducted in accordance with the provisions
contained at 641—Chapter 173. The hearing shall be held as soon as is practicable, and in no case
later than 10 days from the date of receipt of the appeal. In extraordinary circumstances and for good
cause shown, the department may apply to continue the hearing date on a petition filed pursuant to this
paragraph for up to 10 days, which continuance the presiding officer may grant in its discretion giving due
regard to the rights of the affected individuals, the protection of the public’s health, and the availability
of necessary witnesses and evidence.

d. Judicial review. The aggrieved party to the final decision of the department may petition for
judicial review of that action pursuant to lowa Code chapter 17A. Petitions for judicial review shall be
filed within 30 days after the decision becomes final.

e. Immediate judicial review of department order. The department acknowledges that in certain
circumstances the subject or subjects of a department order may desire immediate judicial review of a
department order in lieu of proceeding with the contested case process. The department recognizes that
the procedural step of pursuing exhaustion of administrative remedies may be inadequate for purposes
of Iowa Code section 17A.19, and the department may consent to immediate jurisdiction of the district
court when requested by the subject or subjects of a department order and justice so requires. Unless
stayed by order of the director or a district court, the written order for area quarantine shall remain in
force and effect until the judicial review is finally determined and disposed of upon its merits.

1.13(6) Rights of owners of sites subject to area quarantine. An owner of a building, structure, or
other physical location subject to area quarantine shall have the following rights:

a. The right to be represented by legal counsel.

b.  The right to be provided with prior notice of the date, time, and location of any hearing.

c.  The right to participate in any hearing.

d.  The right to respond and present evidence and argument on the owner’s own behalf in any
hearing.

e.  The right to cross-examine witnesses who testify against the individual.

f The right to view and copy all records in the possession of the department which relate to the
subject of the written order.

1.13(7) Consolidation of claims. In any proceeding brought pursuant to this rule, to promote the fair
and efficient operation of justice and having given due regard to the rights of the affected individuals, the
protection of the public’s health, and the availability of necessary witnesses and evidence, the department
or a court may order the consolidation of individual claims into group claims, if all of the following
conditions exist:

a. The number of individuals involved or who may be affected is so large that individual
participation is impractical.

b.  There are questions of law or fact common to the individual claims or rights to be determined.

c¢.  The group claims or rights to be determined are typical of the affected individuals’ claims or
rights.

d.  The entire group will be adequately represented in the consolidation.

1.13(8) Implementation and enforcement of area quarantine.

a. Jurisdictional issues. The department has primary jurisdiction to impose area quarantine if the
quarantinable disease or hazardous or toxic agent has affected more than one county and implicates
multicounty or statewide public health concerns. If area quarantine is imposed by the department, a local
board of health or local health department may not alter, amend, modify, or rescind the area quarantine
order.

b.  Assistance of local boards of health and local health departments. 1f area quarantine is imposed
by the department, the local boards of health and the local health departments in the affected areas shall
assist in the implementation of the area quarantine.

c.  Assistance of law enforcement. Pursuant to lowa Code section 135.35, all peace officers of the
state shall enforce and execute a lawful department order for area quarantine within their respective
jurisdictions. The department shall take all reasonable measures to minimize the risk of individual
exposure of peace officers and others assisting with enforcement of an area quarantine order.
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d. Emergency response,  investigation, and decontamination—authority of other
agencies. Emergency response, investigation, and decontamination activities in and around an area
quarantine site shall be conducted by law enforcement, fire service, emergency medical service
providers, or other appropriate federal, state, or local officials in accordance with federal and state law
and accepted procedures and protocols for emergency response, investigation, and decontamination.
This rule shall not be construed to limit the authority of law enforcement, fire service, emergency
medical service providers, or other federal, state, or local officials to conduct emergency response,
investigation, or decontamination activities to the extent authorized by federal and state law and
accepted procedures and protocols.

e.  Penalty. Pursuant to lowa Code section 135.38, any individual who knowingly violates a lawful
department order for area quarantine, whether written or oral, shall be guilty of a simple misdemeanor.
The court-ordered sentence may include a fine of up to $500 and imprisonment not to exceed 30 days.

f- Enforcement action. The department may file a civil action in Polk County District Court to
enforce a department order for area quarantine. Such action shall be filed in accordance with lowa Rules
of Civil Procedure.

These rules are intended to implement Iowa Code Supplement sections 135.140, 135.144, and
139A.2 and Iowa Code sections 135.11(4), 139A.3, 139A.4, 139A.5, 139A.9, 139A.21, 139A.31,
141A.1, 141A.2 and 141A.5.
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CHAPTER 2
HEPATITIS PROGRAMS

VIRAL HEPATITIS PROGRAM—VACCINATIONS AND TESTING

641—2.1(135) Definitions. For the purpose of these rules, the following definitions shall apply:

“Contracted agencies ” means local health departments, clinics, and community-based organizations
that are funded by the department to provide HCV testing and vaccination services.

“Department” means the lowa department of public health.

“HCV” means the hepatitis C virus as defined by the Centers for Disease Control and Prevention of
the United States Department of Health and Human Services.

“Viral hepatitis” means inflammation of the liver caused by one of several viruses: hepatitis A, B,
C (formerly non-A, non-B), D and E.

641—2.2(135) Purpose. The purpose of the viral hepatitis program shall be to distribute information,
offer HCV testing, and offer hepatitis A and B vaccinations to the citizens of this state who are at an
increased risk of viral hepatitis exposure.

641—2.3(135) Exposure risks for hepatitis C virus. The following individuals are at increased risk
of exposure to HCV as outlined by the Centers for Disease Control and Prevention of the United States
Department of Health and Human Services.

2.3(1) The following individuals are at high risk of infection:

a. Injection drug users (IDUs);

b.  Recipients of clotting factors made before 1987; and

c¢.  Hemodialysis patients.

2.3(2) The following individuals are at intermediate risk of infection:

a. Recipients of blood or solid organs before 1992;

b.  Persons with undiagnosed liver problems; and

c.  Infants born to HCV-infected mothers.

2.3(3) The following individuals are at low risk of infection:

a. Health care/public safety workers;

b.  Persons having sex with multiple partners; and

c.  Persons having sex with an HCV-infected steady partner.

641—2.4(135) Information for public distribution. The department shall make available educational
materials to the public on hepatitis C infection, how to avoid transmitting the virus, and where to seek
counseling and testing services. The information shall be available on the department’s Web site at
http://www.idph.state.ia.us/adper/hepatitis.asp and by mail to HIV/AIDS Hepatitis Program, Lucas State
Office Building, 321 East 12th Street, Des Moines, lowa 50319.

641—2.5(135) Hepatitis vaccination and testing program.

2.5(1) When sufficient state and federal funds are available, the department will establish a
vaccination and testing program. The program shall offer HCV testing and hepatitis A and B
vaccinations through local health departments, clinics, and community-based organizations to high-risk
individuals as defined in 2.5(2) and 2.5(3). Contracted agencies offering testing and vaccination
services shall be required to provide integrated HIV, viral hepatitis, and sexually transmitted disease
education; pretest and posttest counseling; and referral services.

2.5(2) Contracted agencies shall offer HCV testing to the following high-risk individuals:

a. Persons who have ever injected drugs;

b.  Injection drug users who share needles or other equipment;

c¢.  Persons who receive blood, blood products, or organ transplants prior to 1992; and

d. Persons ever on long-term hemodialysis.
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2.5(3) Contracted agencies shall offer hepatitis A and B vaccinations to the following high-risk
individuals:

a. Injection and noninjection drug users;

b. Men who have sex with men;

c.  Persons with a diagnosis of a recently acquired sexually transmitted disease (STD);

d.  HIV- or HCV-infected persons; and

e.  Sexual partners of persons infected with HIV, hepatitis A (HAV), or hepatitis B (HBV).

2.5(4) Contracted agencies shall provide individuals presenting for counseling, testing, and referral
services and testing positive for hepatitis C educational brochures explaining their potential risk of
exposure.

2.5(5) Contracted agencies shall provide individuals testing positive for HCV a referral list of health
care providers to aid in seeking additional follow-up testing and other hepatitis-related services.

641—2.6 to 2.8 Reserved.
HEPATITIS C AWARENESS PROGRAM—VETERANS

641—2.9(135) Definitions. For the purpose of these rules, the following definitions shall apply:
“Department” means the lowa department of public health.
“HCV” means the hepatitis C virus as defined by the Centers for Disease Control and Prevention of
the United States Department of Health and Human Services.
“Veteran” means an individual meeting the definition contained in lowa Code section 35.1.

641—2.10(135) Purpose. The purpose of the hepatitis C awareness program shall be to distribute
information to veterans regarding the higher incidence of hepatitis C exposure and infection among
veterans, the dangers presented by the disease, and contact information and referrals.

641—2.11(135) Awareness materials. The department shall provide hepatitis awareness materials to
veterans through various educational media.

641—2.12(135) Awareness information. Information distributed by the department shall contain the
following statements:

2.12(1) HCV infection rates for veterans are estimated to be at least three times higher than the
general population.

2.12(2) Vietnam veterans experience a higher HCV infection rate than other veteran groups.

2.12(3) Exposure to blood during combat and combat-related medical services poses a risk for HCV
infection.

2.12(4) Many veterans currently infected with HCV may have been exposed prior to the
development of screening tests.

2.12(5) Symptoms and liver complications associated with chronic hepatitis infection may not
appear for decades after initial infection.

641—2.13(135) Resources for hepatitis follow-up and treatment. The department shall provide
hepatitis resource information to veterans regarding medical follow-up and treatment options.
These rules are intended to implement lowa Code sections 135.19 and 135.20.
[Filed 11/14/07, Notice 10/10/07—published 12/5/07, effective 1/9/08]
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CHAPTER 3
EARLY HEARING DETECTION AND INTERVENTION

641—3.1(80GA,ch102) Definitions. For the purposes of this chapter, the following definitions will
apply:

“Area education agency” or “AEA” means an intermediate educational unit created by lowa Code
chapter 273.

“Audiologist” means a person licensed pursuant to lowa Code chapter 147 or certified by the lowa
board of educational examiners pursuant to 282—15.3(272) or a person appropriately licensed in the
state where the person practices.

“Birth center” means “birth center” as defined in lowa Code section 135.61.

“Birthing hospital” means a private or public hospital licensed pursuant to lowa Code chapter 135B
that has a licensed obstetric unit or is licensed to provide obstetric services.

“Department” means the Iowa department of public health.

“Diagnostic audiologic assessment” means physiologic or behavioral procedures completed by an
audiologist to evaluate and diagnose hearing loss.

“Discharge” means a release from a hospital to the parent or legal guardian of the child.

“Early ACCESS” means lowa’s Individuals with Disabilities Education Act (IDEA), Part C,
program for infants and toddlers. It is a statewide, comprehensive, interagency system of integrated
early intervention services that supports eligible children and their families as defined in 281—Chapter
120.

“Guardian” means a person who is not the parent of a minor child, but who has legal authority to
make decisions regarding life or program issues for the child. A guardian may be a court or a juvenile
court. “Guardian” does not mean conservator, as defined in lowa Code section 633.3, although a person
who is appointed to be a guardian may also be appointed to be a conservator.

“Hearing loss” means a permanent unilateral or bilateral hearing loss of greater than 30 dB HL in
the frequency region important for speech recognition (500-4000 Hz).

“Hearing screening” means a physiological measurement of hearing of a newborn or infant with a
“pass” or “refer” result. Screening is used to determine the newborn’s or infant’s need for further testing
and must be performed bilaterally, when applicable.

“Initial screening” means a newborn hearing screening performed during the birth admission for an
infant born in a birthing hospital, or the first newborn hearing screening performed on a newborn born
in a facility other than a hospital.

“Newborn hearing screening” means a physiological test to separate those newborns with normal
hearing from those newborns who may have hearing thresholds of greater than 30 dB HL in either ear
in the frequency region important for speech recognition (500-4000 Hz).

“Normal hearing” means hearing thresholds in both ears of 30 dB HL or less in the frequency region
important for speech recognition (500-4000 Hz).

“Parent” means:

1. A biological or adoptive parent of a child;

2. A guardian, but not the state if the child is a ward of the state;

3. A person acting in the place of a parent, such as a grandparent or stepparent with whom a child
lives, or a person who is legally responsible for the child’s welfare;

4. A surrogate parent who has been assigned in accordance with 281—120.68(34CFR303); or

5. A foster parent, if:

e A biological parent’s authority to make the decisions required of parents under state law has
been terminated; and

e  The foster parent has an ongoing, long-term parental relationship with the child; is willing to
make the decisions required of a parent; and has no interest that would conflict with the interests of the
child.

“Physician” means an individual licensed under lowa Code chapter 148, 150, or 150A.
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“Rescreen” means a newborn hearing screening performed after two weeks of age on an infant who
did not pass the initial screening.

641—3.2(80GA,ch102) Purpose. The overall purpose of this chapter is to establish administrative rules
in accordance with 2003 Iowa Acts, chapter 102, relative to the following:

1. Universal hearing screening of all newborns and infants in lowa.

2. Facilitating the transfer of data to the department to enhance the capacity of agencies and
practitioners to provide services to children and their families.

641—3.3(80GA,ch102) Goal and outcomes. The goal of universal hearing screening of all newborns
and infants in Iowa is early detection of hearing loss to allow children and their families the earliest
possible opportunity to obtain appropriate early intervention services.

641—3.4(80GA,ch102) Screening the hearing of all newborns. Beginning January 1, 2004, all
newborns and infants born in Iowa, except those born with a condition that is incompatible with life,
shall be screened for hearing loss. The person required to perform the screening shall use at least one
of the following procedures:

1. Automated or screening auditory brainstem response, or

2. Evoked otoacoustic emissions.

641—3.5(80GA,ch102) Procedures required of birthing hospitals. Beginning January 1, 2004, each
birthing hospital in lowa shall follow these procedures:

3.5(1) Each birthing hospital shall designate an employee of the hospital to be responsible for the
newborn hearing screening program in that institution.

3.5(2) Prior to the discharge of the newborn, each birthing hospital shall provide hearing screening
to every newborn delivered in the hospital, except in the following circumstances:

a. The newborn is transferred for acute care prior to completion of the hearing screening.

b.  The newborn is born with a condition that is incompatible with life.

3.5(3) If a newborn is transferred for acute care, the birthing hospital shall notify the receiving
facility of the status of the hearing screening. The receiving facility shall then be responsible for
completion of the newborn hearing screening prior to discharge of the newborn from the nursery.

3.5(4) Newborn hearing screening shall be performed by an audiologist, audiology assistant,
audiometrist, registered nurse, licensed physician, or other person for whom newborn hearing screening
is within the person’s scope of practice.

3.5(5) The hospital shall report newborn hearing screening results to the parent or guardian in written
form.

3.5(6) The hospital shall report newborn hearing screening results to the department in a manner
prescribed in 3.8(80GA,ch102).

641—3.6(80GA,ch102) Procedures required of birth centers. Beginning January 1, 2004, each birth
center in Iowa shall follow these procedures:

3.6(1) Each birth center shall designate an employee of the birth center to be responsible for the
newborn hearing screening program in that institution.

3.6(2) Prior to the discharge of the newborn, each birth center shall refer every newborn delivered
in the birth center to an audiologist, physician, or hospital for a newborn hearing screening. Before
discharge of the newborn, the birth center shall arrange an appointment for the newborn hearing screening
and report to the parent the appointment time, date, and location.

3.6(3) The facility to which the newborn is referred for screening shall complete the screening within
30 days of the newborn’s discharge from the birth center, unless the parent fails to attend the appointment.
If the parent fails to attend the appointment, the facility shall document such failure in the medical or
educational record and shall report such failure to the department.

3.6(4) The person who completes the newborn hearing screening shall report screening results to the
parent in written form.
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3.6(5) The person who completes the newborn hearing screening shall report screening results to the
department in the manner prescribed in 3.8(80GA,ch102).

641—3.7(80GA,ch102) Procedures to ensure that children born in locations other than a birth
center or birthing hospital receive a hearing screening.

3.7(1) Beginning January 1, 2004, a physician or other health care professional who undertakes
primary pediatric care of a newborn delivered in a location other than a birthing hospital or birth center
shall refer the newborn to an audiologist, physician, or hospital for completion of the newborn hearing
screening within three months of the newborn’s birth. The health care professional who undertakes
primary pediatric care of the newborn shall arrange an appointment for the newborn hearing screening
and report to the parent the appointment time, date, and location.

3.7(2) The person who completes the newborn hearing screening shall report screening results to the
parent in written form.

3.7(3) The person who completes the newborn hearing screening shall report screening results to the
department in the manner prescribed in 3.8(80GA,ch102). If the parent fails to attend the appointment,
the facility shall document such failure in the medical or educational record and shall report such failure
to the department.

641—3.8(80GA,ch102) Reporting hearing screening results and information to the
department. Beginning January 1, 2004, any birthing hospital, birth center, physician, or other health
care professional required to report information pursuant to 2003 Iowa Acts, chapter 102, shall report
all of the following information to the department relating to each newborn’s hearing screening within
six days of the birth of the newborn, utilizing the department’s designated reporting system.

3.8(1) The name and date of birth of the newborn.

3.8(2) The name, address, and telephone number, if available, of the mother of the newborn. If the
mother is not the person designated as legally responsible for the child’s care, the name, address, and
telephone number of the parent, as defined in 3.1(80GA,ch102), shall be reported.

3.8(3) The name of the primary care provider for the newborn at the birthing hospital or birth center.

3.8(4) The results of the newborn hearing screening, either “pass,” “refer,” or “not screened,” for
each ear separately.

3.8(5) The results of any rescreening, either “pass” or “refer,” and the diagnostic audiologic
assessment procedures used for each ear separately.

641—3.9(80GA,ch102) Conducting and reporting diagnostic audiologic assessments to the
department. Beginning January 1, 2004, any facility, including AEAs, conducting diagnostic
audiologic assessments shall report the results of the assessments for any child under three years of age
to the department. The facility shall conduct the assessment in accordance with the Pediatric Audiologic
Diagnostic Protocol contained at Appendix A. Results shall be reported as follows:

3.9(1) Results shall be reported for each ear separately.

3.9(2) If an assessment results in a diagnosis of normal hearing for both ears, this shall be reported.

3.9(3) Any diagnosis of hearing loss shall also be reported except for transient conductive hearing
loss lasting for less than 90 days in the professional judgment of the practitioner.

3.9(4) Reported results shall include a statement of the severity (mild, moderate, moderately severe,
severe, profound, or undetermined) and type (sensorineural, conductive, mixed, or undetermined) of
hearing loss.

641—3.10(80GA,ch102) Sharing of information and confidentiality. Reports, records, and other
information collected by or provided to the department relating to a child’s newborn hearing screening,
rescreen, and diagnostic audiologic assessment are confidential records pursuant to Iowa Code section
22.7.

3.10(1) Personnel of the department shall maintain the confidentiality of all information and records
used in the review and analysis of newborn hearing screenings, rescreens, and diagnostic audiologic
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assessments, including information which is confidential under lowa Code chapter 22 or any other
provisions of state law.

3.10(2) No individual or organization providing information to the department in accordance with
this rule shall be deemed to be or held liable for divulging confidential information.

3.10(3) The department shall not release confidential information except to the following persons
and entities under the following conditions:

a. The parent or guardian of an infant or child for whom the report is made.

b.  Alocal birth-to-three coordinator with the Early ACCESS program or an agency under contract
with the department to administer the children with special health care needs program.

¢. A local health care provider.

d. A representative of a federal or state agency, to the extent that the information is necessary to
perform a legally authorized function of that agency.

e. A representative of a state agency, or an entity bound by that state, to the extent that the
information is necessary to perform newborn hearing screening follow-up. The state agency or the
entity bound by that state shall be subject to confidentiality regulations that are the same as or more
stringent than those in the state of lowa. The state agency or the entity bound by that state shall not use
the information obtained from the department to market services to patients or nonpatients or identify
patients for any purposes other than those expressly provided in this rule.

3.10(4) Research purposes. All proposals for research using the department’s data to be conducted
by persons other than program staff shall first be submitted to and accepted by the researchers’
institutional review board. Proposals shall then be reviewed and approved by the department before
research can commence.

641—3.11(80GA,ch102) Reporting requirements for AEAs. Beginning January 1, 2004, any AEA
providing newborn hearing screening, rescreen, or diagnostic audiologic assessment to an infant shall
report all of the following information relating to each infant’s screening, rescreen or assessment to the
department utilizing the department’s designated reporting system.

3.11(1) The name and date of birth of the infant.

3.11(2) The name, address, and telephone number, if available, of the mother of the infant. If the
mother is not the person designated as legally responsible for the child’s care, the name, address, and
telephone number of the parent, as defined in 3.1(80GA,ch102), shall be reported.

3.11(3) The name of the primary care provider for the infant.

3.11(4) The results of any newborn hearing screening performed at the AEA, either “pass” or “refer,”
for each ear separately.

3.11(5) The results of any rescreening performed at the AEA, either “pass” or “refer,” for each ear
separately.

3.11(6) The results of any diagnostic assessment performed at the AEA, for each ear separately.

641—3.12(80GA,ch102) Procedure to accommodate parental objection. These rules shall not apply
if the parent objects to the hearing screening.

3.12(1) If a parent objects to the screening, the birthing hospital, birth center, physician, or other
health care professional shall obtain a written refusal from the parent or guardian on the department
newborn hearing screening refusal form and shall maintain the original copy of the written refusal in the
newborn’s or infant’s medical record.

3.12(2) The birthing hospital, birth center, physician, or other health care professional shall send a
copy of the written newborn hearing screening refusal form to the department within six days of the birth
of the newborn.

641—3.13(80GA,ch102) Civil/criminal liability. A person who acts in good faith in complying with
these rules shall not be held civilly or criminally liable for reporting the information required.
These rules are intended to implement 2003 Towa Acts, chapter 102.
[Filed emergency 11/17/03 after Notice 10/1/03—published 12/10/03, effective 1/1/04]
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[Filed 9/18/06, Notice 7/19/06—published 10/11/06, effective 11/15/06]
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Appendix A
Pediatric Audiologic Diagnostic Protocol

The following protocol should be used to facilitate the diagnosis of hearing loss by three months of
age and entry into early intervention for infants with hearing loss by six months of age. This diagnostic
protocol should be implemented by an audiologist licensed by the Iowa board of speech pathology and
audiology examiners or certified by the Iowa board of educational examiners.

Infants should be referred for a diagnostic evaluation after receiving a “refer” result from one or both
ears on a newborn hearing screening and a hearing rescreen performed at two to six weeks of age. Timely
referral for diagnostic auditory brainstem response (ABR) testing may negate the need for sedation for
this test in very young infants. Infants who are identified at risk for late-onset hearing loss (JCIH, 2000)
should receive audiologic monitoring and follow-up by age-appropriate test procedures at six-month
intervals until the age of five years.

Audiologic diagnostic centers should be prepared to provide the following services:
I. Measures of auditory sensitivity
A. Auditory brainstem response (ABR)
Infants who do not pass the newborn hearing screening or rescreen should be evaluated
with a click-evoked air-conduction ABR and at least one low-frequency tone burst ABR,
preferably at 500 Hz. Response waveforms should be measured at several levels to allow
threshold determination and latency-intensity functions. When thresholds are determined
to be elevated, the audiologist may measure the ABR with frequency-specific stimuli at
other frequencies as well. Infants suspected of having significant conductive hearing loss
should be considered for bone-conduction ABR testing. Clinicians should be aware that
technological advances will continually improve recommended protocols.
B. Evoked otoacoustic emissions
Transient evoked otoacoustic emissions (TEOAE) or distortion product otoacoustic
emissions (DPOAE) should be used to confirm the magnitude and configuration of the
hearing loss as determined by the ABR.
C. Behavioral measures
At a developmental age of six months or older, it is possible to obtain reliable behavioral
audiometric information using visual reinforcement audiometry (VRA). While this test
has traditionally been performed in the sound field, ear-specific threshold information can
be obtained using insert earphones. VRA is an important technique for use in monitoring
auditory thresholds, especially during the first few years of hearing aid use.
II. Measures of middle ear function
A. Tympanometry
Although pass/fail criteria for tympanograms from infants younger than six months of
age are currently being developed, an infant audiologic evaluation should include an
admittance tympanogram at 1000 Hz to help determine middle ear function.
B. Acoustic reflexes
Ipsilateral or contralateral acoustic reflexes should be measured at a minimum of two
activator frequencies (1000 and 2000 Hz) at a probe tone of 800 or 1000 Hz.
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CHAPTER 4

CENTER FOR CONGENITAL AND INHERITED DISORDERS
[Prior to 7/29/87, Health Department[470]]

641—4.1(136A) Program explanation. The center for congenital and inherited disorders within
the department of public health provides administrative oversight to the following: Iowa neonatal
metabolic screening program, expanded maternal serum alpha-fetoprotein screening program, regional
genetic consultation service, neuromuscular and related genetic disease program and lowa registry for
congenital and inherited disorders. The center for congenital and inherited disorders advisory committee
represents the interests of the people of lowa and assists in the development of programs that ensure the
availability of and access to quality genetic health care services by all residents. The committee advises
the director of the department of public health regarding issues related to genetics and hereditary and
congenital disorders and makes recommendations about the design and implementation of the center’s
programs. Committee membership is made up of representatives of professional groups, agencies,
legislators, consumers and individuals with an interest in promoting genetic services for the residents
of Iowa. The center for congenital and inherited disorders has an association with the state Title V
maternal child health program to promote comprehensive services for women, infants and children.

641—4.2(136A) Definitions. For the purposes of this chapter, the following definitions shall apply:

“Anonymized specimen” means a specimen that cannot be traced back to or linked with the particular
infant from whom the specimen was obtained. Specimens shall be anonymized by removing the dried
blood spot portion from the infant information portion of the specimen collection form.

“Attending health care provider” means the licensed physician, nurse practitioner, certified midwife
or physician assistant providing care to an infant at birth.

“Birth center” means “birth center” as defined in Iowa Code section 135.61.

“Birthing hospital” means a private or public hospital licensed pursuant to lowa Code chapter 135B
that has a licensed obstetric unit or is licensed to provide obstetric services.

“Center” means the center for congenital and inherited disorders within the Iowa department of
public health.

“Central laboratory” means the University Hygienic Laboratory, which is designated as the
screening laboratory to perform testing and reporting for the lowa neonatal metabolic screening and
expanded maternal serum alpha-fetoprotein screening programs.

“Central registry”” means the lowa registry for congenital and inherited disorders.

“Committee” means the center for congenital and inherited disorders advisory committee.

“Consulting physician” means a physician designated by the center for congenital and inherited
disorders to interpret test results and provide consultation to a licensed health care provider.

“Department” means the lowa department of public health.

“Director” means the director of the lowa department of public health.

“Discharge” means a release of an infant from a hospital to the infant’s parent or legal guardian.

“Early ACCESS” means lowa’s Individuals with Disabilities Education Act (IDEA), Part C, program
for infants and toddlers. Early ACCESS is a statewide, comprehensive, interagency system of integrated
early intervention services that supports eligible children and their families as defined in 281—Chapter
120.

“Follow-up program” means the designated individuals from the divisions of endocrinology,
hematology, pulmonology and medical genetics of the department of pediatrics of the University of
Iowa.

“Guardian” means a person who is not the parent of a minor child, but who has legal authority to
make decisions regarding life or program issues for the child.

“Health care provider” means a licensed physician, nurse practitioner, certified nurse midwife, or
physician assistant providing care to an individual.

“Receiving hospital” means the hospital receiving an infant from a birthing hospital.
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“Residual neonatal metabolic screening specimen” means a portion of the specimen left over after
the completion of newborn screening services by the lowa neonatal metabolic screening program.

“Specialty genetics provider” means a geneticist, genetic nurse, or genetic counselor.

“Tandem mass spectrometry” means the use of tandem mass spectrometer and associated software
to test a newborn screening sample.

“Transferring hospital” means the birthing hospital that transfers the infant to a hospital.

641—4.3(136A) Iowa neonatal metabolic screening program (INMSP). This program provides
comprehensive neonatal metabolic screening services for hereditary and congenital disorders for the
state to allow children and their families the earliest possible opportunity to receive appropriate early
intervention services. The program includes the following: birthing hospitals, birth centers, health care
providers, central laboratory, follow-up consultants, and consulting physicians.

4.3(1) Newborn screening policy.

a. All newborns and infants born in the state of lowa shall be screened for all congenital and
inherited disorders specified by the center and approved by the state board of health.

b.  As new disorders are recognized and new technologies and tests become available, the center
shall follow protocols developed by the department in regard to the addition of disorders to or deletion of
disorders from the screening panel. The state board of health shall provide final approval for the addition
of new disorders to the screening panel.

c¢.  The center may monitor individuals identified as having a genetic or metabolic disease for
the purpose of conducting public health surveillance or intervention and for determining whether early
detection, treatment, and counseling lead to the amelioration or avoidance of the adverse outcomes of
the disease. Birthing hospitals or birth centers and health care providers shall provide patient data and
records to the center upon request to facilitate the monitoring. Any identifying information provided to
the center shall remain confidential pursuant to lowa Code section 22.7(2).

4.3(2) Neonatal metabolic screening procedure for facilities and providers.

a.  Educating parent or guardian. Before a specimen from an infant is obtained, a parent or
guardian shall be informed of the type of specimen, how it is obtained, the nature of the disorders for
which the infant is being screened, the consequences of treatment and nontreatment, and the retention,
use and disposition of residual specimens.

b.  Waiver. Should a parent or guardian refuse the screening, said refusal shall be documented in
writing on the Iowa neonatal metabolic screening program waiver for newborn screening refusal form.
The parent or guardian and licensed attending health care provider shall sign the waiver. The birthing
hospital, birth center, or attending health care provider shall provide the central laboratory with a copy
of the waiver within six days of the refusal. The original copy of the waiver shall become a part of the
infant’s medical record.

c.  Collection of specimens. A filter paper blood specimen shall be collected from the infant
between 24 to 48 hours after the infant’s birth; however, a specimen collected up to five days after the
infant’s birth is valid. A specimen shall not be collected from an infant less than 24 hours after birth
except as follows:

(1) A blood specimen must be collected before any transfusion, even if the infant is less than 24
hours old.

(2) A blood specimen must be collected before the infant leaves the hospital, whether by discharge
or by transfer to another hospital, even if the infant is less than 24 hours old.

d.  Submission of specimens. All specimens shall be delivered via courier service or, if courier
service is not available, forwarded by first-class mail or other appropriate means within 24 hours after
collection to the University Hygienic Laboratory, the center’s designated central laboratory.

e.  Processing of specimens. The central laboratory shall process specimens within 24 hours of
receipt. The central laboratory shall notify the submitting health care provider, birthing hospital, birth
center, or drawing laboratory of an unacceptable specimen and the need for another specimen.

1 Reporting of presumptive positive test results. A presumptive positive test result shall be
reported within 24 hours to the consulting physician, or the physician’s designee, who shall then notify
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the attending health care provider and the birthing hospital, birth center, or drawing laboratory. This
initial report shall be followed by a written report to the birthing hospital, birth center, or drawing
laboratory and, subsequently, to the attending health care provider.

4.3(3) Health care provider responsibility.

a. The licensed attending health care provider shall ensure that infants under the provider’s care
are screened.

b.  Procedures for specimen collection for neonatal metabolic screening shall be followed in
accordance with 4.3(2).

c¢.  Beginning November 1, 2004, a physician or other health care professional who undertakes
primary pediatric care of an infant delivered in Iowa shall order the neonatal metabolic screening for
completion if a neonatal metabolic screening result is not in the infant’s medical record. The health care
professional who undertakes primary pediatric care of the infant shall arrange for the neonatal metabolic
screening.

4.3(4) Birthing hospital or birth center responsibility. The birthing hospital or birth center shall
ensure that all infants receive neonatal metabolic screening.

a. Designee. Each birthing hospital or birth center shall designate an employee to be responsible
for the neonatal metabolic screening program in that institution.

b.  Procedures for specimen collection for neonatal metabolic screening shall be followed in
accordance with 4.3(2).

c¢.  Transfer. The following shall apply if an infant is transferred:

(1) If an infant is transferred within the hospital for acute care, the newborn nursery shall notify
the acute care unit of the status of the neonatal metabolic screening. The acute care unit shall then be
responsible for the status of the neonatal metabolic screening prior to discharge of the infant.

(2) Ifthe infant is transferred out of house within the state, the birthing hospital or birth center shall
notify the receiving hospital of the status of the neonatal metabolic screening. The receiving hospital
shall then be responsible for completion of the neonatal metabolic screening prior to discharge of the
infant.

d. Discharge. Each birthing hospital or birth center shall collect a neonatal metabolic screening
specimen on every infant prior to discharge, including under the following circumstances:

(1) The infant is discharged or transferred to another hospital before the infant is 24 hours old.

(2) The infant is born with a condition that is incompatible with life.

(3) The infant has received a transfusion.

e. Notification. The birthing hospital or birth center shall report the neonatal metabolic screening
results in written form to the licensed attending health care provider.

4.3(5) Central laboratory responsibility. The central laboratory shall:

a. Contract with a courier service to provide transportation and delivery of neonatal metabolic
screening specimens.

b.  Contact all birthing hospitals and birth centers to inform them of the courier schedule.

¢.  Process specimens within 24 hours of receipt.

d.  Notify the submitting health care provider, birthing hospital, birth center, or drawing laboratory
of an unacceptable specimen and the need for another specimen.

e. Report a presumptive positive test result within 24 hours to the consulting physician or the
physician’s designee.

1 Distribute specimen collection forms, specimen collection procedures, screening waivers, and
other materials to drawing laboratories, birthing hospitals, birth centers, and health care providers.

g Report normal and abnormal screening results to birthing hospitals, birth centers, or drawing
laboratories.

h.  Submit a written annual report of the previous fiscal year to the center by September 30 of each
year. This report shall include:

(1) Number of infants screened,

(2) Number of repeat screens,

(3) Number of presumptive positive results by disorder,
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(4) Number of rejected specimens,

(5) Number of waivers,

(6) Results of quality assurance testing including any updates to the INMSP quality assurance
policies, and

(7) Screening and educational activity details.

i.  In collaboration with the program consulting physicians, submit a proposed budget and
narrative justification for the upcoming state fiscal year by January 31 of each year.

j. Act as fiscal agent for program expenditures encompassing the analytical, technical,
administrative, educational, and follow-up costs for the screening program.

k. Submit a fiscal expenditures report to the center within 90 days after the end of the state fiscal
year.

4.3(6) Follow-up program responsibility. Under the direction of consulting physicians, metabolic,
endocrine, pulmonary and hemoglobinopathy follow-up programs shall be available for all individuals
identified by the metabolic screening as affected.

a. The follow-up activities shall include consultation, treatment when indicated, case
management, education and quality assurance.

b.  The follow-up programs shall submit a written annual report of the previous fiscal year by
September 30 of each year. The report shall include:

(1) The number of presumptive positive results and confirmed positive results by disorder,

(2) Each individual’s age at confirmation of disorder,

(3) Each individual’s age when treatment began,

(4) Type of treatment for each disorder, and

(5) A written summary of educational and follow-up activities.

¢.  In collaboration with the central laboratory, the follow-up programs shall submit a proposed
budget and narrative justification for the upcoming fiscal year to the center by January 31 of each year.

d.  The follow-up programs shall submit a fiscal expenditures report to the center within 90 days
of the end of the state fiscal year.

e.  The consulting physician will oversee the respective follow-up programs.

4.3(7) Sharing of information and confidentiality. Reports, records, and other information collected
by or provided to the lowa neonatal metabolic screening program relating to an infant’s neonatal
metabolic screening results and follow-up information are confidential records pursuant to lowa Code
section 22.7.

a. Personnel of the program shall maintain the confidentiality of all information and records used
in the review and analysis of neonatal metabolic screening and follow-up, including information that is
confidential under Iowa Code chapter 22 or any other provisions of state law.

b.  The program shall not release confidential information except to the following persons and
entities, under the following conditions:

(1) The parent or guardian of an infant or child for whom the report is made.

(2) A local health care provider, birthing hospital, birth center, or submitting laboratory.

(3) A representative of a state or federal agency, to the extent that the information is necessary to
perform a legally authorized function of that agency or the department. The state or federal agency will
be subject to confidentiality regulations which are the same as or more stringent than those in the state
of Iowa.

(4) A researcher, upon documentation of parental consent obtained by the researcher, and only to
the extent that the information is necessary to perform research authorized by the department and the
state board of health.

4.3(8) Retention, use and disposition of residual neonatal metabolic screening specimens.

a. A neonatal metabolic screening specimen collection form consists of dried blood spots on filter
paper and attached information about the infant and birthing hospital, birth center, or drawing laboratory.

(1) Specimen collection forms shall be held for five years in a locked area at the central laboratory.

(2) The specimen collection forms shall be retained for the first year at -70 degrees C.
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(3) After one year, the specimen collection forms shall be archived for four additional years at room
temperature.

(4) The specimen collection forms shall be incinerated after five years of retention.

b.  Research use.

(1) Investigators shall submit to the center proposals to use specimens. Any intent to utilize
information associated with the residual neonatal metabolic screening specimen for the research study
must be clearly delineated in the proposal.

(2) Before research can commence, proposals shall be approved by the researcher’s institutional
review board, the congenital and inherited disorders advisory committee, and the department.

(3) Personally identifiable residual specimens or records shall not be disclosed without
documentation of informed parental consent obtained by the researcher.

(4) Research on anonymized or identifiable residual specimens shall be allowed in instances where
research would further: neonatal metabolic screening activities; the health of an infant or child for whom
no other specimens are available or readily attainable; or general medical knowledge for existing public
health surveillance activities.

4.3(9) Neonatal metabolic screening fee.

a. The department shall annually review and determine the fee to be charged for all activities
associated with the INMSP. The review and fee determination shall be completed at least one month
prior to the beginning of the fiscal year. The neonatal metabolic screening fee is $97.

b.  The department shall include as part of this fee an amount determined by the committee and
department to fund the provision of special medical formula for eligible individuals with inherited
diseases of amino acids and organic acids who are identified through the program.

c.  Provisions of special medical formula through this funding allocation shall be available to an
individual only after the individual has shown that all benefits from third-party payers including, but
not limited to, health insurers, health maintenance organizations, Medicare, Medicaid, WIC and other
government assistance programs have been exhausted. In addition, a full fee and a sliding fee scale shall
be established and used for those persons able to pay all or a part of the cost. Income and resources shall
be considered in the application of the sliding fee scale. Individuals whose income is at or above 185
percent of the federal poverty level shall be charged a fee for the provision of special medical formula.
The placement on the sliding fee scale shall be determined and reviewed at least annually.

4.3(10) Special medical formula program.

a. A special medical formula program for individuals with inherited diseases of amino acids and
organic acids who are identified through the lowa neonatal metabolic screening program is provided by
the University of lowa.

b.  Payments received from clients based on third-party payment, sliding fee scales and donations
shall be used to support the administration of and the purchase of special medical formula.

c¢.  The funding allocation from the INMSP fee will be used as the funder of last resort after all
other available funding options have been pursued by the special medical formula program.

d.  The central laboratory shall act as the fiscal agent.

e.  The University of lowa Hospitals and Clinics under the control of the state board of regents
shall not receive indirect costs from state funds appropriated for this program.

641—4.4(136A) Expanded maternal serum alpha-fetoprotein screening program. This program
provides comprehensive second trimester maternal screening services for the state.

4.4(1) Maternal screening policy. 1t shall be the policy of the state of [owa that all pregnant women
are offered the lowa expanded maternal serum alpha-fetoprotein (MSAFP)/Quad Screen. The lowa
expanded MSAFP/Quad Screen measures the maternal serum levels of alpha-fetoprotein, unconjugated
estriol, human chorionic gonadotropin, and inhibin-A to provide a risk assessment for open neural
tube defects, ventral wall defects, Down syndrome, Trisomy 18, and Smith-Lemli-Opitz. If a patient
desires this screening test, the specimen shall be drawn and submitted by her health care provider to the
University Hygienic Laboratory, the center’s designated central laboratory.
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4.4(2) Maternal screening procedure.

a.  Collection of specimens. A serum or clotted blood specimen shall be collected from the patient
during 15 to 20 weeks of gestation.

b.  Processing of specimens. The central laboratory shall test specimens within three working days
of receipt.

¢.  Reporting of abnormal results. Abnormal test results shall be reported within 24 hours to
the consulting physician or the physician’s designee who shall then notify the submitting health care
provider. On the next working day, this initial report shall be followed by a written report to the
submitting health care provider.

4.4(3) Consulting physician responsibility. A consulting physician shall be designated by the center
in collaboration with the central laboratory to provide interpretation of test results and consultation to
the submitting health care provider. This physician shall provide consultation for abnormal test results,
assist with questions about management of identified cases, provide education and assist with quality
assurance measures. The screening program with assistance from the consulting physician shall:

a. Incollaboration with the central laboratory, submit a proposed budget and narrative justification
for the upcoming fiscal year to the center by January 31 of each year, and

b.  Submit a written annual report of the previous fiscal year to the center by September 30 of each
year. The report shall include:

(1) Number of women screened,

(2) Number of repeat screens,

(3) Number of abnormal results by disorder,

(4) Number of rejected specimens,

(5) Results of quality assurance testing, and

(6) Screening and educational activity details.

4.4(4) Central laboratory responsibility. The central laboratory shall:

a. Test specimens within three working days of receipt.

b.  Distribute specimen collection kits and other materials to health care provider offices and
drawing facilities as required.

¢.  Inform the submitting health care provider or drawing facility of an unacceptable specimen and
request another specimen.

d.  Provide educational materials concerning specimen collection procedures.

e. Have available for review a written quality assurance program covering all aspects of its
screening activity.

f- Actasafiscal agent for program charges encompassing the analytical, technical, administrative,
educational and follow-up costs for the screening program.

4.4(5) lowa expanded MSAFP/Quad Screen fee determination. The department shall annually
review and determine the fee to be charged for all activities associated with the MSAFP/Quad Screen.
The review and determination of the fee shall be completed at least one month prior to the beginning
of the fiscal year.

4.4(6) Sharing of information and confidentiality. Reports, records, and other information collected
by or provided to the Iowa expanded MSAFP/Quad screening program relating to a patient’s maternal
serum screening results and follow-up information are confidential records pursuant to lowa Code section
22.7.

a. Personnel of the program shall maintain the confidentiality of all information and records used
in the review and analysis of maternal serum screening and follow-up, including information that is
confidential under lowa Code chapter 22 or any other provisions of state law.

b.  The program shall not release confidential information except to the following persons and
entities, under the following conditions:

(1) The patient for whom the report is made.

(2) A local health care provider, or submitting laboratory.

(3) A representative of a state or federal agency, to the extent that the information is necessary to
perform a legally authorized function of that agency or the department. The state or federal agency will
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be subject to confidentiality regulations which are the same as or more stringent than those in the state
of lowa.

(4) A researcher, upon documentation of parental consent obtained by the researcher, and only to
the extent that the information is necessary to perform research authorized by the department and the
state board of health.

4.4(7) Retention, use and disposition of residual maternal serum screening specimens.

a. A maternal serum screening specimen collection consists of laboratory tubes with maternal
serum screening specimens and attached information about the patient, health care provider, or drawing
laboratory.

(1) Maternal serum screening specimens shall be held for a specified period of time in a locked
area at the central laboratory in accordance with central laboratory policy and procedures.

(2) Reserved.

b.  Research use.

(1) Investigators shall submit to the center proposals to use maternal serum screening specimens.
Any intent to utilize information associated with the residual maternal serum screening specimen for the
research study must be clearly delineated in the proposal.

(2) Before research can commence, proposals shall be approved by the researcher’s institutional
review board, the congenital and inherited disorders advisory committee, and the department.

(3) Personally identifiable residual specimens or records shall not be disclosed without
documentation of informed patient consent obtained by the researcher.

(4) Research on anonymized or identifiable residual specimens shall be allowed in instances where
research would further maternal serum screening activities or general medical knowledge for existing
public health surveillance activities.

641—4.5(136A) Regional genetic consultation service (RGCS). This program provides
comprehensive genetic services statewide through outreach clinics.

4.5(1) Provision of comprehensive genetic services. The department shall contract with the division
of medical genetics within the department of pediatrics at the University of lowa to provide genetic
health care and education outreach services for individuals and families within lowa. The contractor
shall provide annual reports to the department as specified in the contract.

4.5(2) Clinical services. The services provided may include, but are not limited to: diagnostic
evaluations, confirmatory testing, consultation by board-certified geneticists, genetic counseling,
medical case management, and referral to appropriate agencies.

4.5(3) Patient fees.

a. A sliding fee scale for specialty genetics provider services shall be established for patients
attending the outreach clinics. The parameters for the sliding fee scale shall be based on federally
established percent of poverty guidelines and updated annually.

b.  Families/clients seen in the regional genetic consultation service clinics shall have bills
submitted to third-party payers where applicable. Families/clients shall be billed on a sliding fee scale
after third-party payment is received. Payments received from receipts of service based on the sliding
fee scale or from the third-party payers shall be used only to support the RGCS.

c¢.  The University of lowa Hospitals and Clinics under the control of the state board of regents
shall not receive indirect costs from state funds appropriated for this program.

641—4.6(136A) Neuromuscular and other related genetic disease program (NMP). This program
provides comprehensive services statewide for individuals and families with neuromuscular disorders
through outreach clinics and statewide, active surveillance for selected neuromuscular disorders.

4.6(1) Provision of comprehensive services. The department shall contract with the department
of pediatrics at the University of lowa to provide neuromuscular health care, case management and
education outreach services for individuals and families within lowa. The contractor shall provide
annual reports to the department as specified in the contract.
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4.6(2) Clinical services. The services provided may include, but are not limited to: diagnostic
evaluations, confirmatory testing, physical therapy, consultation by board-certified neurologists, genetic
counseling, medical case management, supportive services and referral to appropriate agencies.

4.6(3) Patient fees.

a. A sliding fee scale for specialty genetic provider services shall be established for patients
attending the outreach clinics. The parameters for the sliding fee scale shall be based on federally
established percent of poverty guidelines and updated annually.

b.  Families/clients seen in neuromuscular outreach clinics shall have bills submitted to third-party
payers where applicable. Families/clients shall be billed on a sliding fee scale after third-party payment is
received. Payments received from receipts of service based on the sliding fee scale or from the third-party
payers shall be used only to support the neuromuscular outreach clinics.

¢.  The University of lowa Hospitals and Clinics under the control of the state board of regents
shall not receive indirect costs from state funds appropriated for this program.

4.6(4) Surveillance for selected neuromuscular disorders. Rescinded IAB 8/4/04, effective 9/8/04.

4.6(5) Definition. Rescinded IAB 8/4/04, effective 9/8/04.

4.6(6) Central registry activities. Rescinded IAB 8/4/04, effective 9/8/04.

641—4.7(136A) Iowa registry for congenital and inherited disorders. The central registry provides
active statewide surveillance for selected congenital and inherited disorders. Selected congenital and
inherited disorders include birth defects and neuromuscular disorders.

4.7(1) Definitions.

a.  Birth defects shall be defined as any structural or genetic abnormality that may adversely affect
a child’s health and development. The abnormality must be diagnosed or its signs and symptoms must
be recognized within the first year of life.

b.  Neuromuscular disorders include diagnoses involving the muscle, nerve, or neuromuscular
junction.

4.77(2) Surveillance policy for birth defects and neuromuscular disorders.

a. Birth defects occurring in Iowa are reportable conditions, and records of these birth defects
shall be abstracted pursuant to 641—1.3(139A) and maintained in a central registry.

b.  Birth defects surveillance shall be performed in order to determine the occurrence and trends
of birth defects, to conduct thorough and complete epidemiological surveys, to assist in the planning for
and provision of services to children with birth defects and their families, and to identify environmental
and genetic risk factors for birth defects.

c¢.  Records for selected neuromuscular disorders shall be abstracted pursuant to 641—1.3(139A)
and maintained in a central registry. Selected neuromuscular disorders include Duchenne and Becker
muscular dystrophies. Selected neuromuscular disorders surveillance shall be performed in order to
determine the occurrence and trends of the selected neuromuscular disorders, to conduct thorough and
complete epidemiological surveys through annual long-term follow-up, and to assist in the planning for
and provision of services to children with selected neuromuscular disorders and their families for the
period of time that adequate financial support is available for this project.

4.7(3) Central registry activities.

a. The center shall establish an agreement with the University of lowa to implement the activities
of the central registry.

b.  The central registry shall use the birth defects and neuromuscular coding schemes defined by
the Centers for Disease Control and Prevention (CDC).

c¢.  The central registry staff shall review hospital records, clinical charts, physician’s records, vital
records and prenatal records pursuant to 641—1.3(139A) and any other information that the central
registry deems necessary and appropriate for birth defects surveillance.

d. A reportable birth defect or neuromuscular disorder occurring in a fetal death or pregnancy
termination may be included in the central registry.
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4.7(4) Department responsibility.

a.  When a live infant’s medical records are ascertained by the central registry, the department or
its designee shall inform the parent or legal guardian by letter that this information has been collected
and provide the parent or guardian with information about services for which the child and family may
be eligible.

b.  The center and the central registry shall annually release aggregate medical and epidemiological
information to medical personnel and appropriate state and local agencies for the planning and
monitoring of services for children with birth defects.

4.7(5) Confidentiality and disclosure of information. Reports, records, and other information
collected by or provided to the central registry relating to a person known to have or suspected of having
a birth defect or neuromuscular disorder are confidential records pursuant to lowa Code section 22.7.

Personnel of the central registry and the department shall maintain the confidentiality of all
information and records used in the review and analysis of birth defects or neuromuscular disorders,
including information which is confidential under [owa Code chapter 22 or any other provisions of state
law.

Central registry personnel are authorized pursuant to 641—1.3(139A) to gather all information
relevant to the review and analysis of birth defects or neuromuscular disorders. This information may
include, but is not limited to, hospital records, physician’s records, clinical charts, birth records, death
records, fetal death records, prenatal records, vital records, and other reports relevant and necessary for
birth defects and neuromuscular disorders surveillance.

No individual or organization providing information to the central registry in accordance with this
rule shall be deemed or held liable for divulging confidential information.

4.77(6) Access to information in the central registry. The central registry and the department shall
not release confidential information except to the following, under the following conditions:

a. The parent or guardian of an infant or child for whom the report is made and who can
demonstrate that the parent or guardian has received the notification letter.

b.  An Early ACCESS service coordinator or an agency under contract with the department to
administer the children with special health care needs program, upon receipt of written consent from the
parent or guardian of the infant or child.

¢. A local health care provider, upon receipt of written consent from the parent or guardian of the
infant or child.

d.  Arepresentative of a federal agency, to the extent that the information is necessary to perform a
legally authorized function of that agency or the department. The information provided shall not include
the personal identifiers of an infant or child with a reportable birth defect or neuromuscular disorder.

e. Researchers, in accordance with the following:

(1) All proposals for research using the central registry data to be conducted by persons other than
program staff shall first be submitted to and accepted by the researcher’s institutional review board.
Proposals shall then be reviewed and approved by the department and the central registry’s internal
advisory committee before research can commence.

(2) The central registry shall submit to the central registry’s internal advisory committee for
approval a protocol describing any research conducted by the central registry in which the central
registry deems it necessary to contact case subjects and controls.

1~ A representative of a state agency, to the extent that the information is necessary to perform
a legally authorized function of that agency or the department. The state agency will be subject to
confidentiality regulations that are the same as or more stringent than those in the state of lowa.

These rules are intended to implement lowa Code chapter 136A.

[Filed November 20, 1970]

[Filed 2/12/82, Notice 12/23/81—published 3/3/82, effective 4/7/82]
[Filed emergency 7/15/83—published 8/3/83, effective 7/15/83]
[Filed emergency 9/23/83—published 10/12/83, effective 9/23/83]
[Filed emergency 5/11/84—published 6/6/84, effective 5/11/84]
[Filed 11/15/85, Notice 8/14/85—published 12/4/85, effective 1/8/86]
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[Filed 12/8/86, Notice 9/24/86—published 12/31/86, effective 2/4/87]
[Filed emergency 7/10/87—published 7/29/87, effective 7/10/87]
[Filed 11/30/87, Notice 10/21/87—published 12/16/87, effective 1/20/88]
[Filed 1/10/92, Notice 8/7/91—published 2/5/92, effective 3/11/92]
[Filed emergency 7/14/95 after Notice 6/7/95—published 8/2/95, effective 7/14/95]
[Filed 9/14/01, Notice 8/8/01—published 10/3/01, effective 11/7/01]
[Filed 9/11/02, Notice 8/7/02—published 10/2/02, effective 11/6/02]
[Filed 9/12/03, Notice 8/6/03—published 10/1/03, effective 11/5/03]
[Filed 7/16/04, Notice 6/9/04—published 8/4/04, effective 9/8/04]
[Filed emergency 7/13/05 after Notice 5/25/05—published 8/3/05, effective 7/13/05]
[Filed emergency 7/27/06 after Notice 6/21/06—published 8/16/06, effective 7/27/06]
[Filed 9/13/07, Notice 8/1/07—published 10/10/07, effective 11/14/07]
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CHAPTER 5

MATERNAL DEATHS
[Prior to 7/29/87, Health Department[470]]

641—5.1(135) Reporting of maternal deaths. A maternal death is any death occurring while a woman
is pregnant or of a woman within one year after delivery. This includes but is not limited to deaths
resulting from abortions, ectopic pregnancies and all deaths during pregnancy, childbirth, puerperium or
deaths from complications of childbirth. In the event of a maternal death, the certifying physician shall
indicate that circumstance on the certificate of death.

641—5.2(135) Ascertainment of maternal deaths. The department of public health annually shall
systematically ascertain maternal deaths using birth and death vital records.

641—5.3(135) Reviewing of maternal deaths. Hospitals, physicians, and other licensed health
care professionals shall provide to the department of public health clinical records pertinent to the
review of individual maternal deaths. The release of these materials is a confidential and privileged
communication, and no liability shall be attached to the release. Neither the released information nor
reports generated from that information shall be allowed in any legal proceedings, pursuant to lowa
Code section 135.42. The department of public health shall ensure a timely, confidential review of all
maternal deaths by experts in obstetric medicine and maternal mortality for the purpose of reducing
morbidity and mortality. At least every three years, the department shall issue occasional reports on
the causes and contributing factors of maternal deaths and recommendations of possible preventive
strategies based on those reviews.
These rules are intended to implement lowa Code section 135.40.
[Filed November 20, 1970; amended October 15, 1973]
[Filed emergency 7/10/87—published 7/29/87, effective 7/10/87]
[Filed 11/19/01, Notice 10/3/01—published 12/12/01, eftective 1/16/02]
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CHAPTER 6

VENEREAL DISEASE PROPHYLACTICS
[Prior to 7/29/87, Health Department[470]]

641—6.1(135) Definitions.

“Department” means the lowa department of public health;

“Person” means an individual, corporation, partnership, firm or association;

“Sell” means a sale by a manufacturer, wholesale dealer, distributor or jobber to a person who sells,
or intends to sell, direct to the user; and also a sale to the ultimate user in person or by a vending machine;

“Venereal disease prophylactic” for the purpose of these rules means a condom, a prophylactic
consisting of a sheath designed to be placed over the penis to prevent conception or venereal disease
during coitus.

641—6.2(135) Application for permit. Any person seeking a permit to sell venereal disease control
prophylactics shall file with the division of disease prevention of the department a completed application
on a form furnished by the department. A permit shall be valid for a period of two years from the date
of issuance. These rules shall not apply to a physician licensed under lowa Code chapter 148, 150, or
150A or a pharmacist licensed under chapter 147.

641—6.3(135) Permit number and decal to be displayed. The holder of any permit for the sale
of venereal disease prophylactics shall have a copy of the numbered permit available where the
prophylactics are sold. Any vending machine used for dispensing venereal disease prophylactics shall
have permanently attached to the machine a tag or decal listing the name and address of the permit
holder and the current permit number designated by the department. The permit holder shall have
attached to each vending machine a decal supplied by the department containing venereal disease
control information.

641—6.4(135) Compliance. All state statutes, rules and local ordinances shall be complied with by the
permit holder.

641—6.5(135) Standards. No condoms shall be sold in this state unless the following conditions are
met:

6.5(1) The condoms shall be in compliance with United States Food and Drug Administration
standards and regulations for condoms; all condoms shall be manufactured in the United States;

6.5(2) All condoms shall be individually sealed in plastic, foil or a comparable type seal to protect
the product from deterioration from exposure to air;

6.5(3) Individual condoms or individual condom containers shall bear the date of manufacture in
uncoded form and the name of the manufacturer and trademark;

6.5(4) No condoms shall be sold if they are three years or older from date of manufacture.

These rules are intended to implement lowa Code chapter 135.

[Filed June 12, 1974]
[Filed emergency 7/10/87—published 7/29/87, effective 7/10/87]
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CHAPTER 7
IMMUNIZATION AND IMMUNIZATION EDUCATION: PERSONS ATTENDING ELEMENTARY
OR SECONDARY SCHOOLS, LICENSED CHILD CARE CENTERS OR INSTITUTIONS OF

HIGHER EDUCATION
[Prior to 7/29/87, Health Department[470]]

641

7.1(139A) Definitions.

“Admitting official” means the superintendent of schools or the superintendent’s designated
representative if a public school; if a nonpublic school or licensed child care center, the governing
official of the school or child care center.

“Applicant” means any person seeking enrollment in a licensed child care center or elementary or
secondary school.

“Certified medical assistant” means a person who is certified to practice as a certified medical
assistant following completion of a postsecondary medical assistant program accredited by the
Commission on Accreditation of Allied Health Education Programs or the Accrediting Bureau of Health
Education Schools and successful completion of the certification examination and who is directed by a
supervising physician, physician assistant, or nurse practitioner.

“Competent private instruction ”’ means private instruction as defined by the department of education
pursuant to Iowa Code section 299A.1.

“Department” means the lowa department of public health.

“Electronic signature” means a confidential personalized digital key, code, or number that is used
for secure electronic data transmission and that identifies and authenticates the signatory.

“Elementary school” means kindergarten if provided, and grades one through eight or grades one
through six when grades seven and eight are included in a secondary school.

“Enrolled user” means a user of the registry who has completed an enrollment form that specifies
the conditions under which the registry can be accessed and who has been issued an identification code
and password by the department.

“Immunization registry” or ‘registry” means the database and file server maintained by the
department as well as the software application that allows enrolled users to exchange immunization
records.

“Institution of higher education” means a postsecondary school.

“Licensed child care center” means a facility or program licensed by the lowa department of human
services to provide child care for seven or more children or a prekindergarten or preschool, regardless
of the source of funding, operated by a local school district, an accredited nonpublic school, an area
education agency, or a college or university.

“Nurse” means a person licensed to practice as a nurse pursuant to lowa Code chapter 152.

“Nurse practitioner” means a person licensed to practice as a registered nurse pursuant to lowa Code
chapter 152 and certified by a professional certifying body approved by the board of nursing.

“On-campus residence hall or dormitory” means campus housing for students that is owned or
leased by the institution of higher education and located on a recognized campus site.

“Physician” means a person licensed to practice medicine and surgery or osteopathic medicine and
surgery pursuant to lowa Code chapter 148, 150, or 150A.

“Physician assistant” means a person licensed to practice as a physician assistant pursuant to lowa
Code chapter 148C.

“Postsecondary school” means a postsecondary institution under the control of the state board
of regents, a community college established under lowa Code chapter 260C, or an accredited private
institution as defined in Iowa Code section 261.9, subsection 1.

“Postsecondary student” means a person who has officially registered with a postsecondary school,
as determined by the school, and who physically attends class on the school’s campus. For purposes
of these rules, “postsecondary student” does not include a person who is exclusively registered in a
correspondence course or continuing education class or who attends class exclusively by means of the
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Internet or the Iowa communications network or through other means which do not require the person’s
physical presence on the school’s campus.

“Provisional enrollment” means enrollment for a period of time not to exceed the limit specified in
subrule 7.7(2) to allow the applicant to meet the requirements of these rules. A provisionally enrolled
applicant is entitled access to all the benefits, activities, and opportunities of the school or licensed child
care center. Provisional enrollment shall not deny the school funding for the applicant.

“Secondary school” means (a) a junior high school comprising grades 7, 8 and 9, and a senior high
school; (b) a combined junior-senior high school comprising grades 7 through 12; (c) a junior high
school comprising grades 7 and 8 and a high school comprising grades 9 through 12; (d) a high school
comprising grades 9 through 12.

“Signature” means an original signature or the authorized use of a stamped signature or electronic
signature.

“Student” means an individual who is enrolled in a licensed child care center, elementary school or
secondary school.

641—7.2(139A) Persons included. The immunization requirements specified elsewhere in these rules
apply to all persons enrolled or attempting to enroll in a licensed child care center or a public or nonpublic
elementary or secondary school in lowa including those who are provided competent private instruction.

641—7.3(139A) Persons excluded. Exclusions to these rules are permitted on an individual basis for
medical and religious reasons. Applicants approved for medical or religious exemptions shall submit to
the admitting official a valid Iowa department of public health certificate of immunization exemption.

7.3(1) To be valid, a certificate of immunization exemption for medical reasons shall contain, at
a minimum, the applicant’s last name, first name, and date of birth, the vaccine(s) exempted, and an
expiration date (if applicable) and shall bear the signature of a physician, nurse practitioner, or physician
assistant. A medical exemption may be granted to an applicant when, in the opinion of a physician, nurse
practitioner, or physician assistant:

a.  The required immunizations would be injurious to the health and well-being of the applicant or
any member of the applicant’s family or household. In this circumstance, a medical exemption may apply
to a specific vaccine(s) or all required vaccines. If, in the opinion of the physician, nurse practitioner, or
physician assistant issuing the medical exemption, the exemption should be terminated or reviewed at a
future date, an expiration date shall be recorded on the certificate of immunization exemption; or

b.  Administration of the required vaccine would violate minimum interval spacing. In this
circumstance, an exemption shall apply only to an applicant who has not received prior doses of the
exempted vaccine. An expiration date, not to exceed 60 calendar days, and the name of the vaccine
exempted shall be recorded on the certificate of exemption.

7.3(2) Areligious exemption may be granted to an applicant if immunization conflicts with a genuine
and sincere religious belief.

a. To be valid, a certificate of immunization exemption for religious reasons shall contain,
at a minimum, the applicant’s last name, first name, and date of birth and shall bear the signature
of the applicant or, if the applicant is a minor, of the applicant’s parent or guardian and shall attest
that immunization conflicts with a genuine and sincere religious belief and that the belief is in fact
religious and not based merely on philosophical, scientific, moral, personal, or medical opposition to
immunizations.

b.  The certificate of immunization exemption for religious reasons is valid only when notarized.

7.3(3) Medical and religious exemptions under this rule do not apply in times of emergency or
epidemic as determined by the state board of health and declared by the director of public health.

641—7.4(139A) Required immunizations.
7.4(1) Applicants enrolled or attempting to enroll shall have received the following vaccines in
accordance with the doses and age requirements below:
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IMMUNIZATION REQUIREMENTS

Applicants enrolled or attempting to enroll shall have received the following vaccines in accordance with the doses
and age requirements listed below. If, at any time, the age of the child is between the listed ages, the child must have
received the number of doses in the “Total Doses Required” column.

Licensed Child Care Center

12 months

through 18

months of
age

19 months

through 23

months of
age

24 months
and older

Institution Age Vaccine Total Doses Required
Less than This is not a recommended administration schedule, but contains the minimum requirements for
4 months NP . . L .
of age participation in licensed child care. Routine vaccination begins at 2 months of age.

4 months | Diphtheria/Tetanus/Pertussis 1 dose
through & | Polio 1 dose
months of | haemophilus influenzae type B 1 dose

age Pneumococcal 1 dose
6 months | Diphtheria/Tetanus/Pertussis 2 doses
through 11 | Polio 2 doses
months of | haemophilus influenzae type B 2 doses

age Pneumococcal 2 doses

Diphtheria/Tetanus/Pertussis 3 doses
Polio 2 doses
2 doses; or

haemophilus influenzae type B

1 dose received when the applicant is 15 months of age or
older.

Pneumococcal

Diphtheria/Tetanus/Pertussis

3 doses if the applicant received 1 or 2 doses before 12
months of age; or

2 doses if the applicant has not received any previous doses
or has received 1 dose on or after 12 months of age.

4 doses

Polio

3 doses

haemophilus influenzae type B

3 doses, with the final dose in the series received on or after
12 months of age, or 1 dose received when the applicant is
15 months of age or older.

Pneumococcal

4 doses; or

3 doses if the applicant received 1 or 2 doses before 12
months of age; or

2 doses if the applicant has not received any previous doses
or has received 1 dose on or after 12 months of age.

Measles/Rubella’

1 dose of measles/rubella-containing vaccine received on or
after 12 months of age; or the applicant demonstrates a
positive antibody test for measles and rubella from a U.S.
laboratory.

Varicella

Diphtheria/Tetanus/Pertussis

1 dose received on or after 12 months of age if the applicant
was born on or after September 15, 1997, unless the
applicant has had a reliable history of natural disease.

4 doses

Polio

3 doses

haemophilus influenzae type B

3 doses, with the final dose in the series received on or after
12 months of age; or 1 dose received when the applicant is
15 months of age or older. Hib vaccine is not indicated for
persons 60 months of age or older.
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Pneumococcal

4 doses if the applicant received 3 doses before 12 months
of age; or

3 doses if the applicant received 2 doses before 12 months
of age; or

2 doses if the applicant received 1 dose before 12 months of
age or received 1 dose between 12 and 23 months of age;
or

1 dose if no doses had been received prior to 24 months of
age.

Pneumococcal vaccine is not indicated for persons 60
months of age or older.

Measles/Rubella’

1 dose of measles/rubella-containing vaccine received on or
after 12 months of age; or the applicant demonstrates a
positive antibody test for measles and rubella from a U.S.
laboratory.

Varicella

1 dose received on or after 12 months of age if the applicant
was born on or after September 15, 1997, unless the
applicant has had a reliable history of natural disease.

Applicants enrolled or attempting to enroll shall have received the following vaccines in accordance with the doses
and age requirements listed below. [f, at any time, the age of the child is between the listed ages, the child must have
received the number of doses in the “Total Doses Required” column.

Institution Age

Vaccine

Total Doses Required

4 years of
age and
older

Elementary or Secondary School (K-12)

Diphtheria/Tetanus/Pertussis? 3. 4

3 doses, with at least 1 dose of diphtheria/tetanus/pertussis-
containing vaccine received on or after 4 years of age if the
applicant was born on or before September 15, 2000; or

4 doses, with at least 1 dose of diphtheria/tetanus/pertussis-
containing vaccine received on or after 4 years of age if the
applicant was born after September 15, 2000, but before
September 15, 2003; or

5 doses with at least 1 dose of diphtheria/tetanus/pertussis-
containing vaccine received on or after 4 years of age if the
applicant was born on or after September 15, 2003.

DTaP is not indicated for persons 7 years of age and older;
therefore, tetanus- and diphtheria-containing vaccine should
be used.

Polio5 €

3 doses, with at least 1 dose received on or after 4 years of
age if the applicant was born on or before September 15,
2003; or

4 doses, with at least 1 dose received on or after 4 years of
age if the applicant was born after September 15, 2003.

Measles/Rubella’

2 doses of measles/rubella-containing vaccine; the first dose
shall have been received on or after 12 months of age; the
second dose shall have been received no less than 28 days
after the first dose; or

the applicant demonstrates a positive antibody test for
measles and rubella from a U.S. laboratory.

Hepatitis B 3 doses if the applicant was born on or after July 1, 1994.
1 dose received on or after 12 months of age if the applicant
was born on or after September 15, 1997, but born before
September 15, 2003, unless the applicant has had a reliable
Varicella’ history of natural disease; or

2 doses received on or after 12 months of age if the
applicant was born on or after September 15, 2003, unless
the applicant has a reliable history of natural disease.
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! Mumps vaccine may be included in measles/rubella-containing vaccine.

2The 5% dose of DTaP is not necessary if the 41 dose was administered on or after 4 years of age.

3 Applicants 7 through 18 years of age who received their 15t dose of diphtheria/tetanus/pertussis-containing vaccine before 12
months of age should receive a total of 4 doses, with one of those doses administered on or after 4 years of age.

4 Applicants 7 through 18 years of age who received their 1%t dose of diphtheria/tetanus/pertussis-containing vaccine at 12
months of age or older should receive a total of 3 doses, with one of those doses administered on or after 4 years of age.

S 1f an applicant, born after September 15, 2003, received an all-inactivated poliovirus (IPV) or all-oral poliovirus (OPV) series, a
4t dose is not necessary if the 3 dose was administered on or after 4 years of age. If 4 polio doses are administered at
greater than 6 weeks of age and the doses are all separated by at least 4-week intervals, a 5t dose is not needed, even if the
4% dose was administered before 4 years of age.

§If both OPV and IPV were administered as part of the series, a total of 4 doses are required, regardless of the applicant's
current age.

7 Administer 2 doses of varicella vaccine, at least 3 months apart, to applicants less than 13 years of age. Do not repeat the 2nd
dose if administered 28 days or greater from the 15t dose. Administer 2 doses of varicella vaccine to applicants 13 years of age
or older at least 4 weeks apart. The minimum interval between the 1stand 20 dose of varicella for an applicant 13 years of age
or older is 28 days.

7.4(2) Vaccine doses administered less than or equal to 4 days before the minimum interval or age
shall be counted as valid. Doses administered greater than or equal to 5 days earlier than the minimum
interval or age shall not be counted as valid doses and shall be repeated as appropriate.

7.4(3) For vaccine administration, the minimum age and intervals recommended by the advisory
committee on immunization practices shall be followed.

641—7.5(139A) Required education. Each institution of higher education that has an on-campus
residence hall or dormitory shall provide vaccination information on meningococcal disease to
each postsecondary student enrolled in the institution of higher education. Meningococcal disease
information shall be contained on student health forms. For purposes of this rule, student health form(s)
means a document(s) prepared by an institution of higher education that contains, at a minimum,
information on meningococcal disease, vaccination information and any recommendations issued
by the national Centers for Disease Control and Prevention regarding meningococcal disease. The
student health form(s) shall also include space for the postsecondary student to indicate whether or
not the postsecondary student has received vaccination against meningococcal disease, including,
at a minimum, the date of vaccination. The student health form(s) shall also include space for the
postsecondary student to indicate whether or not the postsecondary student has received information on
meningococcal disease and benefits of vaccine. If a traditional student health form is not utilized by the
institution of higher education, any document(s) containing the above information is acceptable.

641—7.6(139A) Proof of immunization.

7.6(1) A valid lowa department of public health certificate of immunization shall be submitted by
the applicant or, if the applicant is a minor, by the applicant’s parent or guardian to the admitting official
of the school or licensed child care center in which the applicant wishes to enroll. To be valid, the
certificate shall be the certificate of immunization issued by the department, a computer-generated copy
from the immunization registry, or a certificate of immunization which has been approved in writing by
the department. The certificate shall contain, at a minimum, the applicant’s last name, first name, and
date of birth, the vaccine(s) administered, the date(s) given, and the signature of a physician, a physician
assistant, a nurse, or a certified medical assistant. A faxed copy, photocopy, or electronic copy of the
valid certificate is acceptable. The judgment of the adequacy of the applicant’s immunization history
should be based on records kept by the person signing the certificate of immunization or on that person’s
personal knowledge of the applicant’s immunization history, or comparable immunization records from
another person or agency, or an international certificate of vaccination, or the applicant’s personal
health records. If personal health records are used to make the judgment, the records shall include the
vaccine(s) administered and the date given. Persons validating the certificate of immunization are not
held responsible for the accuracy of the information used to validate the certificate of immunization if
the information is from sources other than their own records or personal knowledge.
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7.6(2) Persons wishing to enroll who do not have a valid lowa department of public health certificate
of immunization available to submit to the admitting official shall be referred to a physician, a physician
assistant, a nurse, or a certified medical assistant to obtain a valid certificate.

641—7.7(139A) Provisional enrollment.

7.7(1) A valid Iowa department of public health provisional enrollment certificate shall be submitted
by the applicant or, if the applicant is a minor, by the applicant’s parent or guardian to the admitting
official of the school or licensed child care center in which the applicant wishes to enroll. Applicants
who have begun but not completed the required immunizations may be granted provisional enrollment.
To qualify for provisional enrollment, applicants shall have received at least one dose of each of the
required vaccines or be a transfer student from another school system. A transfer student is an applicant
seeking enrollment from one United States elementary or secondary school into another. To be valid,
the certificate shall contain, at a minimum, the applicant’s last name, first name, and date of birth,
the vaccine(s) administered, the date(s) given, the remaining vaccine(s) required, the reason that the
applicant qualifies for provisional enrollment, and the signature of a physician, a physician assistant, a
nurse, or a certified medical assistant. Persons validating the provisional certificate of immunization are
not held responsible for the accuracy of the information used to validate the provisional certificate of
immunization if the information is from sources other than their own records or personal knowledge.
Persons signing the provisional certificate of immunization shall certify that they have informed the
applicant or, if the applicant is a minor, the applicant’s parent or guardian of the provisional enrollment
requirements.

a. Any applicant seeking provisional enrollment who does not have a valid lowa department of
public health provisional certificate of immunization to submit to the admitting official shall be referred
to a physician, a physician assistant, a nurse, or a certified medical assistant to obtain a valid certificate.

b.  Reserved.

7.7(2) The amount of time allowed for provisional enrollment shall be as soon as medically feasible
but shall not exceed 60 calendar days. The period of provisional enrollment shall begin on the date the
provisional certificate is signed. The person signing the provisional certificate shall assign an expiration
date to the certificate and shall indicate the remaining immunizations required to qualify for a certificate
of immunization.

7.7(3) The applicant or parent or guardian shall ensure that the applicant receive the necessary
immunizations during the provisional enrollment period and shall submit a certificate of immunization
to the admitting official by the end of the provisional enrollment period.

7.7(4) Rescinded IAB 12/3/08, effective 1/7/09.

7.7(5) If at the end of the provisional enrollment period the applicant or parent or guardian has not
submitted a certificate of immunization, the admitting official shall immediately exclude the applicant
from the benefits, activities, and opportunities of the school or licensed child care center until the
applicant or parent or guardian submits a valid certificate of immunization.

7.7(6) If at the end of the provisional enrollment period the applicant has not completed the
required immunizations due to minimum interval requirements, a new lowa department of public health
provisional certificate of immunization shall be submitted to the admitting official. The admitting
official must maintain all issued certificates of provisional immunization with the original provisional
certificate until the applicant submits a certificate of immunization.

641—7.8(139A) Records and reporting.

7.8(1) It shall be the duty of the admitting official of a licensed child care center or elementary
or secondary school to ensure that the admitting official has a valid Iowa department of public health
certificate of immunization, certificate of immunization exemption, or provisional certificate of
immunization on file for each student.

a. The admitting official shall keep the certificates on file in the school or licensed child care
center in which the student is enrolled and assist the student or parent or guardian in the transfer of the
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certificate to another school or licensed child care center upon the transfer of the student to another school
or licensed child care center.

b.  Unless otherwise requested by the applicant, or parent or guardian, the admitting official shall
retain the lowa department of public health certificate of immunization, or certificate of immunization
exemption, or provisional certificate of immunization for three years commencing upon the transfer or
graduation of the applicant or the school may choose to provide the permanent immunization record to
the student at time of graduation. Included with the immunization record a letter should state that this
is an important document that will be needed by the student for college or employment and should be
permanently retained.

7.8(2) It shall be the duty of the local boards of health to audit the lowa department of public health
certificates of immunization, certificates of immunization exemption, and provisional certificates of
immunization in the schools within their jurisdiction to determine compliance with Iowa Code section
139A.8. The local boards of health shall furnish the lowa department of public health within 60 days of
the first official day of school a report of the audit. The report shall be submitted for each school within
the local board of health’s jurisdiction and shall include the enrollment by grade, and the number of
Towa department of public health certificates of immunization, certificates of immunization exemption,
and provisional certificates of immunization by grade.

7.8(3) The local board of health and the Iowa department of public health shall have the right
to have access to the lowa department of public health certificates of immunization, certificates of
immunization exemption, and the provisional certificates of immunization of children enrolled in
elementary and secondary schools and licensed child care centers within the constraints of the privacy
rights of parents and students.

7.8(4) The admitting official of an institution of higher education shall provide to the department of
public health by December 1 each year aggregate data regarding compliance with lowa Code section
139A.26. The data shall be forwarded to the department within 30 days. The data shall include, but not
be limited to, the total number of incoming postsecondary freshmen students living in a residence hall
or dormitory who have:

a. Enrolled in the institution of higher education; and

b.  Been provided information on meningococcal disease; and

¢.  Been immunized with meningococcal vaccine.

641—7.9(139A) Providing immunization services. It shall be the duty of the local boards of health to
provide immunization services where no local provision exists for the services.

641—7.10(139A) Compliance. Applicants not presenting proper evidence of immunization, or
exemption, are not entitled to enrollment in a licensed child care center or elementary or secondary
school under the provisions of lowa Code section 139A.8. It shall be the duty of the admitting official
to deny enrollment to any applicant who does not submit proper evidence of immunization according
to rule 7.6(139A) and to exclude a provisionally enrolled applicant in accordance with rule 7.7(139A).

641—7.11(22) Towa’s immunization registry.

7.11(1) The department shall maintain a statewide immunization registry. Enrolled users are
responsible for purchasing and maintaining all computer hardware related to use of the registry and for
providing an Internet connection to transfer information between the user’s computer and the registry.

7.11(2) Purpose and permitted uses of registry. The registry shall consist of immunization
information, including identifying and demographic data, to allow enrolled users to maintain and
access a database of immunization histories for purposes of ensuring that patients are fully immunized.
Enrolled users shall not use information obtained from the registry to market services to patients or
nonpatients, to assist in bill collection services, or to locate or identify patients or nonpatients for any
purpose other than those expressly provided in this rule.
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7.11(3) Release of information to the registry. Enrolled users shall provide immunization
information including identifying and demographic data to the registry. Information provided may
include, but is not limited to, the following:

Name of patient;

Gender of patient;

Date of birth;

Race;

Ethnicity;

Birth state and birth country;

Address;

Parents’ names;

Mother’s maiden name;

Type of vaccination administered,

Dose or series number of vaccine;

Date vaccination was administered;

Lot number;

Contraindications, precautions;

Provider name, license, and business address; and
Patient history, including previously unreported doses.

7.11(4) Confidentiality of registry information. Immunization information, including identifying
and demographic data maintained on the registry, is confidential and may not be disclosed except under
the following limited circumstances:

a. The department may release information from the registry to the following:

(1) The person immunized or the parent or legal guardian of the person immunized;

(2) Enrolled users of the registry who have completed an enrollment form that specifies the
conditions under which the registry can be accessed and who have been issued an identification code
and password by the department;

(3) Persons or entities requesting immunization data in an aggregate form that does not identify an
individual either directly or indirectly.

(4) Agencies that complete an agreement with the department which specifies conditions for access
to registry data and how that data will be used. Agencies shall not use information obtained from the
registry to market services to patients or nonpatients, to assist in bill collection services, or to locate or
identify patients or nonpatients for any purposes other than those expressly provided in this rule.

(5) A representative of a state or federal agency, or entity bound by that state or federal agency, to
the extent that the information is necessary to perform a legally authorized function of that agency or the
department. The state or federal agency is subject to confidentiality regulations that are the same as or
more stringent than those in the state of lowa. State or federal agencies shall not use information obtained
from the registry to market services to patients or nonpatients, to assist in bill collection services, or to
locate or identify patients or nonpatients for any purposes other than those expressly provided in this
rule.

(6) The admitting official of a licensed child care center, elementary school, or secondary school;
or medical or health care providers providing continuity of care.

b.  Enrolled users shall not release immunization data obtained from the registry except to the
person immunized, the parent or legal guardian of the person immunized, admitting officials of licensed
child care centers and schools, medical or health care providers providing continuity of care, and other
enrolled users of the registry.
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641—7.12(22) Release of immunization information.

7.12(1) Between a physician, physician assistant, nurse, or certified medical assistant and the
elementary or secondary school or licensed child care center that the student attends. A physician,
a physician assistant, a nurse, or a certified medical assistant shall disclose a student’s immunization
information, including the student’s name, date of birth, and demographic information, the month, day,
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year and vaccine(s) administered, and clinic source and location, to an elementary or secondary school
or a licensed child care center upon written or verbal request from the elementary or secondary school
or licensed child care center. Written or verbal permission from a student or parent is not required
to release this information to an elementary or secondary school or licensed child care center that the
student attends.

7.12(2) Among  physicians,  physician  assistants, nurses, or certified medical
assistants. Immunization information, including the student’s last name, first name, date of birth, and
demographic information, the month, day, year and vaccine(s) administered, and clinic source and
location, shall be provided by a physician, physician assistant, nurse, or certified medical assistant to
another health care provider without written or verbal permission from the student, parent or guardian.

7.12(3) Among an elementary school, secondary school, and licensed child care center that the
student attends. An elementary school, secondary school, and licensed child care center shall disclose
a student’s immunization information, including the student’s last name, first name, date of birth, and
demographic information, the month, day, and year of vaccine(s) administered, and clinic source and
location, to another elementary school, secondary school, and licensed child care center that the student
attends. Written or verbal permission from a student, or if the student is a minor, the student’s parent
or guardian, is not required to release this information to an elementary school, secondary school, and
licensed child care center that the student attends.

These rules are intended to implement lowa Code sections 139A.8 and 22.7(2).

[Filed 11/10/77, Notice 10/5/77—published 11/30/77, effective 1/4/78]
[Filed emergency 12/23/77—published 1/11/78, effective 12/23/77]

[Filed emergency 9/18/78 after Notice 5/31/78—published 10/4/78, effective 9/18/78]
[Filed emergency 8/7/80 after Notice 6/11/80—published 9/3/80, effective 8/8/80]
[Filed emergency 1/15/81—published 2/4/81, effective 1/15/81]

[Filed 9/23/83, Notice 7/6/83—published 10/12/83, eftective 11/16/83]
[Filed emergency 7/10/87—published 7/29/87, effective 7/10/87]

[Filed 1/11/89, Notice 10/19/88—published 2/8/89, effective 3/17/89]
[Filed 5/10/91, Notice 4/3/91—published 5/29/91, effective 7/3/91]

[Filed 5/16/94, Notice 3/2/94—published 6/8/94, effective 7/13/94]

[Filed 5/13/96, Notice 3/27/96—published 6/5/96, effective 7/10/96]

[Filed 11/10/98, Notice 9/23/98—published 12/2/98, effective 1/6/99]
[Filed emergency 7/9/03—published 8/6/03, effective 7/9/03]

[Filed 9/12/03, Notice 8/6/03—published 10/1/03, effective 11/5/03]¢
[Filed 7/15/05, Notice 5/25/05—published 8/3/05, effective 9/7/05]

[Filed emergency 1/11/06—published 2/1/06, effective 1/11/06]

[Filed 11/12/08, Notice 7/16/08—published 12/3/08, effective 1/7/09]

®  Two or more ARCs
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CHAPTER 8

SEXUAL ASSAULT EXAMINATION AND REIMBURSEMENT
[Prior to 7/29/87, Health Department[470] Ch 8]
[Transferred to Department of Justice[61]; see 61—9.82, 9.83]
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CHAPTER 9

OUTPATIENT DIABETES EDUCATION PROGRAMS
[Prior to 7/29/87, Health Department[470], Ch 9]

641—9.1(135) Scope. The scope of this chapter is to describe the standards for outpatient diabetes
self-management education programs and the procedures programs must follow for certification by the
Iowa department of public health that will allow for third-party reimbursement.

641—9.2(135) Definitions. For the purpose of these rules, the following terms shall have the meaning
set forth below.

“ADA” means the American Diabetes Association.

“Certification” means the review and approval and assignment of a program site number of an
outpatient diabetes education program which meets minimum standards.

“Certified diabetes educator” means a person currently certified by the National Certification Board
for Diabetes Educators.

“Department” means the lowa department of public health.

“Diabetes mellitus” includes the following:

1. “Type I diabetes” means insulin-dependent diabetes (IDDM) requiring lifelong treatment with
insulin.

2. “Type Il diabetes” means noninsulin-dependent diabetes often managed by food plan, exercise,
weight control, and in some instances, oral medications or insulin.

3. “Gestational diabetes” means diabetes diagnosed during pregnancy.

4. “Impaired glucose tolerance” means a condition in which blood glucose levels are higher than
normal, diagnosed by a physician, and treated with food plan, exercise or weight control.

5. “Secondary diabetes” means diabetes induced by drugs or chemicals as well as by pancreatic
or endocrine disease and treated appropriately.

“Director” means the director of the lowa department of public health.

“Licensed dietitian ” means a person currently licensed to practice dietetics under lowa Code chapter
152A.

“Participant” means a patient who is referred to, is active in, or has completed the educational
diabetes program.

“Pharmacist” means a person currently licensed to practice pharmacy under lowa Code chapter 155.

“Physician” means a person currently licensed to practice medicine and surgery, osteopathic
medicine and surgery, or osteopathy under lowa Code chapters 148 and 150A.

“Primary instructor” means an instructor with major or broad teaching responsibility.

“Professional health educator” means a person having successfully completed a degree designated
“health education” from an accredited college or university.

“Program” means an outpatient diabetes self-management education program in which instruction
shall be provided which shall enable people with diabetes and their families to understand the diabetes
disease process and the daily management of diabetes.

“Program coordinator” means the person responsible for the direction and supervision of a program
including, but not limited to, planning, arranging implementation, and assuring quality.

“Program staff”’ means the program coordinator, program physician, primary and supporting
instructors, and advisory committee members.

“Registered nurse” means a person currently licensed to practice professional nursing under lowa
Code chapter 152.

“Standards” means the outpatient diabetes education program standards developed by the
department.

“Supporting instructor” means an instructor who teaches only one or two specific topics of the
program, on a voluntary or paid basis.

641—9.3(135) Powers and duties. The department shall be responsible for taking the following actions:
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9.3(1) Develop minimum standards in consultation with the American Diabetes Association, Great
Plains affiliate.

9.3(2) Annually review and update the standards as needed, and provide revised standards to
programs and others.

9.3(3) Develop certification packages.

a. Certification packages shall be provided on request to programs and to the general public.

b.  The package shall contain certification procedures, rules, and standardized forms.

c.  The certification package is available from the Bureau of Health Promotion, Division of
Substance Abuse and Health Promotion, Iowa Department of Public Health, Lucas State Office
Building, Des Moines, lowa 50319-0075.

9.3(4) Evaluate each application submitted and determine adequacy of program for certification.

9.3(5) Assign a program site number and an expiration date and issue a certificate to each program
that meets the standards. A certificate shall be valid for three years from issuance unless specified
otherwise on the certificate or unless sooner revoked.

9.3(6) Maintain a list of certified programs.

641—9.4(135) Application procedures for American Diabetes Association recognized
programs. When the program is recognized by the American Diabetes Association, the program
shall apply for certification to the department by submitting a copy of the Certificate of Recognition
provided by ADA, the name, address and telephone number for the program, the name of the program
coordinator and the name of the program physician. In addition, since the ADA recognition program
does not require the participation of a pharmacist but the Iowa law does, an ADA-recognized program
shall submit the name(s), license number(s) and continuing education hours of the pharmacist(s) who
serves as program staff. A pharmacist shall be a primary or supporting instructor or advisory committee
member and shall meet the education requirements in 9.8(6), 9.8(7) or 9.8(8). The expiration date for
the certification of an ADA-recognized program shall be six months after the expiration date of the
ADA recognition.

641—9.5(135) Renewal procedures for American Diabetes Association recognized programs. To
apply for renewal of certification, the ADA-recognized program shall submit a copy of the new ADA
Certificate of Recognition, the name, address and telephone number for the program, the name of
the program coordinator, the name of the program physician, and the name(s), license number(s),
and continuing education hours of the pharmacist(s) who serves as program staff. A pharmacist shall
be a primary or supporting instructor or advisory committee member and shall meet the continuing
education requirements in 9.9(6).

641—9.6(135) Application procedures for programs not recognized by the American Diabetes
Association.

9.6(1) Each program shall apply for certification with the department.

9.6(2) Applications from programs not recognized by ADA shall provide the following information:

a. Name, address and telephone number for the program, program physician and program
coordinator.

b.  Identification of the target population, an estimate of the program caseload, estimated number
of programs to be conducted annually, minimum and maximum class size, and a calendar identifying
the hours per day and number of days per week scheduled in individual or group instruction to meet the
minimum course requirements.

c. A description of goals and objectives, participant referral mechanism, and means of
coordinating between the community, physicians, and program staff.

d.  Evaluation methods designed by individual programs and samples of documents to be used.

e. A description of the curriculum designed to instruct the participant with diabetes how to achieve
self-management competency. The curriculum shall cover the same 15 content areas as are required by
the ADA for recognition. These topics are listed below.
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(1) Diabetes overview.

(2) Stress and psychological adjustment.

(3) Family involvement and social support.

(4) Nutrition.

(5) Exercise and activity.

(6) Medications.

(7) Monitoring and use of results.

(8) Relationship among nutrition, exercise, medication and blood glucose levels.
(9) Prevention, detection, and treatment of acute complications.

(10) Prevention, detection, and treatment of chronic complications.

(11) Foot, skin, and dental care.

(12) Behavior change strategies, goal setting, risk-factor reduction, and problem solving.
(13) Benefits, risks, and management options for improving glucose control.

(14) Preconception care, pregnancy, and gestational diabetes.

(15) Use of health care systems and community resources.

641—9.7(135) Diabetes program management for programs not recognized by the American
Diabetes Association.

9.7(1) Pertinent information related to the recent medical history, physical examination, and test
results performed by the participant’s health care provider shall be provided when the participant is
referred to the program. Program staff shall remain in contact with the participant’s health care provider
and shall make recommendations relative to the medical care and treatment of the participant’s diabetes
when appropriate.

9.7(2) When the participant completes the program, arrangements shall be made by program staff
for optimal follow-up care.

9.7(3) Program staff members shall take an active role in the care of the participant’s diabetes
during the course of the program to optimize diabetes control. The program staff shall be prepared
to make necessary recommendations to the referring health care provider in the participant’s diabetes
management which may include the following:

a. Changes in the insulin regimen.

b.  Changes in the medications.

c¢.  Changes in the food plan.

d. Changes in exercise.

9.7(4) Written materials supporting the program curriculum are to be made available to the
participants. Educational materials from commercial sources shall be carefully evaluated by staff and
be consistent with the program curriculum.

641—9.8(135) Program staff for programs not recognized by the American Diabetes Association.

9.8(1) A program coordinator and a program physician shall be designated.

a. The program coordinator shall provide direction and supervision of the program, including, but
not limited to, planning, arranging implementation, and assuring quality. If the program coordinator is
an instructor, the program coordinator shall be a health care professional and meet the requirements for
primary or supporting instructor.

b.  The program physician shall provide medical direction for the program. The program physician
shall maintain contact with the participant’s attending physician and shall make recommendations
relative to the medical care and treatment of the participant’s diabetes where appropriate.

9.8(2) The program shall have an advisory committee composed of at least one physician, one
registered nurse, one licensed dietitian and one pharmacist to oversee the program. It is recommended
the advisory committee include an individual with behavioral science expertise, a consumer, and a
community representative. The advisory committee shall participate in the annual planning process,
including determination of target audience, program objectives, participant access mechanisms,
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instructional methods, resource requirements, participant follow-up mechanisms, and program
evaluation.

9.8(3) The primary instructors shall be one or more of the following health care professionals:
physicians, registered nurses, licensed dietitians, and pharmacists who are knowledgeable about the
disease process of diabetes and the treatment of diabetes. If there is only one primary instructor, there
shall be at least one supporting instructor. The supporting instructor shall be from one of the four
professions listed as possible primary instructors, but a different profession from the single primary
instructor.

9.8(4) The program may have additional supporting instructors including, but not limited to, dentist,
exercise physiologist, health educator, ophthalmologist, pediatric diabetologist, podiatrist, psychologist,
psychiatrist, or social worker.

9.8(5) The names and license or registration numbers of the program physician, program coordinator,
and all primary and supporting instructors shall be included with the program application.

9.8(6) All primary instructors shall show evidence of knowledge about the disease process of
diabetes and the treatment and management of people with diabetes by documentation of one or more
of the following:

a.  Within the last three years, completion of a minimum of 24 hours of continuing education in
diabetes, diabetes management, or diabetes education; or

b.  Equivalent training or experience including, but not limited to, endocrinology fellowship
training or masters level preparation in diabetes nursing/nutrition. Unsupervised teaching of patients
is not an acceptable equivalent.

c.  Current certification as a certified diabetes educator.

9.8(7) All supporting instructors shall show evidence of knowledge about the disease process of
diabetes and the treatment and management of people with diabetes by documentation of completion of
a minimum of 12 hours of continuing education in diabetes, diabetes management, or diabetes education
within the last three years or have current certification as a certified diabetes educator.

9.8(8) The four professionals required in 9.8(2) to be on the advisory committee shall have completed
six hours of continuing education in diabetes within the past three years.

9.8(9) The program coordinator shall determine that each primary or supporting instructor has
current licensure or registration required to practice in lowa.

9.8(10) The program coordinator shall determine that new primary or supporting instructors, who
join the program staff during a certification period, meet the requirements for initial certification in 9.8(6)
or 9.8(7) within six months of when they join the program staff.

641—9.9(135) Renewal application procedures for programs not recognized by the American
Diabetes Association. Every three years, programs shall provide the following information to the
department at least 30 days prior to the expiration date.

9.9(1) Name, address and telephone number of the program, program physician and program
coordinator.

9.9(2) Identification of the target population, an estimate of program caseload, and the number of
participants served in the certification period.

9.9(3) A description of goals and objectives, participant referral mechanism, and means of
coordinating between the community, physicians, and program staff.

9.9(4) A description of any changes from the previous application.

9.9(5) A list of new program staff by name, license number or registration number, and position
with the program. New staff who will serve as primary instructors shall submit documentation of their
training in diabetes as addressed in 9.8(6). New staff serving as supporting instructors shall submit
documentation of their training as addressed in 9.8(7).

9.9(6) Documentation of continuing education hours accrued since the previous application for
current staff and new staff.

a. All primary instructors shall complete a minimum of 18 hours of continuing education in
diabetes, diabetes management or diabetes education within the past three years.



IAC 7/2/08 Public Health[641] Ch9, p.5

b.  All supporting instructors shall complete a minimum of nine hours of continuing education in
diabetes, diabetes management, or diabetes education within the past three years.

¢.  The four professionals required in 9.8(2) to be on the advisory committee shall complete a
minimum of five hours of continuing education in diabetes within the past three years.

641—9.10(135) Annual report. Summary data shall be completed annually by each program and sent
to the department. The data shall include the number of times the program was presented, the number
of outpatients that participated, and a summarized description of program participants including type of
diabetes, age, race and sex.

641—9.11(135) Enforcement.
9.11(1) The department may annually or more frequently conduct on-site visits of certified programs.
9.11(2) The department shall furnish a written report of each visit to the program coordinator.
9.11(3) Programs determined by the department to no longer meet the minimum standards for
certification shall be given 30 days following receipt of the department’s notification of deficiencies to
submit a plan of correction.
9.11(4) Notification of cancellation shall be provided to the Iowa insurance division of the lowa
department of commerce and the public.

641—9.12(135) Complaints.

9.12(1) The department shall accept complaints of alleged problems relating to certified outpatient
diabetes self-management programs. The information shall state in a reasonably specific manner the
basis of the complaints and be presented in writing, in person or by telephone to: Bureau of Health
Promotion, Division of Substance Abuse and Health Promotion, lowa Department of Public Health,
Lucas State Office Building, Des Moines, lowa 50319-0075; (515)281-6779.

9.12(2) The department shall, within 20 working days of the receipt of the complaint, contact the
program coordinator for initial evaluation of the specific matters alleged in the complaint. The program
shall receive a written report of the results of department activities relating to the complaint investigation.
The complainant shall be promptly informed of the results of the investigation or any action taken by
the department.

641—9.13(135) Appeal process.

9.13(1) Denial. Programs shall receive written notice by certified mail, return receipt requested,
setting forth the reason(s) for denial. The denial shall become effective 30 days after receipt by the
aggrieved party unless the grievant within that 30-day period gives written notice to the department
requesting a hearing in which case the notice shall be deemed to be suspended.

9.13(2) Revocation. Programs shall receive written notice by certified mail, return receipt requested,
setting forth the reason(s) for revocation. The revocation shall become effective 30 days after receipt by
the aggrieved party unless the grievant within that 30-day period gives written notice to the department
requesting a hearing in which case the notice shall be deemed to be suspended.

9.13(3) Contested case. Upon receipt of an appeal that meets contested case status, the appeal shall
be forwarded within five working days to the department of inspections and appeals pursuant to the rule
adopted by that agency regarding the transmission of contested cases. The information upon which the
adverse action is based and any additional information which may be provided by the aggrieved party
shall also be provided to the department of inspections and appeals.

641—9.14(135) Formal contest.

9.14(1) Hearing. The hearing shall be conducted according to the procedural rules of the department
of inspections and appeals found in 481—Chapter 10.

9.14(2) Decision of administrative law judge. When the administrative law judge makes a proposed
decision and order, it shall be served by certified mail, return receipt requested, or delivered by personal
service. That proposed decision and order then becomes the department’s final agency action without
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further proceedings ten days after it is received by the aggrieved party unless an appeal to the director
is taken as provided in 9.14(3).

9.14(3) Appeal to director. Any appeal to the director for review of the proposed decision and order
of the administrative law judge shall be filed in writing and mailed to the director by certified mail, return
receipt requested, or delivered by personal service within ten days after the receipt of the administrative
law judge’s proposed decision and order by the aggrieved party. A copy of the appeal shall also be mailed
to the administrative law judge. Any request for an appeal shall state the reason for appeal.

9.14(4) Record of hearing. Upon receipt of an appeal request, the administrative law judge shall
prepare the record of the hearing for submission to the director. The record shall include the following:
All pleadings, motions and rules.

All evidence received or considered and all other submissions by recording or transcript.
A statement of all matters officially noticed.

All questions and offers of proof, objections and rulings thereon.

All proposed findings and exceptions.

The proposed decision and order of the administrative law judge.

9 14(5) Decision of director. The decision and order of the director becomes the department’s final
agency action upon receipt by the aggrieved party and shall be delivered by certified mail, return receipt
requested, or by personal service.

9.14(6) Exhausting administrative remedies. It is not necessary to file an application or a rehearing
to exhaust administrative remedies when appealing to the director or the district court as provided in
Iowa Code section 17A.19. The aggrieved party to the final agency action of the department who has
exhausted all administrative remedies may petition for judicial review of that action pursuant to lowa
Code chapter 17A.

9.14(7) Petition for judicial review. Any petition for judicial review of a decision and order shall
be filed in the district court within 30 days after the decision and order becomes final. A copy of the
notice of appeal shall be sent to the director by certified mail, return receipt requested, or by personal
service. The address is: Iowa Department of Public Health, Lucas State Office Building, Des Moines,
Towa 50319-0075.

These rules are intended to implement lowa Code section 135.11.

[Filed 5/17/85, Notice 11/7/84—published 6/5/85, effective 7/10/85']
[Filed emergency 9/19/85—published 10/9/85, effective 9/19/85]
[Filed emergency 7/1/86—published 7/16/86, effective 7/1/86]’
[Filed 7/11/86, Notice 5/7/86—published 7/30/86, effective 9/3/86]
[Filed emergency 9/19/86—published 10/8/86, effective 9/19/86]
[Filed emergency 7/10/87—published 7/29/87, effective 7/10/87]
[Filed 3/15/91, Notice 1/9/91—published 4/3/91, effective 5/8/91]
[Filed 9/19/96, Notice 7/17/96—published 10/9/96, effective 11/13/96]
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' Objection to 9.6(2) filed 7/11/85, IAB 7/31/85.

2 See IAB, Inspections and Appeals Department.



IAC 7/2/08

Public Health[641]

CHAPTER 10

DEFINITIONS
[Prior to 7/29/87, Health Department[470]]
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CHAPTER 11
ACQUIRED IMMUNE DEFICIENCY SYNDROME (AIDS)

FINANCIAL ASSISTANCE
TO ELIGIBLE HIV-INFECTED PATIENTS
Rescinded IAB 12/8/93, effective 1/12/94

641—11.1 to 11.15 Reserved.

CERTIFICATION OF LABORATORIES
FOR HIV TESTING

641—11.16(141) Purpose. To describe the certification procedures and standards for laboratories that
desire to perform HIV testing services.

641—11.17(141) Definitions. For the purpose of rules 641—11.16(141) to 11.34(141), the following
definitions shall apply:

“AAB” means American Association of Bioanalysts.

“AABB” means American Association of Blood Banks.

“40A” means American Osteopathic Association.

“Blood bank” means a facility for the collection, processing, or storage of human blood or blood
derivatives, or from which or by means of which human blood or blood derivatives are distributed or
otherwise made available.

“CAP” means College of American Pathologists.

“CDC” means Centers for Disease Control and Prevention.

“CLIA” means Clinical Laboratories Improvement Act as administered by HCFA for HIV testing.

“Clinical laboratory” means a facility for the microbiological, serological, chemical, hematological,
radiobioassay, cytological, immunohematological, pathological or other examination of materials
derived from the human body for the purpose of providing information for the diagnosis, prevention, or
treatment of any disease or assessment of a medical condition.

“Confirmatory test” means an additional more specific test designed to validate the results of a
screening test.

“Department” means lowa department of public health.

“FDA” means Food and Drug Administration.

“HCFA” means Health Care Financing Administration.

“HIV” means “human immunodeficiency virus.”

“HIV testing” means laboratory analysis of a specimen for the purpose of detecting HIV infection.

“JCAHO” means Joint Commission on Accreditation of Healthcare Organizations.

“Laboratory” means a clinical or public health laboratory or a blood bank inside or outside the
boundaries of lowa.

“Medicare” means Medicare laboratories certified by HCFA under 42 CFR 482.27, effective
September 15, 1986, (Conditions of Participation for Hospitals) or 42 CFR 405.1310 et seq., effective
January 1, 1966 (Conditions for Coverage of Services of Independent Laboratories).

“Physician” means a person currently licensed pursuant to lowa Code chapters 148, 150 or 150A.

“Public health laboratory” means a laboratory operated by an agency of city, county or state
government for purposes of supporting disease control activities.

“Screening test” means the initial test performed to detect antibodies to HIV.

“Specimen” means a human body fluid or tissue sample.

641—11.18(141) Responsibilities of the department.
11.18(1) The department shall consider for certification those laboratories that desire to perform HIV
testing services.
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11.18(2) An application package is available from the Iowa Department of Public Health, Division
of Health Protection, Lucas State Office Building, Des Moines, lowa 50319-0075.

11.18(3) The application package shall include:

a. A copy of these rules, and

b.  An “Application to Perform HIV Testing.”

11.18(4) To determine laboratory compliance with the standards established pursuant to these rules,
the department, at the department’s discretion, may conduct periodic inspections of:

a. Laboratory facilities,

b. Methods,

c.  Procedures,

d. Materials (including reagents),
e. Staff, and

£ Equipment.

NOTE: The department may delegate this authority to the State Hygienic Laboratory pursuant to the
provisions of lowa Code chapter 141.

11.18(5) The department shall issue a written notice for each certified laboratory that clearly
identifies the laboratory and the certification period. The notice shall also specify whether the laboratory
is certified to perform screening only, or can perform both screening and confirmatory HIV testing
services.

11.18(6) The department shall maintain and furnish upon request a current list of all HIV testing
laboratories certified by the department. The list shall also specify whether the laboratories are certified
to perform screening only, or can perform both screening and confirmatory HIV testing services.

641—11.19(141) Initial application and certification requirements.

11.19(1) Laboratories desiring to perform HIV testing services shall apply to the department.

11.19(2) Laboratories requesting certification to perform HIV testing shall provide to the department:

a. A completed “Application to Perform HIV Testing.”

b.  Proof of current accreditation, certification or licensure by AOA, CAP, CLIA, FDA, JCAHO
or Medicare.

c. A copy of the documents that describe the interpretive basis for positive, negative and
indeterminate screening and confirmatory test results.

NOTE: Recommended guidelines for interpreting test results are those published by the Committee on
HIV Testing, Association of State and Territorial Public Health Laboratory Directors, 6728 Old McLean
Village Drive, McLean, Virginia 22101, or other guidelines approved by the department.

d.  Proof of current enrollment in an HIV proficiency testing program. Proficiency testing
programs include, but are not limited to, those administered by AAB, AABB, CAP or CDC.

11.19(3) Acceptable performance must be maintained during the 12-month certification period in all
appropriate areas of HIV proficiency testing. Laboratories shall send copies of their proficiency testing
results to the State Hygienic Laboratory on a quarterly basis for the purpose of ongoing monitoring and
evaluation of performance. The address is: State Hygienic Laboratory, University of lowa, Oakdale
Hall, Towa City, lowa 52242.

11.19(4) Acceptable proficiency testing performance is stipulated below:

a. For laboratories providing screening tests, four out of five survey specimens must be interpreted
accurately with a minimum of five survey specimens analyzed per quarter.

b.  For laboratories providing confirmatory tests, no unacceptable results are permitted for five out
of five survey specimens with a minimum of five survey specimens analyzed per quarter.

641—11.20 Reserved.

641—11.21(141) Renewal of laboratory certification. Certification to continue HIV testing must be
renewed annually. To renew certification, laboratories must submit the following information to the
department at least 60 days before their current certification expires:
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1. Proof of continued accreditation, certification or licensure by AOA, CAP, CLIA, FDA, JCAHO
or Medicare.
2. Proof of continued enrollment in a recognized HIV proficiency testing program.

641—11.22(141) Reinstatement of certification. A laboratory whose certification has been limited,
suspended, or revoked may be reinstated, provided the department receives (within 90 days)
documentation that corrective actions have been taken that satisfy the reason(s) for limitation,
suspension, or revocation.

641—11.23(141) Application fees and inspection costs.

11.23(1) Each laboratory at the time of application shall remit to the department the appropriate
application fee. All fees shall be made payable to the “lowa Department of Public Health” as follows:

a.  Annual certification. A fee of $100 is required the first time a laboratory applies for annual
certification.

b.  Renewal. A fee of $100 is required for laboratories desiring to renew their annual certification.

¢.  Reinstatement. A fee of $100 is required for laboratories desiring to reinstate their certification.
If, however, the reinstatement occurs with less than 2 months remaining in the 12-month certification
period, the $100 fee shall be waived.

NOTE: A reinstatement does not alter a laboratory’s previously established certification period.

11.23(2) Inspection costs. Reimbursement for actual expenses shall be assessed only to those
laboratories where an on-site inspection is considered necessary. Expenses shall be reimbursed to
the State Hygienic Laboratory for the actual costs incurred for personnel time and travel expenses
consistent with state of lowa travel reimbursement limitations.

641—11.24(141) Requirements for laboratory personnel.

11.24(1) Laboratory directors shall meet the qualifications specified by AOA, CAP, CLIA, FDA,
JCAHO or Medicare.

11.24(2) Laboratory supervisors shall meet the qualifications specified by CLIA or Medicare.

641—11.25(141) Laboratory procedures and procedure manual requirements.
11.25(1) All laboratories shall have written procedures and a procedure manual which encompasses
all current aspects of the HIV testing process including, but not limited to:
Specimen acquisition.
Specimen and report security.
Test performance.
Reporting of results.
Confirmation of positive test results.
"~ Confidentiality.
11.25(2) Procedure manuals shall be readily available for review during any on-site inspection.
11.25(3) Positive and negative controls shall be used each time a test is performed.
11.25(4) Laboratories shall develop criteria for the rejection of specimens.

e AaS =8

641—11.26(141) Notification of certain changes during a certification period. Any of the following
changes that occur during a certification period shall be reported to the department within ten working
days from the date the changes take place:
1. Change in accreditation, certification or licensure.
Change in address.
Change in method used for screening or confirmatory tests.
Change in laboratory used to perform confirmatory tests.
Change in laboratory director.
Change in laboratory ownership.

Sk L



Ch1l,p4 Public Health[641] IAC 7/2/08

641—11.27(141) Testing methodologies and confirmation of positive test results.

11.27(1) Screening tests. The screening test shall be the enzyme-linked immunosorbent assay
(ELISA) test or an equivalent test as determined by the department.

11.27(2) Confirmatory tests. Specimens which are reactive as a result of the screening test shall be
confirmed by the enzyme-linked immunoelectrotransfer blot (Western blot) test or an equivalent test as
determined by the department before being reported by the laboratory to the department as a confirmed
positive test result.

11.27(3) Specimens requiring confirmation that cannot be tested by the laboratory performing the
screening test shall be referred to a laboratory capable of performing confirmatory testing which has been
certified by the department.

11.27(4) Confirmed positive specimens shall be retained at or below minus 20 degrees centigrade
for at least six months.

641—11.28(141) Record maintenance and documentation of the testing process. The following
information shall be retained for at least two years:

1. Test results of all specimens.

2. Relevant quality control documentation that includes the identification and lot number of the
kit or reagents used for each batch.

641—11.29(141) Reporting of test results to the department.

11.29(1) Each laboratory shall ensure that:

a.  Written procedures have been established for reporting test results and release of information.

b.  All test results are reviewed by the director, or a qualified designee, prior to reporting.

c.  All test results are clearly identified and that appropriate interpretive information is included
with the HIV test report.

11.29(2) Within seven days of the receipt of a person’s confirmed positive test result indicating HIV
infection, the director of a blood plasma center, blood bank, clinical laboratory or public health laboratory
that performed the test or that requested the confirmatory test shall make a report to the department on a
form provided by the department. The report shall include:

a. The person’s age, race, marital status and other information deemed necessary by the
department for epidemiological purposes or as much of that information as the director may possess,
but shall not include the person’s name or address without the written authorization of the person.

b.  The name, address and telephone number of the blood plasma center, blood bank, clinical
laboratory or public health laboratory that performed or requested the test.

c.  The address of the physician or other health care practitioner that requested the test. This
paragraph, however, shall not apply to a blood plasma center or blood bank.

NOTE: Iowa Code requires the performance of a confirmatory test for any screening test result which
is reactive. However, only confirmatory test results that are positive are to be reported to the department.

641—11.30(141) Complaints or noncompliance.

11.30(1) The department shall accept complaints of alleged problems or noncompliance, provided
they relate to the laboratory’s HIV testing performance. The complainant shall state in as specific a
manner as possible the basis for the complaint. The complaint shall be presented in writing or in person
to the Towa Department of Public Health, Division of Health Protection, Lucas State Office Building,
Des Moines, Iowa 50319-0075.

11.30(2) Within 20 working days following the department’s receipt of the complaint, the department
shall communicate with the laboratory director for initial evaluation of the specific matters alleged in the
complaint.

11.30(3) Based upon the nature of the complaint, the department may request technical assistance
from the State Hygienic Laboratory in order to properly assess the alleged problem.

11.30(4) The laboratory shall receive a written report of the department’s findings relating to the
complaint investigation and the complainant shall be informed of any action taken by the department.
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11.30(5) Upon a determination by the department that a laboratory has violated these rules, the
department may immediately move to limit, suspend, revoke or deny that laboratory’s certification.

641—11.31(141) Adverse actions and the appeal process.

11.31(1) Laboratories shall receive written notice by certified mail, return receipt requested, setting
forth the reason(s) for any limitation, suspension, revocation or denial of certification.

11.31(2) The adverse action shall become effective 30 days after the aggrieved party has received
the department’s notice unless the aggrieved party, within 30 days, gives written notice to the department
requesting a hearing. In that event, the notice shall be deemed to be suspended.

11.31(3) Contested cases. The procedures for contested cases, as set out in lowa Code chapter 17A
and the rules adopted by the department in 641—Chapter 173, shall be followed in all cases where proper
notice has been made to the department of the intent to formally contest any limitation, suspension,
revocation or denial of certification.

Rules 11.16(141) to 11.31(141) are intended to implement lowa Code section 141.7.

641—11.32 to 11.34 Reserved.
TRAINING PROGRAMS

641—11.35(141) Purpose. The purpose is to describe what constitutes an approved training program,
the required content of acquired immune deficiency syndrome training programs and to identify the
groups of personnel involved.

11.35(1) Nonemergency personnel. All supervisory and patient care personnel of any agency listed
below shall complete a minimum of two hours of training concerning acquired immune deficiency
syndrome-related conditions:

a. A licensed hospice,

b. A homemaker-home health aide provider agency which receives state homemaker-home health
aide funds, or

¢.  An agency which provides respite care services and receives funds.

NOTE: New employees shall complete the training within six months of their initial employment.
Existing employees shall complete the training on or before January 1, 1989. AIDS education programs
conducted on or after January 1, 1987, shall count as satisfying the two-hour requirement when
attendance and course content can be verified.

11.35(2) Content. Training programs must address the following topics:

HIV disease processes,

Signs and symptoms,

Transmission,

High-risk activities,

Prevention recommendations, and

Universal precautions according to the following Morbidity and Mortality Weekly Reports
pubhshed by the U.S. Department of Health and Human Services, Public Health Service, Centers for
Disease Control, Atlanta, Georgia 30333:

(1) Volume 36, Number 2S, Supplement, dated August 21, 1987, entitled “Recommendations for
Prevention of HIV Transmission in Health-Care Settings,” and

(2) Volume 37, Number 24, dated June 24, 1988, entitled “Update: Universal Precautions
for Prevention of Transmission of Human Immunodeficiency Virus, Hepatitis B Virus, and Other
Bloodborne Pathogens in Health-Care Settings.”

11.35(3) Emergency and law enforcement personnel. All emergency medical services personnel,
firefighters, and law enforcement personnel shall complete a minimum of two hours of training
concerning acquired immune deficiency syndrome-related conditions and the prevention of human
immunodeficiency virus infection.

11.35(4) Content. Training programs must address the following topics:

A N
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HIV disease processes,
Signs and symptoms,
Transmission,
High-risk activities,
Prevention recommendations, and
Universal precautions according to the following Morbidity and Mortality Weekly Reports
pubhshed by the U.S. Department of Health and Human Services, Public Health Service, Centers for
Disease Control, Atlanta, Georgia 30333:

(1) Volume 36, Number 2S, Supplement, dated August 21, 1987, entitled “Recommendations for
Prevention of HIV Transmission in Health-Care Settings,” and

(2) Volume 37, Number 24, dated June 24, 1988, entitled “Update: Universal Precautions
for Prevention of Transmission of Human Immunodeficiency Virus, Hepatitis B Virus, and Other
Bloodborne Pathogens in Health-Care Settings.”

This rule is intended to implement lowa Code sections 135.11, 135.39, 139B.1(2) “f” and 141.1 to
141.10.

A N

641—11.36 to 11.39 Reserved.
DIRECT NOTIFICATION OF AN IDENTIFIABLE THIRD PARTY

641—11.40(141) Purpose. To establish, as a part of the partner notification program, a procedure
for the notification by a physician or the department of an identifiable third party who is a sexual
partner of or who shares intravenous equipment with a person who has tested positive for the human
immunodeficiency virus.

11.40(1) This procedure shall be used only when both of the following situations exist:

a. A physician for the infected person is of the good faith opinion that the nature of the continuing
contact through sexual intercourse or the sharing of intravenous equipment poses an imminent danger
of human immunodeficiency virus infection transmission to the third party.

b.  When the physician believes in good faith that the infected person, despite strong
encouragement, has not and will not warn the third party and will not participate in the voluntary partner
notification program.

11.40(2) A physician may reveal the identity of a person who has tested positive for the human
immunodeficiency virus infection pursuant to this rule only to the extent necessary to protect a third
party from the direct threat of transmission. Notification of a person pursuant to this rule shall be made
confidentially. Nothing in this rule shall be interpreted to create a duty to warn third parties of the danger
of exposure to human immunodeficiency virus through contact with a person who tests positive for the
human immunodeficiency virus infection.

11.40(3) When the physician is of the good faith opinion and belief that third-party notification
should be performed, notification of a person pursuant to this rule shall be made:

a. Directly by the physician according to the procedures stated in subrules 11.40(4), 11.40(5) and
11.40(10), or

b. By the department at the request of the physician according to subrules 11.40(6) to 11.40(10).

11.40(4) Notification by the physician. Prior to notification of a third party by an infected person’s
physician, the physician shall make reasonable efforts to inform, in writing, the person who has
tested positive for the human immunodeficiency virus infection. The written information shall state
that due to the nature of the person’s continuing contact through sexual intercourse or the sharing of
intravenous equipment with a third party, and the physician’s belief that the infected person, despite
strong encouragement, has not and will not warn the third party and will not participate in the voluntary
partner notification program, the physician is forced to take action to provide notification to the third
party. The physician, when reasonably possible, shall provide the following information to the person
who has tested positive for the human immunodeficiency virus infection:

a.  The nature of the disclosure and the reason for the disclosure.
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b.  The anticipated date of disclosure.

c¢.  The name of the party or parties to whom disclosure is to be made.

NOTE: Reasonable efforts to inform, in writing, the person who has tested positive for the human
immunodeficiency virus infection shall be deemed satisfied when the physician delivers the written notice
in person or directs a written notice to the person’s last-known address by restricted certified mail, return
receipt requested, at least five days prior to the anticipated date of disclosure to the third party.

11.40(5) When performed by the infected person’s physician, notification of the third party and any
disclosure concerning the purpose of that notification shall be made in person. The third party may
be requested by telephone or by ordinary mail to arrange to meet with the physician at the earliest
opportunity to discuss an important health matter. The nature of the health matter to be discussed shall
not be revealed in the telephone call or letter.

11.40(6) Notification by the department. When referring to the department, the infected person’s
physician shall first make reasonable efforts to inform the infected person by delivering a written notice
in person or by directing a written notice to the person’s last-known address by restricted certified mail,
return receipt requested, at least five days prior to the anticipated date of referral to the department. The
notice shall state that due to the nature of the person’s continuing contact through sexual intercourse
or the sharing of intravenous equipment with a third party, and the physician’s belief that the infected
person, despite strong encouragement, has not and will not warn the third party and will not participate
in the voluntary partner notification program, the physician is forced to take action by requesting that
the department notify the third party. The notice shall also state that the following information is being
reported to the department for purposes of third-party notification:

a. The infected person’s name and address.

b.  The third party’s name, address, telephone number and any other locating information known
to the physician.

NOTE: A copy of the letter provided to the infected person pursuant to this subrule shall accompany
the physician’s request for third-party notification by the department.

11.40(7) A physician’s request to the department to notify a third party shall be made by certified
mail, return receipt requested. The department’s address for this purpose is: lowa Department of Public
Health, Division of Disease Prevention, AIDS Prevention Program, Lucas State Office Building, Des
Moines, lowa 50319-0075. The request shall include:

a. The infected person’s name and address.

b.  The third party’s name, address, telephone number and any other locating information known
to the physician.

c¢. A statement of the facts and circumstances which satisfy the requirements of subrule 11.40(1).

11.40(8) It shall be the department’s responsibility prior to making a third-party notification, when
reasonably possible, to provide, in writing, the following information to the person who has tested
positive for the human immunodeficiency virus infection:

a.  The nature of the disclosure and the reason for the disclosure.

b.  The anticipated date of disclosure.

¢.  The name of the third party or parties to whom disclosure is to be made.

NOTE: Reasonable efforts to inform, in writing, the person who has tested positive for the human
immunodeficiency virus infection shall be deemed satisfied when the department directs a written notice
to the person’s last-known address by restricted certified mail, return receipt requested, at least five days
prior to the anticipated date of disclosure to the third party.

11.40(9) When performed by the department, notification of the third party and any disclosure
concerning the purpose of that notification shall be made in person. The third party may be requested by
telephone or by restricted certified mail, return receipt requested, to arrange to meet with a department
representative at the earliest opportunity to discuss an important health matter. The nature of the matter
to be discussed shall not be revealed in the telephone call or letter.

11.40(10) Confidentiality. The infected person’s physician and the department shall protect the
confidentiality of the third party and the infected person. The identity of the infected person shall
remain confidential unless it is necessary to reveal it to the third party so that the third party may
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avoid exposure to the human immunodeficiency virus infection. If the identity of the infected person
is revealed, the third party shall be presented with a statement in writing at the time of disclosure
which includes the following or substantially similar language: “Confidential information revealing
the identity of a person infected with the human immunodeficiency virus has been disclosed to you.
The confidentiality of this information is protected by state law. State law prohibits you from making
any further disclosure of the information without the specific written consent of the person to whom
it pertains. Any breach of the required confidential treatment of this information subjects you to legal
action and civil liability for monetary damages. A general authorization for the release of medical or
other information is not sufficient for this purpose.”

This rule is intended to implement lowa Code sections 135.11, 135.39, 139B.1(2) “’f, " 141.1 to 141.10
and 141.22A(17).

641—11.41 to 11.44 Reserved.

EMERGENCY CARE PROVIDERS
EXPOSED TO CONTAGIOUS OR
INFECTIOUS DISEASES

641—11.45(139B,141) Purpose. The purpose of these rules is to implement lowa Code sections
139B.1(2)“f” and 141.22A(17), relating to emergency care providers who are exposed to contagious
or infectious diseases.

641—11.46(139B,141) Definitions. For the purpose of rules 641—11.45(139B,141) to 11.53(139B,141)
the following definitions shall apply:

“AIDS” means acquired immunodeficiency syndrome.

“Contagious or infectious disease” means blood-borne viral hepatitis, meningococcal disease,
tuberculosis, and any other disease with the exception of AIDS or HIV infection as defined in Iowa
Code section 141.21, determined to be life-threatening to a person exposed to the disease as established
by the department based upon a determination by the state epidemiologist and in accordance with
guidelines of the Centers for Disease Control of the U.S. Department of Health and Human Services.

“Department” means the lowa department of public health.

“Designated officer” means a person who is designated by a department, agency, division, or service
organization to act as an infection control liaison officer.

“Emergency care provider” means a person who renders direct emergency aid without compensation
or a person who is trained and authorized by federal or state law to provide emergency medical
assistance or treatment, for compensation or in a voluntary capacity including, but not limited to, all
of the following:

1. A basic emergency medical care provider as defined in lowa Code section 147.1.

An advanced emergency medical care provider as defined in lowa Code section 147A.1.
A health care provider as defined in this rule.

A firefighter.

A peace officer.

6. Any other person who is not part of an emergency care provider service who renders direct
emergency aid without compensation.

“Exposure” means the risk of contracting disease.

“Health care provider” means a person licensed or certified under lowa Code chapter 148, 148C,
150, 150A, 152, or 153 to provide professional health care services to a person during the person’s
medical care, treatment or confinement.

“HIV infection” means human immunodeficiency virus infection as defined in lowa Code section
141.21.

“Infectious body fluids” means body fluids capable of transmitting HIV infection as listed in
“Guidelines for Prevention of Transmission of Human Immunodeficiency Virus and Hepatitis B Virus
to Health-Care and Public-Safety Workers,” found in Morbidity and Mortality Weekly Report, dated

whk W
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June 23, 1989, Volume 38, Number S-6, published by the U.S. Department of Health and Human
Services, Public Health Service, Centers for Disease Control, Atlanta, Georgia 30333, or subsequent
Centers for Disease Control statements on this topic. To prevent HIV and blood-borne viral hepatitis B
disease transmission, this reference indicates that universal precautions should be followed for exposure
to the following infectious body fluids: blood, amniotic fluid, pericardial fluid, peritoneal fluid, pleural
fluid, synovial fluid, cerebrospinal fluid, semen, vaginal secretions, and saliva contaminated with blood.
HIV and hepatitis B disease transmission has not occurred from feces, nasal secretions, sputum, sweat,
tears, urine, vomitus, and saliva when it is not contaminated with blood.

“Report of exposure to infectious disease” means the report form provided by the department and
is the only form authorized for the reporting of an exposure to blood-borne hepatitis B or the reporting
of a significant exposure to HIV. The report form may be incorporated into the lowa prehospital care
report, the Iowa prehospital advanced care report, or a similar report used by an ambulance, rescue, or
first responder service or law enforcement agency.

“Significant exposure” means the risk of contracting HIV infection by means of exposure to a
person’s infectious body fluids in a manner capable of transmitting HIV infection as determined by
the Centers for Disease Control of the U.S. Department of Health and Human Services. Exposure
includes contact with blood or other infectious body fluids to which universal precautions apply through
percutaneous inoculation or contact with an open wound, nonintact skin, or mucous membranes during
the performance of normal job duties. Significant exposures for HIV reportable to the hospital, or to the
office or clinic of a health care provider to initiate the notification procedure regarding an exposure to
an infectious body fluid are:

1. Transmission of blood or bloody fluids of the patient onto a mucous membrane (mouth, nose,
or eyes) of the emergency care provider.

2. Transmission of blood or bloody fluids onto an open wound or lesion with significant breakdown
in the skin barrier, including a needle puncture with a needle contaminated with blood.

641—11.47(139B,141) General provisions.

11.47(1) A hospital licensed under lowa Code chapter 135B shall have written policies and
procedures for notification of an emergency care provider who renders assistance or treatment to a
patient when in the course of admission, care, or treatment of that patient, the patient is diagnosed or is
confirmed as having a contagious or infectious disease.

11.47(2) If a patient is diagnosed or confirmed as having a contagious or infectious disease, the
hospital shall notify the designated officer of an emergency care provider service who shall notify persons
involved in attending or transporting the patient. For blood-borne contagious or infectious diseases,
notification shall only take place upon the filing of a report form with the hospital.

11.47(3) The person who renders direct emergency aid without compensation as identified in rule
11.46(139B,141), “emergency care provider,” paragraph “6,” who is exposed to a patient who has a
contagious or infectious disease shall also receive notification from the hospital when the hospital has
received a report form.

11.47(4) The notification shall advise the emergency care provider of possible exposure to a
particular contagious or infectious disease and recommend that the provider seek medical attention. The
notification shall be provided as soon as reasonably possible following determination that the patient
has a contagious or infectious disease.

11.47(5) The emergency care provider shall file exposure and significant exposure reports with the
hospital or health care provider as soon as reasonably possible following the exposure.

11.47(6) The hospital shall maintain a record of all exposure or significant exposure reports it
receives and shall retain each report for a period of five years.

11.47(7) The report form “Report of Exposure to Infectious Disease” is a confidential record
pursuant to lowa Code section 141.22A.

11.47(8) The employer of an emergency care provider who submits a report form pursuant to these
rules shall pay the cost of HIV counseling and testing for the emergency care provider and testing of
the patient pursuant to subrule 11.50(1) or 11.51(2). The department shall provide HIV counseling and
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testing at alternate testing sites for an emergency care provider who has rendered direct emergency aid
without compensation as identified in rule 11.46(139B,141), “emergency care provider,” paragraph “6.”

641—11.48(139B,141) Contagious or infectious diseases, not including HIV—hospitals.

11.48(1) Notification for blood-borne viral hepatitis shall take place only upon the filing of an
exposure report form with the hospital.

11.48(2) Notification shall take place whether or not an exposure report form has been filed for
the following contagious or infectious diseases if the identity of the emergency care provider or the
designated officer is known:

a. Meningococcal meningitis.

b.  Tuberculosis (communicable). Tuberculosis may require six to ten weeks for disease
confirmation.

11.48(3) These rules do not require a hospital to administer a test for the express purpose of
determining the presence of a contagious or infectious disease.

11.48(4) The notification shall not include the name of the patient with the contagious or infectious
disease unless the patient gives written consent.

11.48(5) These rules do not preclude a hospital from providing notification to an emergency
care provider or health care provider under circumstances in which the hospital’s policy provides for
notification of the hospital’s own employees of an exposure to a disease that is not life-threatening. The
exposure report shall not reveal the patient’s name unless the patient gives written consent.

11.48(6) A hospital’s duty of notification under these rules is not continuing. It is limited to a
diagnosis of a contagious or infectious disease made in the course of admission, care, and treatment
following the rendering of emergency assistance or treatment for which the notification requirements of
these rules apply.

641—11.49(139B,141) Contagious or infectious diseases, not including HIV—health care
providers.

11.49(1) A health care provider may provide the notification required of hospitals in these rules to
emergency care providers if a patient who has a contagious or infectious disease is transported by an
emergency care provider to the office or clinic of a health care provider.

11.49(2) These rules do not require a health care provider to administer a test for the express purpose
of determining the presence of a contagious or infectious disease.

11.49(3) Notification shall not include the name of the patient who has the contagious or infectious
disease unless the patient gives written consent.

11.49(4) A health care provider’s duty of notification under these rules is not continuing, but is
limited to a diagnosis of a contagious or infectious disease made in the course of care and treatment
following the rendering of emergency assistance or treatment for which the notification requirements of
these rules apply.

641—11.50(139B,141) HIV infection—hospitals.

11.50(1) These rules do not require or permit a hospital to administer a test for the express purpose
of determining the presence of HIV infection except that testing may be performed if the patient consents
and if the requirements of lowa Code section 141.22 are satisfied.

11.50(2) Following submission of a significant exposure report by the emergency care provider to
the hospital and a determination that the exposure reported was a significant exposure as defined in rule
11.46(139B,141), and a diagnosis or confirmation by the attending physician that the patient has HIV
infection, a hospital shall provide notification of possible exposure to HIV pursuant to subrule 11.50(3)
to the designated officer of the emergency care provider who provided assistance or treatment to the
patient.

11.50(3) Notification to the emergency care provider of exposure to HIV infection shall be made in
accordance with both of the following:
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a.  The hospital shall inform the patient, when the patient’s condition permits, that a significant
exposure occurred to an emergency care provider and that a significant exposure report has been filed.

b.  The patient may provide consent for HIV testing or voluntarily disclose HIV status to the
hospital and consent to the provision of notification.

11.50(4) Notwithstanding subrule 11.50(3), notification shall be made when the patient denies
consent for or consent is not reasonably obtainable for serological testing, and in the course of
admission, care, and treatment of the patient, the patient is diagnosed or is confirmed as having HIV
infection.

11.50(5) The hospital shall notify the designated officer of the emergency care provider service.
The designated officer shall notify those emergency care providers who submitted a significant exposure
report and attended or transported the patient. The identity of the designated officer shall not be revealed
to the patient.

11.50(6) The designated officer shall advise the emergency care providers who are notified to seek
immediate medical attention and of the provisions of confidentiality under rule 11.53(139B,141).

11.50(7) The designated officer shall inform the hospital of the names of the emergency care
providers to whom notification was made.

11.50(8) Hospitals shall inform the patient that they have a record of the names of the emergency
care providers to whom notification was provided and, if requested by the patient, the hospital shall
inform the patient of those names.

11.50(9) A person who renders direct emergency aid without compensation as identified in rule
11.46(139B,141), “emergency care provider,” paragraph “6,” who is exposed to a patient who has
HIV infection, shall receive notification directly from the hospital in accordance with the procedures
established in subrules 11.50(1) to 11.50(4).

11.50(10) The process for notification under these rules shall be initiated as soon as reasonably
possible consistent with protocols for postexposure prophylaxis, according to “Public Health Service
Statement on Management of Occupational Exposure to Human Immunodeficiency Virus, Including
Considerations Regarding Zidovudine Postexposure Use,” found in the Morbidity and Mortality Weekly
Report, dated January 26, 1990, Volume 39, Number RR-1, published by the U.S. Department of Health
and Human Services, Public Health Service, Centers for Disease Control, Atlanta, Georgia 30333, or
subsequent Centers for Disease Control statements on this topic.

11.50(11) A hospital’s duty of notification under these rules is not continuing. It is limited to the
diagnosis of HIV infection made in the course of admission, care, and treatment following the rendering
of emergency assistance or treatment of the patient with the disease.

11.50(12) Notwithstanding subrule 11.50(11), if, following discharge or completion of care or
treatment, a patient, for whom a report form was submitted that did not result in notification, wishes to
provide information regarding the patient’s HIV infection status to the emergency care provider, the
hospital shall provide a procedure for notifying the emergency care provider.

641—11.51(139B,141) HIV infection—health care providers.

11.51(1) A health care provider, with written consent of the patient, may provide the notification
required of hospitals in these rules to emergency care providers if a patient who has HIV infection is
transported by an emergency care provider to the office or clinic of the health care provider. Notification
shall take place only upon submission of a significant exposure report by the emergency care provider
to the health care provider and after determination by the health care provider that a significant exposure
has occurred.

11.51(2) These rules do not require or permit a health care provider to administer a test for the express
purpose of determining the presence of HIV infection except that testing may be performed if the patient
consents and if the requirements of lowa Code section 141.22 are satisfied.

641—11.52(139B,141) Immunity. Hospitals, health care providers, or other persons participating in
good faith in making a report under these rules, upon filing of a report form or a report under similar
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procedures to notify their own employees or in failing to make a report under these rules are immune
from any liability, civil or criminal, which may otherwise be incurred or imposed.

641—11.53(139B,141) Confidentiality.

11.53(1) Notifications made pursuant to these rules shall not disclose the identity of the patient who
is diagnosed or confirmed as having HIV infection unless the patient provides a specific written release
as provided in Iowa Code section 141.23, subsection 1, paragraph “a.”

11.53(2) If during these notification procedures an emergency care provider determines the identity
of a patient with confirmed HIV infection, the identity of the patient shall be confidential information
and shall not be disclosed by the emergency care provider to any other person unless a specific written
release is obtained from the patient.

11.53(3) The procedures followed under rules 11.50(139B,141) to 11.51(139B,141) shall provide
for the anonymity of the patient and all documentation shall be maintained in a confidential manner.

Rules 11.45(139B,141) to 11.53(139B,141) are intended to implement Iowa Code sections
139B.1(2)“f” and 141.22A(17).

641—11.54 to 11.69 Reserved.

HIV-RELATED TEST FOR CONVICTED OR ALLEGED
SEXUAL-ASSAULT OFFENDERS AND THE VICTIMS

641—11.70(709B) Purpose. The purpose of these rules is to describe procedures to follow for testing
of a convicted or alleged offender for the human immunodeficiency virus pursuant to 1998 lowa Acts,
House File 2369, and 1998 lowa Acts, House File 2527, and to establish procedures to follow to provide
for counseling, health care, and support services to the victim.

641—11.71(709B) Definitions. For the purpose of these rules, the following definitions shall apply:

“AIDS” means acquired immune deficiency syndrome as defined by the Centers for Disease Control
and Prevention of the United States Department of Health and Human Services.

“Alleged offender” means a person who has been charged with the commission of a sexual assault
or a juvenile who has been charged in juvenile court with being a delinquent as a result of actions that
would constitute a sexual assault.

“Authorized representative” means an individual authorized by the victim to request an HIV test of
a convicted or alleged offender who is any of the following:

1.  The parent, guardian, or custodian of the victim if the victim is a minor.

2. The physician of the victim.

3. The victim counselor or person requested by the victim who is authorized to provide the
counseling required pursuant to lowa Code section 141.22.

4. The victim’s spouse.

5. The victim’s legal counsel.

“Convicted offender” means a person convicted of a sexual assault or a juvenile who has been
adjudicated delinquent for an act of sexual assault.

“Department” means the Iowa department of public health.

“Division” means the crime victims assistance division of the office of the attorney general.

“HIV” means the human immunodeficiency virus identified as the causative agent of AIDS.

“HIV test” means a positive result for the HIV antibody, a positive result for HIV nucleic acid, a
positive result for p24 antigen, or a positive result for HIV virus isolation.

“Petitioner” means a person who is the victim of a sexual assault which resulted in alleged significant
exposure, or the parent, guardian, or custodian of a victim if the victim is a minor, for whom the county
attorney files a petition with the district court to require the convicted offender to undergo an HIV test.

“Sexual assault” means sexual abuse as defined in Iowa Code section 709.1, or any other sexual
offense by which a victim has allegedly had sufficient contact with a convicted or an alleged offender to
be deemed a significant exposure.
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“Significant exposure” means contact of the victim’s ruptured or broken skin or mucous membranes
with the blood or body fluids, other than tears, saliva, or perspiration, of the convicted or alleged offender.
“Significant exposure” is presumed to have occurred when there is a showing that there was penetration
of the convicted or alleged offender’s penis into the victim’s vagina or anus, contact between the mouth
and genitalia, or contact between the genitalia of the convicted or alleged offender and the genitalia or
anus of the victim.

“Victim” means a petitioner or a person who is the victim of a sexual assault which resulted in
significant exposure, or the parent, guardian, or custodian of such a victim if the victim is a minor, for
whom the victim or the peace officer files an application for a search warrant to require the alleged
offender to undergo an HIV test. “Victim” includes an alleged victim.

“Victim counselor” means a person who is engaged in a crime victim center as defined in lowa Code
section 236A.1, who is certified as a counselor by the crime victim center, and who has completed at
least 20 hours of training provided by the lowa coalition against sexual assault or a similar agency.

641—11.72(709B) HIV test—convicted or alleged sexual assault offender.

11.72(1) Unless a petitioner chooses to be represented by private counsel, the county attorney shall
represent the victim’s interest in all proceedings under lowa Code chapter 709B.

11.72(2) If a person is convicted of sexual assault or adjudicated delinquent for an act of sexual
assault, the county attorney, if requested by the petitioner, shall petition the court for an order requiring
the convicted offender to submit to an HIV test, provided that all of the following conditions are met:

a. The sexual assault for which the offender was convicted or adjudicated delinquent included
sufficient contact between the victim and the convicted offender to be deemed a significant exposure
pursuant to 641—11.71(709B).

b.  The authorized representative of the petitioner, the county attorney, or the court sought to obtain
written informed consent to the testing from the convicted offender.

c¢.  Written informed consent was not provided by the convicted offender.

11.72(3) If a person is an alleged offender, the county attorney, if requested by the victim, shall
make application to the court for the issuance of a search warrant, in accordance with lowa Code chapter
808, for the purpose of requiring the alleged offender to submit to an HIV test, if all of the following
conditions are met:

a. The applicant states that the victim believes that the sexual assault for which the alleged
offender is charged included sufficient contact between the victim and the alleged offender to be deemed
a significant exposure pursuant to 641—11.71(709B) and states the factual basis for the belief that a
significant exposure exists.

b.  The authorized representative of the victim, the county attorney, or the court sought to obtain
written informed consent to the testing from the alleged offender.

c¢.  Written informed consent was not provided by the alleged offender.

11.72(4) Upon receipt of the petition or application, the court shall:

a.  Prior to the scheduling of a hearing, refer the victim for counseling by a victim counselor or a
person requested by the victim who is authorized to provide the counseling required pursuant to lowa
Code section 141.22, regarding the nature, reliability and significance of the HIV test and of any test
results of the convicted offender. The counselor shall have a certificate of attendance from the department
of public health-sponsored workshop on HIV serologic test counseling.

b.  Schedule a hearing to be held as soon as is practicable.

c¢.  Cause written notice to be served on the convicted or alleged offender who is the subject of
the proceeding, in accordance with the lowa Rules of Civil Procedure relating to the service of original
notice, or if the convicted or alleged offender is represented by legal counsel, provide written notice to
the convicted or alleged offender and the convicted or alleged offender’s legal counsel.

d.  Provide for the appointment of legal counsel for a convicted or alleged offender if the convicted
or alleged offender desires but is financially unable to employ counsel.
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e.  Furnish legal counsel with copies of the petition or application, written informed consent, if
obtained, and copies of all other documents related to the petition or application, including, but not
limited to, the charges and orders.

11.72(5) A hearing under these rules shall be conducted in an informal manner consistent with
orderly procedure and in accordance with the lowa Rules of Evidence.

a.  The hearing shall be limited in scope to the review of questions of fact only as to the issue of
whether the sexual assault for which the offender was convicted or adjudicated delinquent or for which
the alleged offender was charged provided sufficient contact between the victim and the convicted or
alleged offender to be deemed a significant exposure, and to questions of law.

b.  In determining whether the contact should be deemed a significant exposure for a convicted
offender, the court shall base the determination on the testimony presented during the proceedings on
the sexual assault charge, the minutes of the testimony or other evidence included in the court record, or
if a plea of guilty was entered, based upon the complaint or upon testimony provided during the hearing.
In determining whether the contact should be deemed a significant exposure for an alleged offender, the
court shall base the determination on the application and the factual basis provided in the application for
the belief of the applicant that a significant exposure exists.

c¢.  The victim may testify at the hearing, but shall not be compelled to testify. The court shall
not consider the refusal of a victim to testify at the hearing as material to the court’s decision regarding
issuance of an order or search warrant requiring testing.

d.  The hearing shall be in camera unless the convicted or alleged offender and the petitioner or
victim agree to a hearing in open court and the court approves. The report of the hearing proceedings
shall be sealed and no report of the proceeding shall be released to the public, except with the permission
of all parties and the approval of the court.

e.  Stenographic notes or electronic or mechanical recording shall be taken of all court hearings
unless waived by the parties.

11.72(6) Following the hearing, the court shall require a convicted or alleged offender to undergo
an HIV test only if the petitioner or victim proves all of the following by a preponderance of evidence.

a. The sexual assault constituted a significant exposure.

b.  An authorized representative of the petitioner, the county attorney, or the court sought to obtain
written informed consent from the convicted or alleged offender.

c.  Written informed consent was not provided by the convicted or alleged offender.

11.72(7) A convicted offender who is required to undergo an HIV test may appeal to the court for
review of questions of law only, but may appeal questions of fact if the findings of fact are clearly
erroneous.

641—11.73(709B) Medical examination costs. The cost of a medical examination for the purpose of
gathering evidence and the cost of treatment for the purpose of preventing venereal disease shall be
paid from the victim compensation fund as established in Iowa Code chapter 709B, and 1998 Iowa
Acts, House File 2527, section 55. Information is available from the department of justice, crime victim
assistance program, telephone (515)281-5044.

641—11.74(709B) Testing, reporting, and counseling—penalties.

11.74(1) The physician or other practitioner who orders the test of a convicted or alleged offender
for HIV under Iowa Code chapter 709B shall disclose the results of the test to the convicted or alleged
offender, and to the victim counselor or a person requested by the victim who is authorized to provide the
counseling required pursuant to lowa Code section 141.22, who shall disclose the results to the petitioner.

11.74(2) All testing under this chapter shall be accompanied by pretest and posttest counseling
as required under lowa Code section 141.22. The department of public health may be contacted for
brochures that may assist in meeting the requirements of lowa Code section 141.22.

11.74(3) Subsequent testing arising out of the same incident of exposure shall be conducted
in accordance with the procedural and confidentiality requirements of 641—11.70(709B) to
641—11.74(709B).
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11.74(4) Results of a test performed under 641—11.70(709B) to 641—11.74(709B), except as
provided in subrule 11.74(6), shall be disclosed only to the physician or other practitioner who orders
the test of the convicted or alleged offender, the convicted or alleged offender, the victim, the victim
counselor or person requested by the victim who is authorized to provide the counseling required
pursuant to lowa Code section 141.22, the physician of the victim if requested by the victim, the parent,
guardian, or custodian of the victim, if the victim is a minor, and the county attorney who filed the
petition for the HIV testing under 641—11.70(709B) to 641—11.74(709B), who may use the results
to file charges of criminal transmission of HIV. Results of a test performed under these rules shall not
be disclosed to any other person without the written, informed consent of the convicted or alleged
offender. A person to whom the results of a test have been disclosed under 641—11.70(709B) to
641—11.74(709B) is subject to the confidentiality provision of lowa Code section 141.23, and shall not
disclose the results to another person except as authorized by lowa Code section 141.23, subsection 1.

11.74(5) If HIV testing is ordered under 641—11.70(709B) to 641—11.74(709B), the court shall
also order periodic testing of the convicted offender during the period of incarceration, probation, or
parole or of the alleged offender during a period of six months following the initial test if the physician
or other practitioner who ordered the initial test of the convicted or alleged offender certifies that, based
upon prevailing scientific opinion regarding the maximum period during which the results of an HIV
test may be negative for a person after being HIV-infected, additional testing is necessary to determine
whether the convicted or alleged offender was HIV-infected at the time the sexual assault or alleged
sexual assault was perpetrated. The results of the test conducted pursuant to subrule 11.74(6) shall
be released only to the physician or other practitioner who orders the test of the convicted or alleged
offender, the convicted or alleged offender, the victim counselor or person requested by the victim who
is authorized to provide the counseling required pursuant to lowa Code section 141.22, who shall disclose
the results to the petitioner, the physician of the victim if requested by the victim and the county attorney
who may use the results as evidence in the prosecution of the sexual assault or in the prosecution of the
offense of criminal transmission of HIV.

11.74(6) The court shall not consider the disclosure of an alleged offender’s serostatus to an alleged
victim, prior to conviction, as a basis for a reduced plea or reduced sentence.

11.74(7) The fact that an HIV test was performed under 641—11.70(709B) to 641—11.74(709B)
and the results of the tests shall not be included in the convicted offender’s medical or criminal record
unless otherwise included in department of corrections records.

11.74(8) The fact that an HIV test was performed under 641—11.70(709B) to 641—11.74(709B)
and the results of the test shall not be used as a basis for further prosecution of a convicted offender
in relation to the incident which is the subject of the testing, to enhance punishments, or to influence
sentencing.

11.74(9) If the serologic status of a convicted offender, which is conveyed to the victim, is based
upon an HIV test other than a test which is authorized as a result of the procedures established in
641—11.70(709B) to 641—11.74(709B), legal protections which attach to such testing shall be the
same as those which attach to an initial test under 641—11.70(709B) to 641—11.74(709B), and the
rights to a predisclosure hearing and to appeal provided under 1998 lowa Acts, House File 2527, section
35, shall apply.

11.74(10) HIV testing required under 641—11.70(709B) to 641—11.74(709B) shall be conducted
by the state hygienic laboratory.

11.74(11) Notwithstanding the provision of these rules requiring initial testing, if a petition is filed
with the court under 1998 Iowa Acts, House File 2527, section 35, requesting an order for testing and
the order is granted, and if a test has previously been performed on the convicted offender while under
the control of the department of corrections, the test results shall be provided in lieu of the performance
of an initial test of the convicted offender, in accordance with 641—11.70(709B) to 641—11.74(709B).

11.74(12) Test results shall not be disclosed to a convicted offender who elects against disclosure.

11.74(13) In addition to the counseling received by a victim, referral to appropriate health care
and support services shall be provided. Referral information is available at state alternate test sites.
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Alternate test site information is available from the Iowa department of public health, STD/HIV
prevention program, telephone (515)281-4936.

11.74(14) In addition to persons to whom disclosure of the results of a convicted or alleged offender’s
HIV test results is authorized under these rules, the victim may also disclose the results to the victim’s
spouse, persons with whom the victim has engaged in vaginal, anal, or oral intercourse subsequent to
the sexual assault, or members of the victim’s family within the third degree of consanguinity.

11.74(15) A person to whom disclosure of a convicted offender’s HIV test results is authorized under
these rules shall not disclose the results to any other person for whom disclosure is not authorized under
these rules. A person who intentionally or recklessly makes an unauthorized disclosure in violation of
this subrule is subject to a civil penalty of $1000. The attorney general or the attorney general’s designee
may maintain a civil action to enforce these rules. Proceedings maintained under this subrule shall
provide for the anonymity of the test subject, and all documentation shall be maintained in a confidential
manner.

These rules are intended to implement 1998 lowa Acts, House File 2527, and 1998 Iowa Acts, House
File 2369.

641—11.75 to 11.79 Reserved.
HIV HOME COLLECTION

641—11.80(126) Purpose. The purpose of these rules is to implement lowa Code section 126.25(1) as
amended by 1997 lowa Acts, Senate File 300.

641—11.81(126) Definitions. For the purpose of these rules, the following definitions shall apply:

“CLIA” means the Clinical Laboratories Improvement Act as administered by the Health Care
Financing Administration.

“FDA” means the U.S. Food and Drug Administration.

“HIV” means the human immunodeficiency virus identified as the causative agent of AIDS.

“HIV home collection kit” means a product for human immunodeficiency virus testing that provides
for the specimen to be collected by an individual and then submitted to a laboratory, for determination
of test results.

“HIV home testing kit” means a product for human immunodeficiency virus testing that provides
for specimen collection and determination of test results by an individual without the utilization of a
laboratory.

“Laboratory” means a laboratory meeting the CLIA requirements for HIV testing.

“Specimen” means a human body fluid or tissue sample.

641—11.82(126) HIV home testing kit. An HIV home testing kit shall not be advertised for sale, offered
for sale, or sold in this state.

641—11.83(126) HIV home collection kit. An HIV home collection kit approved by the FDA may be
advertised for sale, offered for sale, or sold in this state.

AIDS DRUG ASSISTANCE PROGRAM (ADAP)

641

11.84(141A) Definitions. For purposes of these rules, the following definitions shall apply:
“ADAP advisory committee” means the committee appointed by the bureau of disease prevention
and immunization to provide advice and technical assistance to the department regarding the ADAP
program.
“AIDS” means acquired immune deficiency syndrome as defined by the Centers for Disease Control
and Prevention of the United States Department of Health and Human Services.
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“AIDS drug assistance program” or “ADAP” means the AIDS drug assistance program
administered by the bureau of disease prevention and immunization within the department.

“Bureau” means the bureau of disease prevention and immunization within the department.

“Department” means the lowa department of public health.

“Director” means the director of the lowa department of public health.

“Family income” means the combined gross earned and unearned income of all individuals within
the family unit.

“Family unit” means a group of individuals residing together who are related by birth, marriage,
or adoption; or an individual who does not reside with any other individual to whom the individual is
related by birth, marriage, or adoption.

“HIV” means the human immunodeficiency virus identified as the causative agent of AIDS.

“lowa AIDS ADAP formulary” means the list of drugs approved for use in the ADAP program by
the bureau upon recommendation of the ADAP advisory committee.

641—11.85(141A) Purpose. The AIDS drug assistance program is a state-administered program that
provides certain HIV/AIDS medications to eligible low-income individuals diagnosed with HIV or AIDS
if adequate funding is available for administration of the program. The AIDS drug assistance program
is authorized under Title II of the Ryan White Comprehensive AIDS Resources Emergency (CARE)
Act. The AIDS drug assistance program will cease to provide medications when available funding is
exhausted or terminated. ADAP is not an entitlement program and does not create a right to assistance.

641—11.86(141A) Eligibility requirements.

11.86(1) An applicant is eligible to participate in ADAP if the applicant:

a. Applies for enrollment in ADAP on a form provided by the department;

b.  Has no or inadequate health insurance to cover the cost of the drugs that are or may become
available from ADAP;

c.  Is not fully covered under the lowa Medicaid program;

d.  Has an annual gross family income that is less than or equal to 200 percent of the poverty level
as determined by the most recent federal poverty guidelines published annually by the United States
Department of Health and Human Services for the size of the household (this income shall be determined
after a $500 work-related deduction is deducted from the monthly gross salary of an employed person
with HIV/AIDS);

e. Hasliquid assets, not including major residence, household furnishings, and one vehicle, valued
at less than $10,000;

f Has amedical diagnosis of HIV infection or AIDS or is an unborn infant or an infant under 18
months of age who has an HIV-infected mother; and

g Is aresident of lowa.

11.86(2) For purposes of paragraph 11.86(1) “d, ”” an individual may report annual family income by
using actual family income for the most recent 12 months or by using estimated annual family income
determined by multiplying the current monthly family income by 12.

641—11.87(141A) Enrollment process.

11.87(1) The department shall review each completed application and shall determine enrollment
based upon applicant eligibility, the date on which the application was completed, and the availability of
funds. When the department determines that an applicant is eligible for enrollment, the applicant may be
enrolled for 12 months commencing with the date of the determination or may be enrolled for a shorter
time period at the discretion of the department.

11.87(2) An applicant shall provide the department with all requested information and shall execute
any consent forms or releases of information necessary for the department to verify eligibility.

11.87(3) The department shall review eligibility annually after enrollment unless one of the
following events occurs within the 12-month period to end eligibility:

a. The enrolled individual dies;
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b.  The enrolled individual is determined eligible and enrolled to fully receive medical services
through a third-party payer;

¢.  The enrolled individual’s annual family income increases to an amount above 200 percent of
the poverty level; or

d.  The enrolled individual establishes residency outside the state of lowa.

11.87(4) An applicant must submit a renewal application form on an annual basis, accompanied by
all information requested by the department.

641—11.88(141A) Distribution requirements.

11.88(1) Enrolled individuals shall be eligible to receive financial assistance only for drugs that:

a. Havereceived Food and Drug Administration approval to treat HIV or prevent the deterioration
of health due to HIV, coinfections or opportunistic infections; and

b.  Are on the lowa AIDS ADAP formulary.

11.88(2) The primary care provider shall write each drug prescription for an applicant or enrolled
individual.

11.88(3) The enrolled individual must obtain the approved drug from the department’s contracted
pharmacy unless an exception to this requirement is granted by the department.

641—11.89(141A) ADAP waiting list.

11.89(1) If an applicant is eligible for ADAP and sufficient funds are available to provide services
to the applicant, the department shall enroll the applicant. If the applicant is eligible for ADAP and
sufficient funds are not available to provide services to the applicant, the department shall place the
applicant’s name on the ADAP waiting list in the order provided for in this rule.

11.89(2) The department shall place names on the waiting list in the following order:

a. Women who have been diagnosed with HIV infection or AIDS and who are pregnant shall be
placed on the waiting list with priority over all other applicants.

b.  Applicants who are already on medications shall be placed on the waiting list with priority over
all applicants listed in paragraphs “c” and “d.”

c¢.  HIV medication naive patients shall be placed on the waiting list in the following order with
priority over all applicants listed in paragraph “d”:

(1) CD4 count of < 200 cells/mm3 regardless of viral load.

(2) New opportunistic (HIV-related) infection or malignancy.

(3) Asymptomatic and CD4 count of 200-350 and viral load > 55,000 copies/ml.

(4) Asymptomatic and CD4 count of > 350. If viral load is > 55,000, a documented fall in CD4
counts on three measurements of at least 15 percent of first measurement (i.e., 500 on first test must drop
to less than or equal to 425).

d.  All other applicants shall be placed on the waiting list in chronological order based upon the
date of receipt of a completed application by the department.

11.89(3) To verify that applicants on the waiting list continue to meet ADAP eligibility requirements,
the department shall require applicants on the waiting list to submit reapplication forms annually.

641—11.90(141A) Appeals. The department shall cause an applicant to be notified of the department’s
decision to approve or deny an application or to place an applicant on the ADAP waiting list. In the event
an applicant is dissatisfied with the department’s decision, the applicant may submit a formal appeal in
writing to the ADAP advisory committee. Such request shall be delivered in person or shall be mailed
by certified mail, return receipt requested, to ADAP Advisory Committee, lowa Department of Public
Health, Lucas State Office Building, 321 E. 12th Street, Des Moines, lowa 50319. Upon receipt of
such an appeal, the ADAP advisory committee shall review the case and issue a written determination
within 15 days of receipt of the request. The decision shall refer to the applicant by initials or other
nonidentifying means. The ADAP advisory committee’s decision shall be final and binding. This appeal
process does not constitute a contested case proceeding as defined in lowa Code chapter 17A.
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641—11.91(141A) Confidentiality. The ADAP application and all information received or maintained
by the department in connection with the ADAP program shall be considered confidential information
in accordance with lowa Code section 141A.9.
These rules are intended to implement lowa Code section 141A.3(1).
[Filed emergency 9/18/87—published 10/7/87, effective 9/18/87]
[Filed 9/26/88, Notice 8/10/88—published 10/19/88, effective 11/23/88]
[Filed emergency 1/11/89—published 2/8/89, effective 1/11/89]
[Filed 11/9/89, Notice 10/4/89—published 11/29/89, effective 1/3/90]
[Filed emergency 1/10/90—published 2/7/90, effective 1/10/90]
[Filed emergency 9/28/90—published 10/17/90, effective 10/1/90]
[Filed emergency 11/9/90—published 11/28/90, effective 11/9/90]
[Filed 3/15/91, Notice 11/28/90—published 4/3/91, effective 5/8/91]
[Filed emergency 5/10/91—published 5/29/91, effective 6/1/91]
[Filed emergency 3/11/92—published 4/1/92, effective 4/1/92]
[Filed 3/13/92, Notice 2/5/92—published 4/1/92, effective 5/6/92]
[Filed 11/15/93, Notice 8/4/93—published 12/8/93, effective 1/12/94]
[Filed 11/15/93, Notice 9/1/93—published 12/8/93, effective 1/12/94]
[Filed 7/14/94, Notice 6/8/94—published 8/3/94, effective 9/7/94]
[Filed 7/11/97, Notice 6/4/97—published 7/30/97, effective 9/3/97]
[Filed 9/18/98, Notice 7/15/98—published 10/7/98, effective 11/11/98]
[Filed 9/10/04, Notice 8/4/04—published 9/29/04, effective 11/3/04]
[Filed emergency 1/9/08—published 1/30/08, effective 1/9/08]
[Filed 3/13/08, Notice 1/30/08—published 4/9/08, effective 5/14/08]
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CHAPTER 12
APPROVAL OF CONFIRMATORY LABORATORIES FOR
PRIVATE SECTOR DRUG-FREE WORKPLACE TESTING

641—12.1(730) Purpose. The purpose of this chapter is to describe the procedures that a laboratory
must follow to receive approval by the department to conduct confirmatory testing of samples for the
detection of alcohol or other drugs, or their metabolites, in employees or prospective employees.

641

12.2(730) Definitions. For the purpose of these rules, the following definitions shall apply:

“Alcohol” means ethanol, isopropanol, or methanol.

“Alcohol or drug testing” means analysis of a sample for the purpose of detecting the presence or
absence of alcohol or other drugs, or their metabolites, in the sample tested.

“CLIA” means Clinical Laboratory Improvement Amendments of 1988.

“CMS” means Centers for Medicare and Medicaid Services. CMS is the federal agency responsible
for implementing and administering CLIA regulations.

“Confirmatory test” means a test for alcohol or other drugs, or their metabolites, using a testing
method as stipulated in rule 641—12.9(730), “Confirmatory testing.”

“Department” means the lowa department of public health.

“Director” means the director of the lowa department of public health.

“Drug” means a substance considered a controlled substance and included in Schedule I, 11, IIT, TV,
or V under the federal Controlled Substances Act, 21 U.S.C. Subsections 801 et seq.

“Employee” means a person in the service of an employer in this state and includes the employer and
any chief executive officer, president, vice president, supervisor, manager, and officer of the employer
who is actively involved in the day-to-day operations of the business.

“Employer” means a person, firm, company, corporation, labor organization, or employment agency,
which has one or more full-time employees employed in the same business, or in or about the same
establishment, under any contract of hire, express or implied, oral or written, in this state. “Employer”
does not include the state, a political subdivision of the state, including a city, county, or school district,
the United States, the United States Postal Service, or a Native American tribe.

“GC/MS’” means gas chromatography/mass spectrometry.

“Laboratory” means a facility inside or outside the state of lowa approved to conduct confirmatory
testing of samples for the detection of alcohol or other drugs, or their metabolites.

“Medical review officer” means a licensed physician, osteopathic physician, chiropractor, nurse
practitioner, or physician assistant authorized to practice in any state of the United States, who is
responsible for receiving laboratory results generated by an employer’s drug or alcohol testing program,
and who has knowledge of substance abuse disorders and has appropriate medical training to interpret
and evaluate an individual’s confirmed positive test result together with the individual’s medical history
and any other relevant biomedical information.

“Prospective employee” means a person who has made application, whether oral or written, to an
employer to become an employee.

“Sample” means such sample from the human body capable of revealing the presence of alcohol
or other drugs, or their metabolites. However, “sample” does not mean blood except as authorized
pursuant to lowa Code subsection 730.5(7), paragraph “L ” For the purpose of these rules, the substances
determined by the department to be samples from the human body capable of accurately and reliably
revealing the presence of alcohol or other drugs, or their metabolites, are urine, breath, blood, and saliva.

“Specimen” means a part taken from a sample to determine the character of the whole sample.

“UHL” means university (state) hygienic laboratory.

641—12.3(730) Powers and duties. The department shall be responsible for the following actions:
12.3(1) Processing applications from laboratories requesting approval to conduct confirmatory
testing pursuant to lowa Code subsection 730.5(7), paragraph “e.”
12.3(2) Developing an application package.
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a. The package shall be provided to all laboratories requesting approval to conduct confirmatory
testing for alcohol or other drugs, or their metabolites.

b.  The package shall contain application procedures, a copy of lowa Code section 730.5, a copy
of these administrative rules, a standardized application form and a self-inspection questionnaire.

c. The self-inspection questionnaire shall assist the department in assessing the quality of a
laboratory’s performance as a confirmatory testing laboratory. This questionnaire will comprise the
major but not the sole objective criteria used during the initial on-site inspection when conducted by
the UHL.

d. The package shall be available upon request from the lowa Department of Public Health,
Division of Health Protection, Private Sector Drug Testing Program, Lucas State Office Building, Des
Moines, Iowa 50319-0075.

12.3(3) Reviewing each application submitted and determining the adequacy for approval.

12.3(4) Designating the UHL to conduct an on-site inspection of each approved confirmatory
laboratory at least once every two years. Inspection may be waived by the director if the laboratory has
been inspected and accredited for forensic urine drug testing by the College of American Pathologists,
or if the laboratory has been inspected and certified, licensed, or approved to conduct confirmatory
testing by another state whose requirements are at least equal to lowa’s.

12.3(5) Maintaining and providing upon request an updated list of all approved confirmatory
laboratories.

12.3(6) Providing written notice of approval and assigning an expiration date.

641—12.4(730) Application procedures and requirements. Laboratories desiring to conduct
confirmatory testing for lowa’s employers shall apply to the department for approval. Each laboratory
requesting lowa approval to conduct confirmatory testing shall provide the following to the department:

12.4(1) A completed laboratory survey checklist on a form provided by the department.

12.4(2) A completed self-inspection questionnaire provided by the department that includes:

a. A list of alcohol or other drugs, or their metabolites, being tested.

b.  Copies of the two most recent and relevant graded proficiency test reports from a recognized
proficiency testing program.

c.  Personnel qualifications for all staff involved in the technical and administrative management
of the alcohol or drug testing laboratory.

d.  Copies of the forms used to report test results.

e.  Chain of custody protocols and copies of the chain of custody forms used.

f Sample collection procedures.

g.  Confirmation procedures.

12.4(3) Proof of enrollment in a recognized proficiency testing program. Recognized programs
include those approved by CMS.

12.4(4) Acceptable performance over a 12-month period in all appropriate areas of proficiency
testing for alcohol or other drugs, or their metabolites, shall be documented and maintained on an
ongoing basis. Acceptable performance is as follows:

a. Initial approval shall require at least 80 percent accuracy in the last two graded proficiency test
cycles with no false positive results.

b.  Renewal shall require at least 80 percent accuracy each year on graded proficiency surveys with
no false positive results.

641—12.5(730) Requirements of laboratory personnel involved in confirmatory testing for alcohol
or other drugs, or their metabolites.

12.5(1) The laboratory director shall be a pathologist or doctoral level individual who qualifies as a
clinical laboratory director under CLIA regulations.

12.5(2) Supervisors of analysts shall possess at least a bachelor of science degree in chemistry,
medical technology, or comparable education and two years of analytical alcohol or drug testing
experience. Supervisors must also have training in the theory and practice of laboratory procedures



IAC 7/2/08 Public Health[641] Ch 12, p.3

and an understanding of quality control concepts. Annual verification of the supervisor’s skills must
be documented by the laboratory director.

12.5(3) Analysts shall possess the necessary training and skills for assigned tasks. These individuals
shall possess at least two years of college education in the physical or biological sciences. At a
minimum, analysts shall be graduates of a medical laboratory technician program which is recognized
by the department or have at least two years of college with a minimum of nine semester hours in
chemistry.

12.5(4) Laboratory directors, supervisors and analysts involved in alcohol or drug testing shall
annually complete at least one in-service continuing education program related to alcohol or drug
testing. Continuing education programs include formal training programs where continuing education
units are awarded, informal in-house training programs, and relevant correspondence courses. Dates,
titles and subject matter for each completed course shall be documented and the information shall be
available for review.

12.5(5) The following information about each of the laboratory staff involved in alcohol or drug
testing shall be retained for two years from date of termination and shall be available for review.

a. Résumé of training and experience.

b.  Certificate or license.

c.  Job description.

641—12.6(730) Quality assurance program and procedure manual requirements. All approved
confirmatory laboratories shall have a written quality assurance program and a procedure manual which
encompasses all aspects of the alcohol or drug testing process.

12.6(1) Approved laboratories shall have written procedures for performing alcohol or drug testing
which shall include the following:
Sample acquisition.
Chain of custody.
Sample and report security.
Test performance.
Reporting of results.
 Confidentiality.

12.6(2) The quality assurance program and procedure manuals shall be available for review during
any on-site inspection.

12.6(3) Approved laboratories shall review their performance in each of the above areas every 12
months.

12.6(4) Approved laboratories are responsible for developing the criteria necessary to establish and
maintain an effective quality assurance program for confirmatory testing of alcohol or other drugs, or
their metabolites.

e AN SR

641—12.7(730) Analytical quality control. The number and position of control specimens tested within
a batch and the number of calibrators used for each batch of specimens shall be consistent with generally
accepted laboratory practice for the methodology used to conduct confirmatory testing.

12.7(1) Positive and negative controls shall be used in testing each batch of specimens.

12.7(2) Procedures shall be implemented and documented to ensure that carryover from a positive
specimen does not contaminate other subsequent specimens in that batch.

12.7(3) Approved laboratories shall develop criteria for the detection and rejection of adulterated
samples.

641—12.8(730) Sample security and confidentiality of test results. Samples and reports must never
be left unattended or unsecured.

12.8(1) Complete chain of custody documentation shall be maintained for each sample from the time
of collection from the employee or prospective employee to the time the sample is discarded. Each time
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the sample is handled or transferred, the individual receiving the sample, the time and date of transfer,
and the recipient or destination of the sample shall be documented.

12.8(2) If the first portion of the sample yielded a confirmed positive test result, the laboratory shall
store the second portion of that sample until receipt of a confirmed negative test result or for a period of
at least 45 calendar days following the completion of the initial confirmatory testing. Urine and blood
samples shall be retained in secure storage at freezing temperatures.

12.8(3) All samples for which a negative test result was reported shall be disposed of within 5
working days after issuance of the negative test result report.

641—12.9(730) Confirmatory testing.

12.9(1) Reports for alcohol shall be confirmed by gas chromatography, or a test that is recognized
by the department as an equivalent test before being reported as positive (or negative).

12.9(2) Reports for drugs or their metabolites, other than alcohol, shall not be issued in the absence
of confirmation by GC/MS or a scientifically equivalent test approved by the department.

12.9(3) Complete chain of custody procedures shall be used for referred samples.

641—12.10(730) Documentation of the confirmatory testing process. The following documents shall
be retained for at least two years and, if requested, made available for inspection.

12.10(1) Chain of custody documentation shall be maintained for each sample tested with the
identification of the sample, the person(s) handling and testing the sample, the storage of the sample,
and the eventual disposal of the sample.

12.10(2) Documents regarding the following: analytical information for each batch assayed;
instrument identification; calibration records; identification of reagent lot numbers and expiration dates;
quality control results; and any other pertinent information.

12.10(3) Copies of proficiency testing results for ongoing monitoring and evaluation of laboratory
performance. Approved confirmatory laboratories inspected by the UHL shall submit copies of
proficiency testing results to the UHL or shall ensure that proficiency testing programs submit copies of
proficiency testing results directly to the UHL on their behalf.

12.10(4) Current procedure manuals must be maintained for all procedures.

12.10(5) An annual review of manuals shall be performed and documented. Alterations and
additions to procedures shall be incorporated into manuals and approved by the laboratory director
before implementation.

641—12.11(730) Reporting of confirmed positive test results to the medical review officer.

12.11(1) Each report shall identify the alcohol or other drugs, or their metabolites, being tested with
the results of positive/negative or detected/nondetected clearly recorded.

12.11(2) Approved confirmatory laboratories shall have available a written summary of the
established sensitivity levels used for the confirmatory tests conducted for alcohol or other drugs, or
their metabolites. However, this information need not be issued with each report.

12.11(3) Approved confirmatory laboratories shall have written procedures for making both written
and telephone reports to the medical review officer.

12.11(4) All test results must be reviewed and signed by the laboratory director, or a qualified
designee, before being reported to the medical review officer.

641—12.12(730) Reporting requirements to department. Pursuant to Iowa Code subsection
730.5(16), approved confirmatory laboratories shall file a report with the department by March 1 of
each year. The address is lowa Department of Public Health, Division of Health Protection, Private
Sector Drug Testing Program, Lucas State Office Building, Des Moines, lowa 50319-0075. The report
for the state of Iowa shall include the number of positive and negative drug or alcohol test results for
the previous calendar year for the following if available to the laboratory:

1. Employees who work in non-safety-sensitive positions,

2. Employees who work in safety-sensitive positions,
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Employees during and after completion of drug or alcohol rehabilitation,
Employees as a consequence of reasonable suspicion drug or alcohol testing,
Prospective employees,
As a consequence of federal law or regulation, or by law enforcement,
As a consequence of accident investigation in the workplace,
The types of drugs which were found in the positive drug tests,
9.  All significant available demographic factors relating to the positive test pool, and
10. Total number of positive and negative drug or alcohol test results for the previous calendar year
for all employees and prospective employees who were tested.

XN W

641—12.13(730) Approval, renewal, and inspection fees. At the time of initial application and each
year thereafter, laboratories shall remit to the department a fee in an amount sufficient to reimburse the
department for expenses incurred in administering the confirmatory laboratory approval program. All
fees shall be made payable to the lowa Department of Public Health and are as follows:

12.13(1) Approval. An administration fee of $600 is required for new applications, including
applicants seeking approval through reciprocity.

12.13(2) Renewal. An administration fee of $300 is required to renew laboratory approval.

12.13(3) Inspections by the UHL. Reimbursement for actual on-site inspection and related expenses
shall be assessed to each laboratory after the completion of each inspection. Expenses related to the
on-site inspection shall be reimbursed to the UHL. These expenses shall reflect the actual cost incurred
for personnel time and travel expenses consistent with state of lowa travel reimbursement policies and
procedures. These expenses shall also include the time necessary for UHL inspection staff to:

a. Review the application and related laboratory materials in preparation for the on-site inspection,

b.  Generate the written laboratory report regarding inspection findings,

¢.  Conduct postinspection follow-up activities, if any, and

d. Review proficiency test results on an ongoing basis.

641—12.14(730) Renewal. Laboratory approval to continue confirmatory testing for alcohol or other
drugs, or their metabolites, must be renewed annually. The request for renewal shall include the
following:

1. Name and address of laboratory.

2. Renewal fee.

3. Information that reflects any changes that occurred during the current approval period.

4. Copy of supporting documents if accredited for forensic urine drug testing by the College of
American Pathologists, or if certified, licensed, or approved through reciprocity.

641—12.15(730) Reciprocity.

12.15(1) Confirmatory laboratories certified, licensed, or approved by another state to conduct
testing for alcohol or other drugs, or their metabolites, may request lowa approval through reciprocity
by:

a. Completing and submitting the department’s application package, and

b.  Including a copy of their current certificate, license, or approval document from the state whose
requirements are at least equal to lowa’s.

12.15(2) Laboratories approved through reciprocity that lose their certification, license or approval
from another state shall notify the department within five working days.

641—12.16(730) Changes during approval periods. The following changes that occur during an
approval period shall be submitted to the department within five working days from the date the change
took place:

1. Change in laboratory director.

2. Change of address.

3. Change in supervisor.
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Change in confirmation procedures.

Change in proficiency testing program.

Addition or subtraction of alcohol or other drugs, or their metabolites, being tested.

Change of ownership.

Loss of accreditation for forensic urine drug testing by the College of American Pathologists.

© N

641—12.17(730) Enforcement. Upon a determination of noncompliance by the director that these rules
have been violated, the director may immediately move to suspend, modify, or revoke any approval
issued under these rules.

641—12.18(730) Denial, suspension, modification or revocation of approval. Any one of the
following can result in denial, suspension, modification or revocation of approval. Failure of the
confirmatory laboratory to:

1. Remain in compliance with the requirements of these rules.

2.  Provide required documentation, including documentation of laboratory personnel and
proficiency test results.

3. Maintain confidentiality.

4. Meet proficiency testing criteria.

5. Provide correct information.

6. Satisfactorily complete the two most recent and relevant graded proficiency test reports from a
recognized proficiency testing program (for initial approval).

7.  Correctly represent facts on a self-inspection questionnaire or other application documents.

8.  Pass an on-site inspection conducted by the College of American Pathologists for forensic urine
drug testing, or by another state whose requirements are at least equal to lowa’s, or by the UHL.

641—12.19(730) Restoration of approval. A confirmatory laboratory whose approval has been
suspended, modified, or revoked may be reinstated within 90 days following the receipt of the following:
1. Documentation of actions that correct the reasons for suspension, modification, or revocation.
2. Documentation of a successful on-site inspection, if necessary, conducted by the College of
American Pathologists for forensic urine drug testing, or by another state whose requirements are at
least equal to lowa’s, or by the UHL.

641—12.20(730) Appeals process.

12.20(1) Denial. Laboratories shall receive written notice by certified mail, return receipt requested,
setting forth the reason(s) for denial. The adverse action shall become effective 30 days after receipt
of the notice unless the applicant, within 30 days, gives written notice to the department requesting a
hearing. In that event, the notice shall be deemed to be suspended.

12.20(2) Suspension, modification, or revocation. Confirmatory laboratories shall receive written
notice by certified mail, return receipt requested, setting forth the reason(s) for suspension, modification,
or revocation. The adverse action shall become effective 30 days after receipt of the notice unless the
aggrieved party, within 30 days, gives written notice to the department requesting a hearing. In that
event, the notice shall be deemed to be suspended.

12.20(3) Contested cases. The procedures for contested cases as set out in lowa Code chapter 17A
and the rules adopted by the department in 641—Chapter 173 shall be followed in all cases where
proper notice has been made to the department of the intent to formally contest any denial, suspension,
modification, or revocation of approval.

641—12.21(730) Complaints. The department shall accept complaints of alleged problems relating to
confirmatory laboratory procedures. The information shall state in as specific a manner as possible the
basis for the complaint. The complaint shall be presented in writing, in person or by telephone to the
Iowa Department of Public Health, Division of Health Protection, Private Sector Drug Testing Program,
Lucas State Office Building, Des Moines, lowa 50319-0075.
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Within 20 working days of the receipt of the complaint, the department shall communicate with the
laboratory director for initial evaluation of the specific matters alleged in the complaint. The complainant
shall be informed of the results of the action taken by the department.

These rules are intended to implement lowa Code section 730.5 as amended by 1998 lowa Acts,
House File 299.

[Filed emergency 2/5/88 after Notice 12/16/87—published 2/24/88, effective 2/5/88]
[Filed 5/16/94, Notice 3/30/94—published 6/8/94, effective 7/13/94]
[Filed emergency 4/16/98—published 5/6/98, effective 4/16/98]
[Filed 7/10/98, Notice 5/6/98—published 7/29/98, effective 9/2/98]
[Filed 3/9/06, Notice 2/1/06—published 3/29/06, effective 5/3/06]
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CHAPTER 13

MILK AND MILK PRODUCTS
[Prior to 7/29/87, Health Department[470]]

Rescinded IAB 1/30/08, effective 3/5/08
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CHAPTER 14
WATER TREATMENT SYSTEMS

641—14.1(714) Purpose. The purpose of these rules is to establish the requirements and procedures
for the registration and sale of water treatment systems. These rules are established pursuant to Iowa
Code section 714.16, which prohibits a person selling, leasing or renting, or advertising the sale, lease or
rental of a water treatment system in lowa from making false or deceptive representations that the water
treatment system will reduce the concentration of one or more contaminants in drinking water.

641—14.2(714) Applicability. The provisions of this chapter apply to the seller and manufacturer of a
water treatment system offered for sale, lease, or rent in lowa for which representations are made that
the water treatment system will reduce the concentration of one or more contaminants in drinking water.
Individual water treatment systems installed as central treatment for a public water system under the
rules of the lowa department of natural resources are not required to comply with these rules.

641—14.3(714) Definitions.

“Annual registration” means the renewal of registration of a water treatment system for years
subsequent to the initial registration.

“ANSI” means the American National Standards Institute, 25 W. 43rd Street, New York, New York
10036. ANSI reviews and accredits testing agencies and the standards processes of agencies that generate
and maintain product standards.

“Buyer” means the person to whom a water treatment system is being sold, leased, or rented.

“Consumer information pamphlet” means a publication which explains water quality, health effects,
quality expectations for drinking water, and the effectiveness and functions of water treatment systems.

“Consummation of sale” means the completion of the act of selling, leasing, or renting. Where
the water treatment system is ordered by telephone, mail, or Internet, “consummation of sale” means
delivery.

“Contaminant” means any particulate, chemical, microbiological, or radiological substance or
parameter in drinking water which has a potentially adverse health effect and for which a maximum
contaminant level (MCL) has been established. “Contaminant” does not include chlorine, chloramine,
or chlorine dioxide. A substance or parameter becomes a contaminant on the effective date of the
United States Environmental Protection Agency (USEPA) rule establishing the MCL in the national
primary drinking water regulations.

“Department” means the lowa Department of Public Health, Lucas State Office Building, 321 E.
12th Street, Des Moines, Iowa 50319-0075.

“Drinking water” means water intended for human consumption.

“Initial registration” means the first registration of a water treatment system after performance
testing.

“Label” means the written, printed, or graphic matter attached to or printed on the water treatment
system so it is not likely to be separated during normal shipping and handling and that can only be
removed with a purposeful effort by the owner.

“Manufacturer’s performance data sheet” or “PDS” means a booklet, document, or other printed
material that contains, at a minimum, the information required pursuant to lowa Code section 714.16
and that meets the requirements of 641—14.7(714).

“Maximum contaminant level” or “MCL,” as used in these rules, means a maximum contaminant
level, or an action level, or a treatment technique requirement established in lieu of a maximum
contaminant level, as specified in the national primary drinking water regulations (40 CFR 141).

“NSF” means NSF International, 789 Dixboro Road, P.O. Box 130140, Ann Arbor, Michigan
48113-0140. NSF maintains performance and testing standards for water treatment systems.

“Performance indication device” or “PID” means an automatic, effective means to warn the user
when a water treatment system requires service, typically after a fixed time or volume of water.

“Performance testing” means:
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1. The third-party laboratory testing of a water treatment system in accordance with an approved
performance testing protocol; or

2. The testing of a water treatment system by the manufacturer in accordance with an approved
performance testing protocol followed by an audit of the manufacturer’s performance testing facilities
and data by a third-party testing agency.

“Seller” means the person offering a water treatment system for sale, lease, or rent.

“State hygienic laboratory ” means the University Hygienic Laboratory, University of lowa, Oakdale
Campus, lowa City, lowa 52242.

“Surrogate” means a substance or parameter that is reduced in concentration by a water treatment
system and for which the reduction has been shown to reliably represent the reduction in concentration
of one or more contaminants.

“Third-party testing agency” means an independent laboratory that is approved by the department
to conduct performance testing of water treatment systems or to conduct audits of manufacturers’
performance testing facilities and data.

“Water treatment system”’ means a device or assembly for which a claim is made that it will improve
the quality of public or private drinking water by reducing the concentration of one or more contaminants
through mechanical, physical, chemical, or biological processes or a combination of processes. Each
model of a water treatment system shall be deemed a distinct water treatment system.

1. Products that are given different model numbers by the manufacturer will be considered to be
separate models unless the manufacturer can demonstrate that the products are identical.

2. Products that are similar but have different capacities, flow rates, or daily production rates will
be considered to be separate models.

3. Products that are similar but make different contaminant reduction claims will be considered
separate models.

4. Replacement components that are part of a registered water treatment system will not be
considered separate models.

641—14.4(714) Performance testing. A water treatment system shall be tested for performance by a
third-party testing agency or by the manufacturer. If the manufacturer does the performance testing, the
provisions of 14.4(3) shall apply.

14.4(1) Standards. The performance testing shall be conducted in accordance with the applicable
standard(s) from Table 1 or in accordance with a protocol approved by the state hygienic laboratory.
Performance testing shall include an evaluation of structural integrity and of the water contact materials
of the water treatment system in accordance with the applicable standard(s) listed in Table 1 or methods
approved by the state hygienic laboratory.

Table 1

Treatment Process NSF/ANSI Standard
Mechanical filtration 531
Carbon adsorption/filtration 531
Reverse osmosis 582
Cation exchange softening 443
Ion exchange except softening 531
UV disinfection, Class A 554
Distillation 625

IDrinking Water Treatment Units-Health Effects, 2007
2Reverse Osmosis Drinking Water Systems, 2007
3Residential Cation Exchange Water Softeners, 2007
4Ultraviolet Microbiological Water Treatment Systems, 2007
5Drinking Water Distillation Systems, 2007
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14.4(2) Alternate performance testing protocols. If a water treatment system is not tested in
accordance with a standard(s) in Table 1, the manufacturer of the water treatment system shall submit
an alternate performance testing protocol for the water treatment system to the department.

a.  The submission shall include, but may not be limited to, the following information:

(1) Thename and address of the manufacturer and the name, address, telephone number, and E-mail
address of the manufacturer’s representative.

(2) The brand name, model number, and trade names of each water treatment system requiring
performance testing. The manufacturer shall state whether each water treatment system will be
performance tested or if one water treatment system will be performance tested and the results used
to represent the performance of other water treatment systems. The manufacturer shall provide
justification that the performance testing of one water treatment system will reliably represent the
performance of other water treatment systems.

(3) A detailed drawing with part numbers identifying each component of the water treatment
system. Where applicable, this includes, but may not be limited to, pre- and post-filters, storage tank,
dispensing unit (faucet), booster pump, and the main treatment module. Replaceable components shall
be specifically identified and the approximate treatment capacity or replacement frequency shall be
stated.

(4) Identification of the water treatment system materials that are in contact with the water and of
any chemical added to the drinking water by the water treatment system.

(5) Specification of the pressure, flow and temperature requirements and limits for the water
treatment system.

(6) A list of the contaminants claimed to be reduced by the water treatment system.

(7) A statement indicating whether the water treatment system will be advertised and sold to treat
water that is microbiologically unsafe as defined in NSF/ANSI standard 53.

(8) A detailed description of the performance testing protocol including, but not necessarily limited
to:

1. A schematic of the test rig with specifications for the critical components and instrumentation.

2. Characterization of the general test water and the challenge water, including the level of the
challenge parameter(s) in the water. A justification for the level of the challenge parameter(s) shall be
provided.

3. Details of how the general test water and the challenge water are prepared.

Water pressure, flow rate and temperature during the test.
Sample schedule for influent and effluent water.
Analytical methods for the challenge parameter(s).
Performance standard for the challenge parameter(s).

b.  The performance testing protocol shall include the following provisions:

(1) At least two units shall be tested.

(2) The flow rate and water pressure shall be typical of the end use for the water treatment system.

(3) Where applicable, a water treatment system with a PID shall be tested to at least 120 percent
of the capacity listed on the PDS. A water treatment system without a PID shall be tested to at least 200
percent of the capacity listed on the PDS.

(4) The structural integrity of the water treatment system shall be tested in accordance with the
method in the applicable standard in Table 1.

(5) The materials shall be evaluated for safety in accordance with one of the standards in Table
1 or in accordance with NSF/ANSI standard 61-2007a, “Drinking Water System Components - Health
Effects.”

c¢.  The state hygienic laboratory shall review the performance testing protocol and shall report the
approval, conditional approval or disapproval of the protocol in writing to the department. The conditions
of approval or the reasons for disapproval shall be in the report.

d.  The manufacturer shall pay a fee not to exceed $200 to the state hygienic laboratory for each
performance testing protocol review done in accordance with these rules.

Nowns
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14.4(3) Manufacturer testing and audit. A manufacturer may do performance testing of a water
treatment system at its own facilities provided that a performance testing protocol from a standard
in Table 1 or a performance testing protocol approved in accordance with 14.4(2) is used and the
manufacturer’s personnel, facilities and data are found to be adequate when audited by a third-party
testing agency.

a. The manufacturer shall submit to the department information including, but not necessarily
limited to, the following:

(1) The applicable standard(s) from Table 1 or the information required by 14.4(2).

(2) The name and address of the third-party testing agency performing the audit, and the name,
address, telephone number, and E-mail address of an authorized representative of the third-party testing
agency.

b.  The third-party testing agency responsible for the audit of the manufacturer’s facilities and data
shall submit to the department information including, but not necessarily limited to, the following:

(1) A detailed description of the manufacturer’s testing facilities and equipment.

(2) Résumés of the management, scientific, and technical personnel responsible for conducting the
performance testing.

(3) A copy of the manufacturer’s state drinking water laboratory certification for the contaminants
treated by the water treatment system, or verification that the manufacturer has the capability to perform
USEPA-approved analytical methods for the contaminants treated by the water treatment system. If the
analyses are performed by another agency, a copy of that agency’s certificate and documentation of the
business relationship between the manufacturer and the agency shall be submitted.

(4) An evaluation of the manufacturer’s laboratory quality assurance program.

(5) The number of water treatment systems tested at the manufacturer’s testing facilities, if
applicable, listed by the standard(s) used as the basis for testing and including the contaminants for
which testing was done.

(6) An evaluation of the capability of the facility to conduct performance testing in accordance
with the approved performance testing protocol.

c¢.  Upon receipt of the report of the audit, the department shall transmit a letter of approval,
conditional approval, or disapproval to the manufacturer within 30 days. The conditions of approval or
the reasons for disapproval shall be in writing and shall be provided to the manufacturer’s representative.

14.4(4) Performance requirements. A water treatment system shall meet or exceed the performance
requirements of the standard(s) in Table 1 applicable to the water treatment system. If a contaminant
treated by the water treatment system is not addressed by a standard in Table 1, the water treatment
system shall reduce the level of the contaminant to or below the MCL when the water treatment system
is tested in accordance with a performance testing protocol approved according to 14.4(2).

14.4(5) Retesting.

a. If a water treatment system is listed by an ANSI-accredited third-party testing agency, the
manufacturer shall have the water treatment system retested for performance in accordance with the
policies of the third-party testing agency, but no less frequently than every five years. Other water
treatment systems shall be retested by a third-party testing agency at least every five years.

b.  After a water treatment system is retested, the manufacturer shall submit the test data in
accordance with 14.6(1). The manufacturer shall submit a PDS modified to include the results of the
retesting at the time of the next annual registration.

c. A change in the capacity of the water treatment system or to the contaminant claims shall be
reported in accordance with 14.6(3).

d.  Water treatment systems registered prior to January 1, 2009, shall be retested, and the test data
and PDS submitted prior to January 1, 2014.

641—14.5(714) Third-party testing agencies. The department shall review and approve the facilities
and capabilities of an agency before the agency is authorized as a third-party testing agency for the
purposes of these rules.



IAC 12/3/08 Public Health[641] Ch 14, p.5

14.5(1) Submission of information. An agency applying for authorization as a third-party testing
agency shall submit to the department information including, but not necessarily limited to, the
following:

a. The name, address, telephone number, and E-mail address of the agency representative.

b.  Verification that the agency is not owned, fully or partially, or managed by a company engaged
in the manufacture or sales of water treatment systems.

c. A copy of the agency’s laboratory certification under the Safe Drinking Water Act for the
contaminants for which the agency will do performance testing (if the analyses are performed by another
agency, a copy of that agency’s certificate and documentation of the business relationship between the
applicant and the agency shall be submitted); or

d.  Written verification to the department that the agency has the capability to perform the
USEPA-approved methods of analysis for the contaminants for which the agency will do performance
testing.

e. A copy of the agency laboratory quality assurance plan.

f- A detailed description of the agency’s testing facilities and equipment.

g Résumés of the management, scientific, and technical personnel responsible for conducting the
performance testing.

h.  The number of water treatment systems tested by the agency, if applicable, listed by the
standards used as the basis for testing and including the contaminants for which testing was done.

i. A copy of a test protocol that the agency has developed for a client or a copy of the report of
the test of a water treatment system prepared for a client, if applicable.

j. A nonrefundable $200 review fee.

k. If product testing is subcontracted to another testing agency, the name of the agency and the
name, address, telephone number, and E-mail address of an authorized representative of the agency; the
standard(s) used; and the contaminant(s) tested by the agency.

[, An agency that is accredited by ANSI for product testing and certification in accordance with
one or more of the standards in Table 1 shall submit the following:

(1) The information required in 14.5(1) “a” and “b” and the fee required in 14.5(1) ‘7. ”

(2) The ANSI certificate and scope of accreditation.

(3) The method by which the department can access information about a water treatment system
tested and certified by the agency. The information shall include:

1. Manufacturer’s name.

Model number of the water treatment system.
Replacement element(s) designation.

Rated capacity, if applicable.

Service flow rate, if applicable.

Daily production rate, if applicable.

7.  List of the contaminants for which the water treatment system has been tested.

14.5(2) Testing auditor. An agency applying for authorization to audit a manufacturer’s data and
facilities shall submit to the department information including, but not necessarily limited to, the
following:

a. The information and fee required by 14.5(1).

b. A written description of the agency’s qualifications and experience in performing laboratory
audits and laboratory analysis.

c.  Written verification that USEPA or equivalent procedures for auditing quality control of
laboratories are followed in performing an audit of a manufacturer’s testing of a water treatment system.

14.5(3) Approval of third-party testing agencies. The department shall review the information
submitted by an agency applying for third-party testing agency status.

a. The department shall consider:

(1) The independence of the agency ownership and management.

(2) The adequacy of the agency’s facilities and equipment for water treatment system testing.

AR ANE il
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(3) The experience and training of the management, scientific, and technical staff directly
responsible for testing water treatment systems.

(4) The adequacy of the equipment, facilities and personnel for analysis of the contaminants for
which the agency will do performance testing.

(5) The adequacy of quality assurance systems at the testing facility.

b.  The department shall transmit a letter of approval, conditional approval, or disapproval to the
agency representative. The conditions of approval or the reasons for disapproval shall be in writing and
shall be provided to the agency representative.

c.  An appeal of disapproval or a condition of approval shall be submitted by the agency to the
department by certified mail, return receipt requested, within 30 days of receipt of the department’s
letter. The address is lowa Department of Public Health, Water Treatment System Registration, 321 E.
12th Street, Des Moines, lowa 50319-0075. If no appeal is received within the 30 days, the disapproval
or conditional approval becomes the department’s final agency action. An appeal shall be forwarded to
the department of inspections and appeals within 5 working days of its receipt. The department shall
provide the information upon which the disapproval or conditional approval was based and any additional
information provided by the agency to the department of inspections and appeals.

14.5(4) Resubmission. The department may require that an agency resubmit the information required
in 14.5(1) and 14.5(2) if:

a. The testing facilities are relocated.

b.  The corporate identity of the agency changes.

c¢.  The agency has not tested a water treatment system submitted to the department for registration
or has not audited a manufacturer for a period of three years or longer.

14.5(5) Revocation of authorization. The department may revoke authorization for an agency to be
a third-party testing agency or a test auditor if:

a. The agency loses ANSI accreditation.

b.  The agency submits false information in support of the registration of a product.

c.  Information submitted to support authorization is found to be false.

d. The agency, in the judgment of the department, is incompetent to conduct or incapable of
conducting testing in accordance with the standards in Table 1 or in accordance with approved protocols.

14.5(6) Notice of revocation. Notice of revocation shall be sent to the agency by restricted certified
mail, return receipt requested, or by personal service. The agency shall have a right to appeal the
revocation.

a. An appeal of a revocation shall be submitted by certified mail, return receipt requested, within
30 days of receipt of the department’s notice. The appeal shall be sent to the lowa Department of
Public Health, Division of Environmental Health, Lucas State Office Building, 321 East 12th Street,
Des Moines, lowa 50319-0075. If such a request is made within the 30-day time period, the revocation
shall be deemed to be suspended. Prior to or at the hearing, the department may rescind the revocation
upon satisfaction that the reason for the revocation has been or will be removed. After the hearing, or
upon default of the agency, the administrative law judge shall affirm, modify or set aside the revocation.
If no appeal is submitted within 30 days, the revocation shall become the department’s final agency
action.

b.  Upon receipt of an appeal that meets contested case status, the appeal shall be transmitted to the
department of inspections and appeals within five working days of receipt pursuant to the rules adopted
by that agency regarding the transmission of contested cases. The information upon which the revocation
is based shall be provided to the department of inspections and appeals.

¢.  The hearing shall be conducted in accordance with 481—Chapter 10.

d.  When the administrative law judge makes a proposed decision and order, it shall be served by
restricted certified mail, return receipt requested, or delivered by personal service. The proposed decision
and order then becomes the department’s final agency action without further proceedings ten days after
it is received by the agency unless an appeal to the director is taken as provided in paragraph “e.”

e. Any appeal to the director of the department for review of the proposed decision and order of
the administrative law judge shall be filed in writing and mailed to the director by certified mail, return
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receipt requested, or delivered by personal service within ten days after the receipt of the administrative
law judge’s proposed decision and order by the aggrieved party. A copy of the appeal shall also be mailed
to the administrative law judge. Any request for appeal shall state the reason for appeal.

£ Upon receipt of an appeal request, the administrative law judge shall prepare the record of the
hearing for submission to the director. The record shall include the following:

(1) All pleadings, motions and rules.

(2) All evidence received or considered and all other submissions by recording or transcript.

(3) A statement of all matters officially noticed.

(4) All questions and offers of proof, objections, and rulings thereon.

(5) All proposed findings and exceptions.

(6) The proposed findings and order of the administrative law judge.

g Thedecision and order of the director becomes the department’s final agency action upon receipt
by the agency and shall be delivered by restricted certified mail, return receipt requested.

h.  Itisnot necessary to file an application for a rehearing to exhaust administrative remedies when
appealing to the director or the district court as provided in Iowa Code section 17A.19. The agency may
petition for judicial review pursuant to lowa Code chapter 17A.

i.  Any petition for judicial review of a decision and order shall be filed in the district court within
30 days after the decision and order becomes final. A copy of the notice of appeal shall be sent by
certified mail, return receipt requested, or by personal service to the department at l[owa Department of
Public Health, Division of Environmental Health, 321 East 12th Street, Des Moines, lowa 50319-0075.

j. An agency that appeals a final department action to the district court shall pay the cost of the
preparation of a transcript of the contested case hearing for the district court.

641—14.6(714) Registration. A water treatment system that has been performance tested in accordance
with 14.4(714) and that meets the performance requirement of 14.4(4) may be registered with the
department. A water treatment system shall be registered with the department before it is sold, leased
or rented and before it is advertised for sale, lease or rent in Iowa.

14.6(1) [nitial registration.

a. The manufacturer of a water treatment system or the manufacturer’s authorized representative
shall submit the following information to the department on forms supplied by the department:

(1) Thename and address of the manufacturer and the name, address, telephone number, and E-mail
address of the manufacturer’s representative.

(2) The brand name, model number, and trade name(s) of the water treatment system.

(3) A detailed drawing with part numbers identifying each component of the water treatment
system. Where applicable, this includes, but may not be limited to, pre- and post-filters, storage tank,
dispensing unit (faucet), booster pump, and the main treatment module. Replaceable components shall
be specifically identified and the approximate treatment capacity or replacement frequency shall be
stated.

(4) Verification by a third-party testing agency that the water treatment system performed in
accordance with 14.4(4) when tested with an approved performance testing protocol. If the third-party
testing agency is ANSI-accredited and the water treatment system was tested in accordance with a
standard(s) in Table 1, documentation of a listing by the ANSI-accredited agency is sufficient.

(5) The test data generated by the third-party testing agency. Submission of the test data is not
required if the testing agency is an ANSI-accredited third-party testing agency and the water treatment
system was tested for performance in accordance with a standard in Table 1.

(6) The PDS.

(7) Copies of the labels for the water treatment system and for any replaceable components.

(8) Copies of product packaging, product promotional materials, and sales training materials.

(9) A copy of installation and operation guides with identification of replaceable components and
replacement frequencies, where applicable.

(10) A nonrefundable initial registration fee of $800 for each water treatment system.
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b. A registration issued between July 1 and March 31, inclusive, shall expire on the next June 30.
A registration issued between April 1 and June 30, inclusive, shall expire on June 30 of the year after
the year in which the registration is issued.

14.6(2) Annual registration. Each calendar year on or before March 1, the department shall notify
each manufacturer or the manufacturer’s designated agent of the water treatment systems registered
in Iowa and the requirement for renewal of the registration. For each water treatment system that a
manufacturer wishes to continue to sell in lowa, the manufacturer or the manufacturer’s designated agent
shall submit the following information to the department on or before May 31 of each calendar year.

a. Certification that there has been no change in the water treatment system’s design since the
system was tested during the initial registration process.

b. A copy of the current PDS.

(1) A statement that the PDS has not changed since the initial registration or the previous annual
registration may be submitted in lieu of the PDS.

(2) Changes on the PDS must be explained and supported by third-party testing results. If the
testing was done by an ANSI-accredited third-party testing agency in accordance with a standard(s) in
Table 1, documentation of listing by the testing agency is sufficient.

¢. A nonrefundable annual registration fee of $400 for each water treatment system.

d.  If the annual registration information is sent after May 31, the manufacturer shall pay for each
water treatment system a penalty of $50 per month or fraction thereof that the information is late to a
maximum of $200 for each water treatment system.

14.6(3) Changes to registration.

a. Modifying one or more contaminant claims, capacity claims, or treatment components of
a registered water treatment system without the written approval of the department shall void the
registration.

b.  The manufacturer shall apply to the department for approval of a change in contaminant
claims or capacity claims for a water treatment system, or of changes to the treatment components. The
application shall be on a form supplied by the department. The application shall include, but may not
be limited to:

(1) Thename and address of the manufacturer and the name, address, telephone number, and E-mail
address of the manufacturer’s representative.

(2) The brand name, model number, and trade name(s) of the water treatment system.

(3) A description of the changes in claims, capacity, or components.

(4) The third-party testing agency report and data supporting the change in contaminant claims or
capacity, or showing equivalent performance for a new treatment component. If the third-party testing
agency is ANSI-accredited, a copy of the listing for the water treatment system showing the changes
in contaminant claims or capacity, or a statement of equivalent performance by the new treatment
component(s) from the testing agency is sufficient.

(5) A revised PDS that meets the requirements of 14.7(2).

(6) Copies of labels, packaging and promotional material that have been revised to reflect the
changed claims.

(7) A nonrefundable $100 fee for each water treatment system for which the registration is changed.

c.  The manufacturer shall notify the department of any changes to the trade name(s) for a water
treatment system. The notification shall include, but may not be limited to:

(1) The original model number(s) and trade name(s) of the water treatment system.

(2) The changed or added model number(s) and trade name(s) for the water treatment system.

(3) A statement that the treatment components and claims are the same between the original and
the changed or added trade names.

(4) Copies of the PDS, labels, packaging, and promotional materials showing the changed or added
trade name(s).
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641—14.7(714) Label and manufacturer’s performance data sheet. A label and a PDS shall be
provided with a water treatment system to provide the consumer with information on the effectiveness
of the water treatment system in reducing the concentration of contaminants from drinking water.

14.7(1) Label. Each water treatment system must bear a conspicuous and legible label stating,
“IMPORTANT NOTICE - Read the manufacturer’s performance data sheet.”

14.7(2) Manufacturer's performance data sheet. A PDS for a water treatment system listed by an
ANSI-accredited third-party testing agency and tested in accordance with a standard in Table 1 shall
comply with the requirements of the applicable standard(s) in Table 1 and the policies of the third-party
testing agency. The PDS for other water treatment systems shall include, but may not be limited to:

a. The name, address, and telephone number of the seller.

b.  The name, brand, or trademark under which the water treatment system is sold, and its model
number.

c¢.  Performance and test data including, but not necessarily limited to:

(1) The list of contaminants found to be reduced by the water treatment system.

(2) The average test influent concentration level of each contaminant or surrogate.

(3) The average effluent concentration and the percentage reduction of each contaminant or
surrogate.

(4) When the reduction of a contaminant is verified using a surrogate, the equivalent influent
concentration, effluent concentration, and percent reduction for the contaminant.

(5) The MCL for each contaminant.

(6) The approximate capacity in gallons or the period of time during which the water treatment
system is effective in reducing the concentration of contaminants based upon the contaminant influent
concentrations used for the performance tests. The claimed volume capacity of a water treatment system
shall be based upon the contaminant most likely to break through into the effluent during the test period.

(7) Where applicable, the flow rate, pressure, and temperature of the water during the performance
tests.

d. Substances or parameters that are not contaminants as defined in 14.3(714) may be listed on
the PDS, but the substances may not be referred to as contaminants.

e.  The following information shall be on the PDS or in the owner’s manual. If the information is
in the owner’s manual, there shall be a statement on the performance data sheet referring the buyer to
the owner’s manual.

(1) Installation instructions.

(2) Procedures and requirements necessary for the proper operation of the water treatment system
including, but not limited to, electrical requirements; maximum and minimum pressure; flow rate;
temperature limitations; maintenance requirements; and expected replacement frequencies.

(3) The seller’s warranty.

641—14.8(714) Consumer information pamphlet. A consumer information pamphlet prepared by the
department shall be given to the buyer by the seller along with the manufacturer’s performance data sheet
prior to the consummation of the sale of a water treatment system. The consumer information pamphlet
may be printed in detail by the manufacturer.

641—14.9(714) Sales of water treatment systems. No water treatment system may be sold in lowa
unless it is first registered with the department.

14.9(1) Prior to the consummation of sale, the seller shall provide to the buyer:

a. The PDS.

b. A copy of the consumer information pamphlet.

14.9(2) Prior to the consummation of sale, the seller and the buyer shall sign and date a copy of the
PDS. The seller shall retain the signed PDS on file at the seller’s place of business for at least two years.

14.9(3) The seller shall make no false or deceptive claims or representations regarding the
contaminant removal capability of a water treatment system.
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14.9(4) The seller shall not make any representation or claim that a water treatment system is
approved or endorsed by any agency of the state.

641—14.10(714) Treatment of records. Information submitted by a manufacturer to support
registration of a water treatment system is subject to the provisions of 641—Chapter 175, Fair
Information Practices and Public Records. A manufacturer may request that information submitted for
the purposes of these rules be considered confidential by reference to the appropriate subsection of
Iowa Code section 22.7.

641—14.11(714) Penalties. A seller of a water treatment system or unit violating any provision of these
rules shall be subject to civil or criminal penalties pursuant to the authority of lowa Code chapter 714.
These rules are intended to implement lowa Code chapter 714.
[Filed 3/17/89, Notice 11/16/88—published 4/5/89, effective 5/10/89]
[Filed 11/12/08, Notice 9/24/08—published 12/3/08, effective 1/7/09]
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CHAPTER 15
SWIMMING POOLS AND SPAS

641—15.1(135I) Applicability.

15.1(1) These rules apply to swimming pools, spas, wading pools, water slides, wave pools, spray
pads, and bathhouses connected to swimming pools owned or operated by local or state government,
or commercial interests or private entities including, but not limited to, public or private school
corporations, hotels, motels, camps, apartments, condominiums, health clubs and country clubs. These
rules do not apply to a residential swimming pool or spa that is permanently installed in a single-family
dwelling, to a decorative fountain, or to a therapeutic swimming pool or spa which is under the direct
supervision of qualified medical personnel.

15.1(2) These rules do not apply to a swimming pool or spa operated by a homeowners association
representing 72 or fewer dwelling units if the association bylaws, which also apply to a rental agreement
relative to any of the dwelling units, include an exemption from the requirements of this chapter,
provide for inspection of the swimming pool or spa by an entity other than the department or a local
inspection agency, and assume any liability associated with operation of the swimming pool and spa.
The association shall notify the department in writing if the association bylaws are amended as above.
The inspector designated by the association shall be a certified operator as defined in 15.3(1). A report
of the inspection shall be filed with the association secretary and shall be available to any association
member on request.

641—15.2(135I) Scope. These rules stipulate minimum safety and water quality requirements for
the operation of swimming pools and spas; standards for construction; procedures for registration;
qualifications for swimming pool and spa inspectors; qualifications for swimming pool and spa operators
and lifeguards; and procedures for health departments to provide for the inspection of swimming pools
and spas and enforcement of these rules. Swimming pools and spas which are in compliance with these
rules must also comply with the requirements of any other applicable federal, state or local laws, rules
or ordinances.

641—15.3(1351I) Definitions and abbreviations.

15.3(1) Definitions.

“Air break” is a piping arrangement in which a drain from a fixture, appliance or device discharges
indirectly into a fixture, receptacle, or interceptor at a point below the flood-level rim of the receptacle.

“Air gap”” means the unobstructed vertical distance through the free atmosphere between the lowest
opening from an inlet pipe and the flood-level rim of a receptacle or floor drain.

“Board of health”” means a county, city, or district board of health.

“Body feed” means the continuous addition of controlled amounts of filtering aid during the
operation of a diatomaceous earth filter to maintain a permeable filter cake. This is sometimes referred
to as a “slurry feed.”

“Certified operator” means a person who has:

1. Successfully completed the Certified Pool/Spa Operator® course sanctioned by NSPF, the
Aquatic Facility Operator course sanctioned by NRPA, the Professional Pool & Spa Operator course
sanctioned by the APSP, the Licensed Aquatic Facility Technician course sanctioned by the American
Swimming Pool and Spa Association, or an equivalent course approved by the department; and

2. Been recertified as required by the sanctioning organization; and

3. Obtained the continuing education required by 15.11(2).

“Combined chlorine” means nitrogen-chlorine compounds formed by the reaction of a chlorine
disinfectant chemical with ammonia and organic nitrogen compounds as measured with a DPD
(diethyl-p-phenylene diamine) test kit or as measured by another method approved by the department.
Another term for combined chlorine is “chloramines.”
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“Construction”” means the installation of a new swimming pool facility. “Construction” includes
modifications to an existing facility which change the total recirculated water volume or the total water
surface area by 20 percent or more.

“Deck” means a walkway immediately adjacent to a swimming pool.

“Decorative fountain” means a basin equipped with water sprays or jets that does not serve primarily
as a wading or swimming pool and whose drain is not directly connected to any type of suction device
for removing or recirculating the water.

“Deep water” means those areas of a swimming pool where the water is more than five feet deep.

“Department” means the lowa department of public health.

“Di-chlor” means sodium dichloro-s-triazinetrione dihydrate. Di-chlor is a form of chlorine that
includes cyanuric acid in its formulation.

“Engineering plans” means plans and specifications certified in accordance with the rules of the
engineering and land surveying examining board or the architectural examining board by an engineer or
architect licensed to practice in the state of lowa.

“Equalizer” means an arrangement including a pipe from an opening below the water level in a
swimming pool or spa to the body of a skimmer and a normally closed valve at the skimmer body.
The arrangement is designed to automatically prevent air from being drawn into the pump when the
water level drops below the skimmer inlet. The equalizer opening in a swimming pool or spa is a fully
submerged outlet.

“Facility” means a building, fenced enclosure, or lot where there is at least one swimming pool or
spa subject to regulation under lowa Code chapter 1351 and these rules.

“Field fabricated,” when applied to a sump or a cover/grate for a fully submerged outlet, means
constructed on site with conventional building materials or of a size and shape different from readily
available commercial sumps or cover/grates.

“Fill and drain wading pool” means a wading pool having no recirculation system.

“Filter” means a mechanical device for removing suspended particles from the swimming pool
water and refers to the complete mechanism including all component parts.

“Flow rating,” when applied to the cover/grate for a fully submerged outlet, means the maximum
flow rate in gpm through the cover/grate that will not cause body or hair entrapment as determined by
the test methods in the ASME standard.

“Fountain” means a water fountain that is not established primarily for swimming or wading, but
where swimming or wading is allowed, and that has a drain which is connected to a mechanical suction
device for removing or recirculating the water.

“Free chlorine” means the concentration of hypochlorous acid and hypochlorite ion in the swimming
pool water as measured with a DPD (diethyl-p-phenylene diamine) test kit or as measured by another
method approved by the department.

“Fully submerged outlet” means an outlet that is completely under water when the water is at the
normal operating level.

“Gravity outlet” means an outlet that directly connects to a tank or other structure that is at
atmospheric pressure. Water flows through a gravity outlet by the natural head of water over the outlet.

“Hose bib” means a fresh-water outlet that is threaded to permit the attachment of a garden hose.

“Hydrostatic relief valve” means a relief valve installed in the bottom of the swimming pool and
designed to operate automatically when the swimming pool is empty, relieving the groundwater pressure
around the structure by allowing the groundwater into the swimming pool tank.

“Inlet” means a fitting or opening through which recirculation water enters the swimming pool.

“Inspection agency” means the department, or a city, county or district board of health that has
executed with the department pursuant to the authority of lowa Code chapters 28E and 1351 an agreement
to inspect swimming pool/spa facilities and enforce these rules. The authority of a city, county or district
board of health is limited to the geographic area defined in the agreement executed with the department.
Within the defined geographic area, the city, county or district board of health is the “local inspection
agency.”
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“Leisure river” means a closed-path channel of near constant depth with a river-like flow of water.
A leisure river may include water features and play devices. Leisure rivers are also called “lazy rivers”
or “slow rivers.”

“Lifeguard.”

1. “Certified lifeguard” means an individual who holds current certification in one of the
following courses and, where applicable, current additional certification in American Red Cross first
aid and American Red Cross or American Heart Association infant, child and adult CPR; two-person
CPR, or equivalent first-aid and CPR certification approved by the department:

e American Red Cross Lifeguard Training

e YMCA Lifeguarding

e  Boy Scouts of America Lifeguard

2. “Licensed lifeguard” means an individual who holds a current license from the National Pool
and Waterpark Lifeguard Training Program in one of the following programs:

e  National Pool and Waterpark Pool Lifeguard

e  National Pool and Waterpark Lifeguard Training

e  National Pool and Waterpark Deep Water Lifeguard

NOTE: Lifeguard, CPR and first-aid training programs will sometimes be renamed or restructured by
the sponsoring organization. American Red Cross lifeguard training now includes first aid and CPR; the
lifeguard receives the lifeguard certificate and a CPR certificate. Separate CPR and first-aid training is
available from the American Red Cross, the American Heart Association, and other providers. If there
is a question whether a specific training course will meet the requirements of these rules, information
about the course should be submitted to the department for evaluation.

“Main drain” means the outlet(s) at the deepest part of a swimming pool or spa.

“Manufacturer’s specifications” means written guidelines established by a manufacturer for the
installation and operation of the manufacturer’s equipment.

“Multisection water recreation pool” means a swimming pool with three or more distinct use areas
such as, but not limited to, a zero-depth play area, a water slide landing area, a lap swim area, and a
diving area.

“Outlet” means a fitting or opening, including the main drain, through which water leaves the
swimming pool or spa.

“Outlet system”” means an arrangement of components associated with one or more connected fully
submerged outlets including the cover/grate(s), the sump(s), the piping, and the pump(s) if one or more
pumps are directly connected to the outlet(s).

“Perimeter overflow gutter” means a weir and trough around the perimeter of a swimming pool that
is used to skim the surface of the water and return the water to the treatment system.

“Plunge pool” means a pool designed to serve as a landing area for a water slide.

“Recirculation system” means the pump(s), piping, inlets, outlets, filtration system, chemical feed
systems and accessories provided to convey and treat the swimming pool or spa water to meet the water
quality standards in these rules.

“Reconstruction” means the replacement or modification of a swimming pool or spa shell or deck,
a swimming pool or spa recirculation system, a perimeter overflow gutter or skimmer, or a bathhouse
associated with a public swimming pool or spa. “Reconstruction” does not include the replacement
of equipment or piping previously approved by the department, provided that the type and size of the
equipment are not revised, nor does it include normal maintenance or repair.

“Residential swimming pool” means any swimming pool that is used, or intended to be used, in
connection with a single-family residence and that is available only to the family of the householder
and the householder’s private guests. A residential swimming pool used for any commercial purpose,
including, but not limited to, swimming lessons or exercise classes, shall comply with the requirements
of 15.4(6) “n.” A residential swimming pool used for commercial purposes for more than 60 hours in a
calendar month shall be considered a public swimming pool.

“Shallow water”” means those areas of a swimming pool where the water is 5 ft deep or less.

“Shallow water guard.”
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1.  “Certified shallow water guard” means a person who has current certification in American Red
Cross basic water rescue, current certification in American Red Cross first aid, and current certification in
American Red Cross or American Heart Association infant, child and adult CPR, or equivalent training
approved by the department.

2. “Licensed shallow water guard” means a person who holds a current license from the National
Pool and Waterpark Lifeguard Training Program as a National Pool and Waterpark Shallow Water
Waterpark Lifeguard.

NOTE: Water safety, CPR and first-aid training programs will sometimes be renamed or restructured
by the sponsoring organization. If there is a question whether a specific training course will meet the
requirements of these rules, information about the course should be submitted to the department for
evaluation.

“Skimmer” means a manufactured device designed to be directly connected to the recirculation pump
suction and used to skim the swimming pool over a self-adjusting weir.

“Spa” means a structure, chamber, or tank, such as a hot tub or whirlpool, that is designed for
recreational or therapeutic use and is designed not to be drained, cleaned, and refilled after each
individual use. A spa is designed to provide a means of agitation. A swimming pool with a bench
equipped with agitation is not considered a spa provided that the bench length is no more than 10
percent of the swimming pool perimeter and that the water temperature is maintained at 90°F or less.
Rules 641—15.51(1351) and 641—15.52(1351) define minimum standards for the operation and design
of spas.

“Speed slide” means a water slide which is designed to enter users into a plunge pool or other
deceleration arrangement at a speed of 30 ft per second or more.

“Spray pad” means a constructed area equipped with water sprays or other water play features where
the water is intended to contact the users. A spray pad includes no standing water. A spray pad uses water
that is recirculated independently or from an associated swimming pool. Spray pads are also called “wet
decks,” “splash pads,” “interactive play attractions,” “water recreation attractions,” and other names.

A play area with sprays or other features that includes no standing water and that uses only potable
water that is not circulated (the water drains to waste) is not included in this definition.

“Suction outlet” means an outlet that is directly connected to the inlet side of a circulation pump.

“Superchlorination” means the addition of a chlorine disinfectant compound to a swimming pool
or spa to a concentration at least ten times the combined chlorine concentration before the addition.
Treatment of swimming pool or spa water with nonchlorine chemicals to eliminate or suppress combined
chlorine is not superchlorination.

“Swimming pool” means a structure, chamber, tank, or area constructed of man-made material
through which water is circulated and that is designed and operated for recreation, training, or
competition that includes full body contact with the water. This definition includes, but may not be
limited to, swimming pools, wading pools, spray pads, leisure rivers, water slides, and wave pools. The
swimming pool may be either publicly or privately owned. This definition includes, but is not limited
to, swimming pools operated by cities, counties, public and private schools, hotels, motels, camps,
apartments, condominiums, and health clubs and country clubs.

1.  “Class A swimming pool” means a swimming pool with a water surface area of 1500 ft2 or
more, except for wading pools.

2. “Class B swimming pool” means a swimming pool with a water surface area of less than 1500
ft2.

“Swimming pool slide” means any device used to enter a swimming pool by sliding down an inclined
plane or through a tube. “Swimming pool slide” as used in this chapter is equipment generally similar to
a playground slide. A swimming pool slide shall have a slide path of 20 ft or less in length and a water
flow down the slide of 20 gpm or less. A slide exceeding either of these criteria shall be a water slide.

“Temporary spa” means a spa which is installed or situated in one location for a period of less than
30 days.
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“Total bromine” means the concentration of hypobromous acid, hypobromite ion and
nitrogen-bromine compounds in the swimming pool water as measured with a DPD (diethyl-p-phenylene
diamine) test kit or as measured by another method approved by the department.

“Tri-chlor” means trichloro-s-triazinetrione. Tri-chlor is a form of chlorine that includes cyanuric
acid in its formulation.

“Unblockable,” when applied to a cover/grate for a fully submerged outlet, means a size and shape
that cannot be fully covered by an 18-inch by 23-inch mat with 4-inch-diameter rounded corners and the
differential pressure generated by the flow through the uncovered open area is not enough to cause body
entrapment. “Unblockable” is evaluated by the methods specified in the ASME standard.

“Wading pool” means a swimming pool that is no more than 24 inches deep at any point and that is
primarily intended for use by young children for general recreation or training.

“Water slide” means a recreational ride which is a sloped trough-like or tubular structure using
water as a lubricant and as a method of regulating rider velocity and which terminates in a plunge pool,
swimming pool, or in a specially designed deceleration structure. “Water slide” includes appurtenant
structures and devices, such as a plunge pool, pump reservoir, recirculation equipment, flume pumps,
and access structures, when they are provided.

“Wave pool” means a swimming pool of special shape and design which is provided with
wave-generating equipment.

“Zero-depth pool” means a swimming pool in which the pool floor intersects the water surface along
at least one side of the pool. This definition does not include wading pools.

15.3(2) Abbreviations.

“AFO” means aquatic facility operator.

“AGA” means American Gas Association, 400 N. Capitol Street, NW, Washington, DC 20001.

“ANSI” means American National Standards Institute, 25 West 43rd Street, New York, NY 10036.

“APSP” means the Association of Pool & Spa Professionals (formerly National Spa and Pool
Institute (NSPI)), 2111 Eisenhower Avenue, Alexandria, Virginia 22314.

“ASME” means American Society of Mechanical Engineers, Three Park Avenue, New York, NY
10016-5990.

“ASME standard” means ASME/ANSI A112.19.8a-2008, “Suction Fittings for Use in Swimming
Pools, Wading Pools, Spas, and Hot Tubs.” The standard sets performance requirements and test methods
for pool and spa fittings, covers and grates for physical strength, ultraviolet light resistance, and hair and
body entrapment prevention. The standard can be purchased from ANSI by calling (212)642-4980 or at
http://webstore.ansi.org/.

“AWWA” means American Water Works Association, 6666 West Quincy Avenue, Denver, CO
80235.

“BTU” means British thermal unit.

“CPO®” means certified swimming pool/spa operator.

“CPR” means cardiopulmonary resuscitation.

“feet” means feet of water (feet x 0.43 = psi) when used in discussing pump requirements.

“ft” means foot or feet (distance).

“ft2” means square foot or square feet.

“gal” means gallon(s).

“gpm” means gal per minute.

“in Hg” means inches of mercury (in Hg x 0.49 = psi).

“in?” means square inch(es).

“LAFT” means licensed aquatic facility technician.

“mg/L” means milligram(s) per liter.

“mV”” means millivolts.

“NRPA” means National Recreation and Park Association, 22377 Belmont Ridge Road, Ashburn,
VA 20148.

“NSF” means NSF International (formerly National Sanitation Foundation), 789 N. Dixboro Road,
P.O. Box 130140, Ann Arbor, MI 48113-0140.
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“NSPF®” means National Swimming Pool Foundation, 4775 Granby Circle, Colorado Springs, CO
80919.

“ORP” means oxidation-reduction potential.

“ppm” means parts per million; mg/L and ppm are equivalent terms.

“PPSO” means professional pool and spa operator.

“psi” means pounds per square inch.

“sec” means second (time).

“Standard 50” means NSF/ANSI Standard 50, “Circulation System Components for Swimming
Pools, Spas, or Hot Tubs.”

“TDH” means total dynamic head.

“UL” means Underwriters Laboratories, 333 Pfingsten Road, Northbrook, IL 60062-2096.
[ARC 7839B, IAB 6/3/09, effective 7/8/09]

SWIMMING POOLS

641—15.4(135I) Swimming pool operations. Swimming pools shall be operated in a safe, sanitary
manner and shall meet the following operational standards.

15.4(1) Filtration and recirculation.

a.  Filtration. A swimming pool, except a fill and drain wading pool, shall have a filtration system
in good working condition which provides water clarity in compliance with the water quality standards
of 15.4(2).

b.  Recirculation. The recirculation system of a swimming pool shall meet the following
requirements:

(1) During the operating season, pumps, filters, disinfectant feeders, flow indicators, gauges, and
all related components of the swimming pool water recirculation system shall be operated continuously
except for backwashing or servicing.

(2) The recirculation system shall have an operating pressure gauge located in front of the filter if
it is a pressure filter system. A vacuum filter system shall have a vacuum gauge located between the
filter and the pump.

(3) The recirculation system shall have inlets adequate in design, number, location, and spacing to
ensure effective distribution of treated water and maintenance of uniform disinfectant residual throughout
the swimming pool.

(4) Swimming pools shall have a means for skimming the pool water surface.

1. Each skimmer shall have an easily removable basket or screen upstream from any valve.
Self-adjusting weirs shall be in place to provide skimming action.

2. Gutter or skimmer drainage shall be sufficient to minimize flooding and prevent backflow of
skimmed water into the swimming pool.

c.  Wastewater. Backwash water from a swimming pool shall be discharged through an air break
or an air gap.

d.  Water supply. The water supplied to a swimming pool shall be from a water supply meeting the
requirements of the department of natural resources for potable water.

(1) Water supplied to a swimming pool shall be discharged to the pool system through an air gap or
a reduced-pressure principle backflow device meeting AWWA C-511-97, “Reduced-Pressure Principle
Backflow-Prevention Assembly.”

(2) Each hose bib at a facility shall be equipped with an atmospheric vacuum breaker or a hose
connection backflow preventer.

e.  Swimming pool water heaters.

(1) Electric water heaters shall bear the seal of UL.

(2) Gas-fired water heaters shall bear the seal of the AGA and shall be equipped with a pressure
relief valve.

(3) Fuel-burning water heaters shall be vented to the outside in accordance with the Iowa state
plumbing code.
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(4) Each indoor swimming pool equipment room with fuel-burning water heating equipment shall
have one or more openings to the outside of the room for the provision of combustion air.

f Fill and drain wading pools. Each fill and drain wading pool shall be drained at least once every
12 hours and left empty when the pool is not open for use.

15.4(2) Water quality and testing.

a. Disinfection.

(1) Swimming pool water shall have a free chlorine residual of at least 1.0 ppm and no greater than
8.0 ppm, or a total bromine residual of at least 2.0 ppm and no greater than 18 ppm when the swimming
pool is open for use, except as given in Table 1.

(2) The swimming pool shall be closed if the free chlorine is measured to be less than 0.6 ppm or
the total bromine is measured to be less than 1.0 ppm.

(3) The swimming pool shall be closed if a free chlorine measurement exceeds 8.0 ppm or if the
total bromine measurement exceeds 18 ppm, except as given in Table 1.

(4) If an ORP controller with a readout meeting the requirements of 15.4(2) “’f”’(4) is installed on
the swimming pool system, the swimming pool water shall have an ORP of at least 700 mV, but no
greater than 880 mV, except as given in Table 1. The swimming pool shall be closed if the ORP is less
than 650 mV or greater than 880 mV.

(5) The swimming pool shall be closed if the cyanuric acid concentration in the swimming pool
water exceeds 80 ppm. The swimming pool may be reopened when the cyanuric acid concentration is
40 ppm or less.

(6) No cyanuric acid shall be added to an indoor swimming pool after May 4, 2005, except through
an existing chemical feed system designed to deliver di-chlor or tri-chlor. No cyanuric acid in any form
shall be added to an indoor swimming pool after May 31, 2008.

Table 1
Preferred Operating Range Acceptable Operating Range
ORP (mV) | Free CI (ppm) | Total Br (ppm) | ORP (mV) | Free Cl (ppm) | Total Br (ppm)
700-880 1.0-8.0 2.0-18.0 700-880 0.50-0.90 1.0-2.0
650-700% 1.0-8.0 2.0-18.0
650-700% 8.2-10.0 18.5-22.0

#If these conditions occur on any 5 consecutive days or on any 10 days within a 14-day period, the facility management shall evaluate
water parameters including, but not limited to, cyanuric acid, pH, combined chlorine, and phosphates (ortho- and total); and other
conditions at the swimming pool. The facility management shall modify parameters and conditions as practical to bring the ORP

to a minimum of 700 mV. The evaluation shall be completed within 30 days after the low ORP condition is known to the facility
management. A written report of the evaluation shall be kept with the pool records.

 If these conditions occur on any 3 consecutive days or on any 7 days within a 14-day period, the facility management shall notify the
local inspection agency and shall cause the conditions at the swimming pool specified in the previous footnote and the function of
the ORP equipment to be investigated by a professional pool service company. A written report detailing source water parameters,
pool water parameters, pool design (including information about the installed mechanical and chemical equipment), other conditions
affecting the disinfectant concentration and the ORP, and the actions taken to increase ORP relative to the disinfectant residual shall be
submitted to the local inspection agency within 30 days after the low ORP condition is known to the facility management.

b.  pHlevel. The pH of swimming pool water shall be 7.2 to 7.8. An inspection agency may require
that a swimming pool be closed if the pH is less than 6.8 or greater than 8.2.

c.  Water clarity. A swimming pool that is less than 8 ft deep shall be closed if the grate openings
on the main drain are not clearly visible from the deck. A swimming pool that is 8 ft deep or deeper shall
be closed if the main drain is not clearly visible from the deck.

d.  Bacteria detection.

(1) If coliform bacteria are detected in a sample taken in accordance with 15.4(2) “e”(6), the
swimming pool shall be superchlorinated and a check sample shall be taken when the disinfectant
residual is within the requirements of paragraph “a” above. If coliform bacteria are detected in

the check sample, the swimming pool shall be closed. The swimming pool may reopen when no
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coliform bacteria are detected in a swimming pool water sample taken when the pool water meets the
requirements of paragraphs “a,” “b” and “c” above.

(2) The facility management shall notify the local inspection agency of the positive bacteriological
result within one business day after the facility management has become aware of the result.

e. Test frequency. The results of the tests required below shall be recorded in the swimming pool
records.

(1) The disinfectant residual in the swimming pool water shall be tested or the ORP of the
swimming pool water shall be checked each day within one-half hour of the swimming pool opening
time and at intervals not to exceed four hours thereafter until the swimming pool closing time. For
swimming pools at condominiums, apartments or homeowners associations with 25 or fewer living
units, testing must be performed at least once each day that the swimming pool is available for use.

If the swimming pool is equipped with an automatic controller with a readout or local printout of
ORP meeting the requirements of 15.4(2) “f”’(4), the operator may make visual readings of ORP in lieu
of manual testing, but the swimming pool water shall be tested manually for disinfectant residual at least
twice per day. Both ORP and disinfectant residual shall be recorded when manual testing is done. The
operator shall specify in the swimming pool records which results are from the manual tests.

(2) The pH of the swimming pool water shall be tested each day within one-half hour of the
swimming pool opening time and at intervals not to exceed four hours thereafter until the swimming
pool closing time. For swimming pools at condominiums, apartments or homeowners associations with
25 or fewer living units, testing for pH must be performed at least once each day that the swimming
pool is available for use.

If the swimming pool is equipped with an automatic controller with a readout or local printout of
pH meeting the requirements of 15.4(2) “f”’(5), the operator may make visual readings of pH in lieu of
manual testing, but the swimming pool water shall be tested manually for pH at least twice per day. The
operator shall specify in the swimming pool records which results are from the manual tests.

(3) The swimming pool water shall be tested for total alkalinity at least once in each week that the
swimming pool is open for use. The swimming pool shall be tested for calcium hardness at least once in
each month that the swimming pool is open for use.

(4) If a chlorine chemical is used for disinfection, the swimming pool water shall be tested for
combined chlorine at least once in each week that the swimming pool is open for use.

(5) If cyanuric acid or a stabilized chlorine is used at a swimming pool, the swimming pool water
shall be tested for cyanuric acid at least once in each week that the swimming pool is open for use.

(6) At least once in each month that a swimming pool is open for use, the facility management
shall submit a sample of the swimming pool water to a laboratory certified by the department of natural
resources for the determination of coliform bacteria in drinking water. The sample shall be analyzed for
total coliform.

f. Test equipment.

(1) Each facility shall have functional water testing equipment for free chlorine and combined
chlorine, or total bromine; pH; total alkalinity; calcium hardness; and cyanuric acid (if cyanuric acid or
a stabilized chlorine is used at the facility).

(2) The test equipment shall provide for the direct measurement of free chlorine and combined
chlorine from 0 to 10 ppm in increments of 0.2 ppm or less over the full range, or total bromine from 0
to 20 ppm in increments of 0.5 ppm or less over the full range.

(3) The test equipment shall provide for the measurement of swimming pool water pH from 7.0 to
8.0 with at least five increments in that range.

(4) A controller readout used in lieu of manual disinfectant residual testing shall be a numerical
analog or digital display (indicator lights are not acceptable) with an ORP scale with a range of at least
600 to 900 mV with increments of 20 mV or less.

(5) A controller readout used in lieu of manual pH testing shall be a numerical analog or digital
display (indicator lights are not acceptable) with a pH range at least equal to the range required in
15.4(2) “f”(3) with increments of 0.2 or less over the full range.
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g Operator availability. A person knowledgeable in testing water and in operating the water
treatment equipment shall be available whenever a swimming pool is open for use.

15.4(3) Chemical feed equipment and cleaning.

a. Chemical feed equipment.

(1) Equipment for continuous feed of chlorine, a chlorine compound or a bromine compound to
the swimming pool water shall be provided and shall be operational. The equipment shall be adjustable
in at least five increments over its feed capacity. Where applicable, the chemical feeder shall be listed
by NSF or another listing agency approved by the department for compliance with Standard 50.

(2) Equipment for the continuous feed of a chemical for pH adjustment of the swimming pool water
shall be provided and shall be operational for each Class A swimming pool and for each swimming pool
constructed after July 1, 1998. Where applicable, the chemical feeder shall be listed by NSF or another
listing agency approved by the department for compliance with Standard 50.

b.  Cleaning.

(1) The inspection agency may require that a swimming pool be drained and scrubbed with a
disinfecting agent prior to further usage.

(2) A vacuum system shall be provided to remove dirt from the bottom of the swimming pool.

15.4(4) Safery.

a. Chemical safety.

(1) No disinfectant chemical, pH control chemical, algaecide, shock treatment chemical, or any
other chemical that is toxic or irritating to humans may be added to the swimming pool water from the
deck of the swimming pool while the swimming pool is in use. When chemical additions are made
from the deck, the swimming pool shall be closed from use for at least one-half hour. The operator shall
test the swimming pool water as appropriate before allowing use of the swimming pool. The chemical
addition and the test results shall be recorded in the swimming pool records.

(2) Swimming pool treatment chemicals shall be stored and handled in accordance with the
manufacturer’s recommendations.

(3) Material safety data sheets (MSDS) for the chemicals used at the pool shall be at the facility in
a location known and readily accessible to the facility staff.

(4) Chemical storage containers shall be clearly labeled.

(5) A chemical hazard warning sign shall be placed at the entrance of a room where chemicals are
used or stored or where bulk containers are located.

b.  Stairs, ladders, recessed steps, and ramps.

(1) Ladders or recessed steps shall be provided in the deep portion of a swimming pool. Stairs,
ladders, recessed steps, or ramps shall be provided in the shallow portion if the vertical distance from
the bottom of the swimming pool to the deck is more than 2 ft.

(2) Ladders, ladder rungs and ramps shall be securely anchored.

(3) The distance between the swimming pool wall to the vertical rail of a ladder shall be no greater
than 6 inches and no less than 3 inches. The lower end of each ladder rail shall be securely covered with
a smooth nonmetallic cap. The lower end of each ladder rail shall be within 1 inch of the swimming pool
wall.
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(4) Stairs, ladder rungs, ramps and recessed steps shall be slip-resistant.

(5) Ifaswimming poolis over 30 ft wide, recessed steps, ladders, ramps, or stairs shall be installed
on each side. If a stairway centered on the shallow end wall of the swimming pool is within 30 ft of each
side of the swimming pool, that end of the swimming pool shall be considered in compliance with this
subparagraph.

(6) Each set of recessed steps shall be equipped with a securely anchored grab rail on each side of
the recessed steps.

(7) Each set of stairs and each ramp shall be equipped with a securely anchored handrail(s).

(8) When stairs are provided for entry into a swimming pool, a stripe at least 1 inch wide of a color
contrasting with the step surface and with the swimming pool floor shall be marked at the top front edge
of each tread. The stripe shall be slip-resistant.

c.  Diving areas.

(1) No diving shall be permitted in areas where the water is 5 ft deep or less except for purposes of
competition or training. The diving shall be supervised by a lifeguard, swim instructor or swim coach.

(2) Starting blocks shall only be used for competition or training purposes under the supervision
of a lifeguard, swim instructor, or swim coach. Starting blocks and starting block installation shall meet
the requirements of the competition governing body (National Collegiate Athletic Association, USA
Swimming, or National Federation of State High School Associations). When the swimming pool is
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open for general use, the starting blocks shall be secured from use by removal, covering, or signage and
active supervision.

(3) Diving boards shall be permitted only if the diving area dimensions conform to the minimum
requirements indicated in Figure 2, Table 2 and Table 3. Alternative diving well configurations may be
used, subject to the approval of the department.

(4) There shall be a completely unobstructed clear distance of 13 ft above the diving board,
measured from the center of the front end of the board. This area shall extend at least 8 ft behind, 8 ft to
each side, and 16 ft ahead of the measuring point.

(5) Diving boards and platforms over 3 meters in height are prohibited except where approved by
the department.

(6) Diving boards and platforms shall have a slip-resistent surface.

(7) Where the top of a diving board or platform is more than 18 inches above the deck, stairs or a
ladder shall be provided for access to the diving board or platform.

(8) Handrails shall be provided at all steps and ladders leading to diving boards which are more
than 32 inches above the deck.

(9) A platform or diving board that is 32 inches or more above the swimming pool deck shall have
a guardrail on both sides. The guardrails shall be at least 36 inches high and shall extent to the edge of
the deck. The guardrails shall have at least one horizontal mid-bar.

(10) Supports, platforms, and steps for diving boards shall be of substantial construction and of
sufficient structural strength to safely carry the maximum anticipated load.

NOTE: The information contained in Figure 2 and Tables 2 and 3 is for swimming pools constructed
prior to March 14, 1990. Swimming pools constructed after March 14, 1990, shall meet the requirements
contained in 15.5(13) “a.”

When determining distances set out in Tables 2 and 3, measurements shall be taken from the top
center of the front edge of the diving board. The reference water level shall be the midpoint of the
skimmer opening for a skimmer pool or a stainless steel gutter system with surge weirs. The reference
water level for a gutter pool shall be the top of the gutter weir.

Figure 2
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Table 2
Minimum Dimensions
Diving Board Maximum Diving | D1 D2 L1 L2 L3
Height Above Board Length
Water
Deck level to 2/3 meter 10 ft 7f | 85ft | 25ft| 8ft |10.5ft
Greater than 2/3 meter to 3/4 meter 12 ft 75| 9ft 3 ft 9 ft 12 ft
Greater than 3/4 meter to 1 meter 16 ft 85ft | 10ft | 4ft 10ft | 15ft
Greater than 1 meter to 3 meters 16 ft 11ft | 12ft | 6ft |105ft| 21ft
Table 3
Minimum Distance
Diving Board Height To Pool Side | To 1-Meter Diving To 3-Meter Diving
Above Water Board Board
Deck level to 1 meter 9 ft 8 ft 10 ft
Greater than 1 meter 11 ft 10 ft 10 ft

d.  Lifeguards and shallow water guards.

(1) Except for wading pools and spray pads, lifeguards are required at municipal and school
swimming pools of any size and other swimming pools having a water surface area of 1500 ft2 or larger.
Swimming pools operated by apartments, condominiums, country clubs, neighborhoods, manufactured
home communities, or mobile home parks are exempt from lifeguard requirements.

(2) Shallow water guards may be used at plunge pools which are 5 ft deep or less and at wading
pools.

(3) For open recreation swimming, there shall be at least one lifeguard guarding the pool at all
times for up to 30 swimmers in the water; for over 30 swimmers in the water, there shall be at least
two lifeguards on duty, one of whom shall be guarding the pool at all times for up to 125 swimmers in
the water. An additional lifeguard shall be provided for each additional 125 swimmers in the water or
fraction thereof.

NOTE: This is the minimum lifeguard coverage acceptable under these rules. It is the responsibility
of the management of each facility to evaluate the facility configuration, the features of the facility,
including water slides, spray pads, play features, etc., the patrons, and the type of use, and to determine
the facility-specific requirements for supervision by lifeguards.

(4) For a structured swimming program, such as lap swim, competitive swimming, water exercise
classes, swim lessons and physical education classes, a lifeguard is not required provided the program
is supervised by an instructor, teacher, or coach who is a lifeguard or who has current certification from
the American Red Cross in basic water rescue, first aid, and infant, child and adult CPR, or equivalent
training approved by the department. An instructor, teacher or coach may be responsible for a maximum
of 30 persons within a structured activity. If more than 30 persons are involved in a structured activity,
a second qualified supervisor must be present.

(5) Water slide attendants. Each water slide shall have a minimum of two attendants, one stationed
at the top of the slide and one at the bottom of the slide. If the plunge pool is shallow, the water slide
attendants shall be either lifeguards or shallow water guards. If the plunge pool includes deep water,
the water slide attendants shall be lifeguards. Where the water slide attendant stationed at the bottom
of a slide which empties into a swimming pool is a shallow water guard, the attendant shall only be
responsible for guarding the water slide landing area.

The department may approve alternate water slide management based on a review of the slide and
swimming pool configuration. Alternate water slide management plans shall be in writing and shall be
at the facility during the operating season.
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If two or three water slides start at the same platform and the distance between the centerlines of any
two start structures is 10 ft or less, one attendant may supervise the slides. If two or three water slides
terminate within the same landing area, one attendant may supervise the landing area.

e.  Lifeguard chairs. For outdoor swimming pools where lifeguards are required by rule, at least
one elevated lifeguard chair or station shall be provided for a swimming pool with a water surface area
of 2000 to 4000 ft2 inclusive; at least two chairs shall be provided if the area is 4001 to 6000 ft2; and at
least three chairs shall be provided if the area is 6001 ft2 or more. Swimming pools are not required to
have more than three lifeguard chairs or stations. This requirement does not apply to wave pools, leisure
rivers, spray pads, or wading pools.

1 Emergency equipment and facilities.

(1) Except for wading pools, a minimum of one unit of lifesaving equipment shall be provided for
each 1500 ft2 of water surface area or fraction thereof. The area of a swimming pool where the water
is 2 ft deep or less may be subtracted from the total area for this requirement. A swimming pool is not
required to have more than ten units of lifesaving equipment.

(2) A unit of lifesaving equipment consists of one of the following:

1. A U.S. Coast Guard-recognized ring buoy fitted with a -inch diameter line with a length of at
least one-half the width of the pool, but no more than 60 ft; or

2. Alife pole, or a “shepherd’s crook” of at least 8 ft in length, and having blunted ends; or

3. A rescue buoy made of lightweight, hard, buoyant plastic with molded handgrips along each
side and provided with a 4- to 6-ft tow rope and shoulder strap; or

4. A rescue tube made of a soft, strong foam material 3 inches by 6 inches by 40 inches with a
molded strap providing a ring at one end and a hook at the other. Attached to the end with the ring shall
be a 6-ft-long towline with a shoulder strap; or

5. Any other piece of rescue equipment approved by the department.

NOTE: Rescue equipment identified in 15.4(4) “/”(2)“3” and 15.4(4) “f”(2)*“4” above shall be used
only at swimming pools where lifeguards are employed. If a facility employs lifeguards (whether
required by rule or not), the lifeguards shall be provided with the minimum equipment required by their
training including, but not necessarily limited to, rescue tubes and personal CPR masks.

(3) Lifesaving equipment shall be mounted in conspicuous places around the swimming pool deck
during normal operations.

(4) A swimming pool facility shall have a first-aid kit which contains, at a minimum, the following:

1. Band-Aids.

Sterile 4" x 4" bandage compress.
Self-adhering gauze bandage.
Disposable gloves.

. Chemical cold compress.

Where lifeguards are not provided, the first-aid kit shall be prominently mounted in the swimming
pool enclosure, or a sign stating its location shall be posted near the swimming pool. The first-aid kit
shall be accessible when the swimming pool is open.

(5) A standard spine board with straps and a head immobilizer shall be provided at each swimming
pool where lifeguards are required by rule.

(6) Except for wading pools and spray pads, each swimming pool where lifeguards are not provided
shall have a designated emergency telephone or equivalent emergency communication system that can
be operated without coins. The communication system shall be available to users of swimming pools
when the swimming pool is open. When the telephone is not within the confines of the swimming pool
enclosure, the location of the emergency telephone shall be posted in at least one conspicuous place
within the swimming pool enclosure. Instructions for emergency use of the telephone shall be posted
near the telephone.

At each swimming pool where lifeguards are employed, a telephone shall be available to the
swimming pool staff for emergency purposes.

g Water level. Water level in swimming pools shall be maintained at the skimming level.

PIENERRN
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h.  Fully submerged outlets. Each outlet, including the main drain(s), shall be designed to prevent
user entrapment. A swimming pool shall be closed if the cover/grate of a fully submerged outlet is
missing or broken.

(1) Each fully submerged outlet shall have a cover/grate that has been tested for compliance with
the requirements of the ASME standard by a testing agency approved by the department or that is certified
for compliance by an engineer licensed in lowa.

1. The cover/grate for an outlet system with a single fully submerged outlet shall have a flow rating
of at least 100 percent of the maximum system flow rate. The combined flow rating for the cover/grates
for an outlet system with more than one fully submerged outlet shall be at least 200 percent of the
maximum system flow rate.

The maximum system flow rate for a main drain system is at least the design filter flow rate, but
may include play feature and water slide flow. The maximum system flow rate for other fully submerged
outlets is the design flow rate of the pump(s) directly connected to the outlet system.

2. Fully submerged outlet cover/grates shall not be removable without the use of tools.

3. Purchase records and product information that demonstrate compliance shall be maintained
by the facility for at least five years from the time the cover/grate is purchased. If a field fabricated
cover/grate is certified for compliance to the ASME standard by an engineer licensed in Iowa, a copy of
the certification letter shall be kept at the facility for at least five years from the certification date.

(2) A swimming pool with a single fully submerged outlet that is not unblockable and that is directly
connected to a pump shall be closed if the outlet does not have a cover/grate that complies with the ASME
standard.

If a swimming pool has two or more fully submerged outlets on a single surface that are all less than
3 ft apart on center, are not unblockable, and are directly connected to a pump, the swimming pool is
considered to have a single fully submerged outlet.

(3) A swimming pool with a single fully submerged outlet that is not unblockable and that is directly
connected to a pump shall be closed if the outlet system is not equipped with a safety vacuum release
system that is listed for compliance with ASME/ANSI A112.19.17-2002, “Manufactured Safety Vacuum
Release Systems (SVRS) for Residential and Commercial Swimming Pool, Spa, Hot Tub, and Wading
Pool Suction Systems,” by a listing agency approved by the department; or another vacuum release
system approved by the department.

1. Purchase records and product information that demonstrate compliance shall be maintained by
the facility for at least five years from the time the SVRS is purchased or another approved system is
installed.

2. An SVRS shall be installed in accordance with the manufacturer’s instructions.

3. An SVRS shall be tested for proper function at the frequency recommended by the
manufacturer, but at least once in each month the swimming pool is operated. The date and result of
each test shall be recorded.

(4) In lieu of compliance with subparagraphs (1), (2) and (3) above, a fully submerged outlet in
a swimming pool may be disabled with the approval of the department, except that an equalizer in a
skimmer may be plugged without department approval. The management of the swimming pool shall
submit to the department information including, but not necessarily limited to:

1.  The area and volume of the pool;

2. The functional areas of the pool and the depths in those areas;

3. Detailed information about the inlet system, including the location of the inlets, the depth of
the inlets, and the type of inlet fitting;

4. Detailed information about the overflow system, gutter or skimmer, number of skimmers, and
pipe sizes;

5. Pump information and flow rates for the outlet system;

6.  Filter type, number of filters, the size of the filter(s), and whether multiple filters are backwashed
together or separately.

If the department approves the application to disable the outlet, the outlet valve shall be closed and
the valve secured by removing the handle, by locking the handle closed, or by another method approved
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by the department. The outlet may be physically disconnected from the pump system at the option of
the facility management.

i.  Surface finish and float lines.

(1) The bottom and sides of a swimming pool shall be white or a light color. This does not prohibit
painting or marking racing lines, stairs or turn targets with contrasting colors.

(2) The swimming pool walls and floor shall have a smooth surface to facilitate cleaning.

(3) The boundary between shallow and deep water (5 ft) shall be marked by a float line with floats
spaced no more than 5 ft apart. The float line shall be installed on the shallow side of the boundary within
12 inches of the boundary. When the slope of the floor of a swimming pool exceeds 1 ft vertical to 12
ft horizontal at a depth of less than 5 ft, the float line shall be placed on the shallow side of the slope
change within 12 inches of the slope change in licu of a float line at the 5 ft depth.

(4) A wave pool shall be equipped with a float line with floats spaced no more than 5 ft apart. The
float line shall be located at least 6 ft from the deep-end wall. Users shall not be permitted between the
float line and the deep-end wall.

(5) The landing area for a swimming pool slide or a water slide that terminates in a swimming pool
shall be delineated by a float line or as approved by the department.

A float line is not required when the landing area is in deep water provided the distance between the
slide and any diving board(s) meets the requirements for diving board spacing. The distance between
the side of the slide at the slide’s terminus and the swimming pool wall shall be in accordance with the
manufacturer’s recommendations, but shall be at least 8 ft.

A float line is not required for a slide that is designed for toddlers and young children and that
terminates in water that is 2 ft deep or less. The landing area shall be designated by a brightly colored
pad securely fastened to the floor of the swimming pool or by painting the floor at the end of the slide.

j. Depth marking.

(1) Depth markers shall be painted or otherwise marked on the deck within 3 ft of the edge of the
swimming pool. The depth of a wave pool shall also be marked on the side walls of the wave pool, above
the maximum static water level, where the depth is 3 ft or more, and on the deep-end wall of the wave
pool. Depth markers are not required at the zero-depth end of a wading pool, wave pool, or a zero-depth
swimming pool. Depth markers are not required at a plunge pool on the flume discharge end or on the
exit end if stairs are used for exit.

(2) Depth markers shall be located at 1-ft depth intervals, but not more than 25 ft apart measured
between the centers of the depth markers around the area of a swimming pool which has a water depth
of 5 ft or less.

(3) Depth markers shall be located not more than 25 ft apart measured between the centers of the
depth markers around the deep end of the swimming pool. The words “Deep Water” may be used in
place of numerals.

(4) Inlieu of subparagraph (2) above, the maximum depth of a wading pool may be posted at each
entrance to a wading pool enclosure and at one conspicuous location inside the wading pool enclosure
in letters or numbers at least 3 inches high.

(5) The depth of a leisure river shall be posted at the entrance(s) to the leisure river in characters
at least 3 inches high. The depth of the leisure river shall be marked on the side wall of the leisure river
above the static water level at intervals not to exceed 50 ft on center. The depth of the leisure river shall
be marked on the deck in the areas where users are permitted. The depth markers shall be within 3 ft
of the edge of the leisure river at intervals not to exceed 25 ft on center. The depth markers at a leisure
river constructed before May 4, 2005, are not required to be changed until the deck or channel structure
is replaced or repaired.

(6) “No Diving” or equivalent wording or graphics shall be marked on the swimming pool deck
within 3 ft of the edge of the swimming pool where the water is shallow and at other pool areas determined
by management. The markers shall be 25 ft apart or less, center to center, around the perimeter of the
area. This marking is not required for wading pools or at the zero-depth end of a wave pool or of a
zero-depth swimming pool. “No Diving” or equivalent wording or graphics shall be marked on the deck
of a leisure river in areas where users are permitted. The “No Diving” markers shall be within 3 ft of the
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edge of the leisure river at intervals not to exceed 25 ft on center. The “No Diving” markers at a leisure
river constructed before May 4, 2005, are not required to be changed until the deck or channel structure
is replaced or repaired.

(7) Letters, numbers, and graphics marked on the deck shall be slip-resistant, of a color contrasting
with the deck and at least 4 inches in height.

k. Deck safety.

(1) Decks shall be maintained slip-resistant, and free of litter, obstructions and tripping hazards.

(2) Glass objects, other than eyeglasses and safety glass doors and partitions, shall not be permitted
on the deck.

(3) There shall be no underwater or overhead projections or obstructions which would endanger
swimmer safety or interfere with proper swimming pool operation.

I, Fencing.

(1) Except for a fill and drain wading pool, a circulated wading pool that is drained when not in
use, or a spray pad, a swimming pool shall be enclosed by a fence, wall, building, or combination thereof
not less than 4 ft high. The enclosure shall be constructed of durable materials.

(2) A fence, wall, or other means of enclosure shall have no openings that would allow the passage
of a 4-inch sphere, and shall not be easily climbable by toddlers. The distance between the ground and
the top of the lowest horizontal support accessible from outside the facility, or between the two lowest
horizontal supports accessible from outside the facility, shall be at least 45 inches. A horizontal support
is considered accessible if it is on the exterior of the fence relative to the swimming pool, or if the gap
between the vertical members of the fence is greater than 1% inches.

(3) At least one gate or door with an opening of at least 36 inches in width shall be provided for
emergency purposes. When closed, gates and doors shall comply with the requirements of (2) above.
Except where lifeguard or structured program supervision is provided whenever the swimming pool is
open, gates and doors shall be self-closing and self-latching.

(4) If a wading pool is within 50 ft of a swimming pool, the wading pool shall have a barrier at
least 36 inches high separating it from the swimming pool. A barrier installed after May 4, 2005, shall
have no openings that would allow the passage of a 4-inch sphere and shall not be easily climbable by
toddlers. The barrier shall have at least one 36-inch-wide gate or door. Gates and doors shall be lockable.
Except where lifeguard supervision is provided, gates and doors shall be self-closing and self-latching.

The department may approve alternate management of the area between the wading pool and
swimming pool at a facility where lifeguards are provided whenever the pools are open. The alternate
management plan shall be in writing and shall be at the facility when the pools are open.

(5) An indoor swimming pool shall be enclosed by a barrier at least 3 ft high if there are sleeping
rooms, hallways, apartments, condominiums, or permanent recreation areas which are used by children
and which open directly into the swimming pool area. No opening in the barrier shall permit the passage
of a 4-inch sphere. The barrier shall not be easily climbable by toddlers. There shall be at least one
36-inch-wide gate or door through the barrier. Gates and doors shall be lockable. Except where lifeguard
supervision is provided whenever the pool is open, gates and doors shall be self-closing and self-latching.

(6) A wave pool shall have a continuous barrier along the full length of each side of the wave pool.
The barrier shall be at least 42 inches high and be installed no more than 3 ft from the side of the wave
pool. Wave pool users shall not be permitted in this area.

m. FElectrical.

(1) Electrical outlets. Each electrical outlet in the deck, shower room, and pool water treatment
equipment areas shall be equipped with a properly installed ground fault circuit interrupter (GFCI) at the
outlet or at the breaker serving the outlet. Electrical outlets energized through an ORP/pH controller are
not required to have a separate GFCI if the controller is equipped with a GFCI or is energized through
a GFCI breaker. GFCI receptacles and breakers shall be tested at least once in each month that the
swimming pool is in operation. Testing dates and results shall be recorded in the pool records.

(2) Lighting.
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1. Artificial lighting shall be provided at a swimming pool which is to be used at night or which
does not have adequate natural lighting so that all portions of the swimming pool, including the bottom
and main drain, may be clearly seen.

2. Underwater lights and fixtures shall be designed for their intended use. When the underwater
lights operate at more than 15 volts, the underwater light circuit shall be equipped with a GFCI. When
an underwater light needs to be repaired, the electricity shall be shut off until repairs are completed.

3. For outdoor swimming pools, no electrical wiring, except for overhead illumination, shall
extend over a swimming pool.

n.  Chlorine gas and carbon dioxide.

(1) Chlorine gas feed equipment and full and empty chlorine cylinders shall be housed in a
room or building used exclusively for that purpose during the pool operation season. Chlorine gas
installations constructed prior to March 14, 1990, that are housed within chain-link fence or similar
enclosure may be used provided that the chlorine cylinders are protected from direct sunlight and the
applicable requirements below are met.

1. A chlorine gas room or building shall have an airtight exhaust system which takes its suction
near the floor and discharges out of doors in a direction to minimize the exposure to swimming pool
patrons. The system shall provide one air change every four minutes.

2. An air intake shall be provided near the ceiling.

3. The exhaust fan shall be operated from a switch in a nearby location outside the chlorine room
or building. The switch shall be clearly labeled “Chlorine Exhaust Fan.”

4. The discharge from the exhaust system shall be outside the pool enclosure.

5. Artificial lighting shall be provided in the chlorine room or building.

6. The door of a chlorine room or building shall be secured in an open position whenever the room
is occupied.

7. A plastic bottle of commercial strength ammonia solution for leak detection shall be provided.

8. Rooms or buildings where chlorine is stored or used shall be placarded in accordance with
875—Chapter 140, lowa Administrative Code.

(2) Chlorine and carbon dioxide (CO,) cylinders.

1. Chlorine gas and CO, cylinders shall be individually anchored with safety chains or straps.

2. Storage space shall be provided so that chlorine cylinders are not subject to direct sunlight.

3. The chlorinator shall be designed to prevent the backflow of water or moisture into the chlorine
gas cylinder.

4. An automatic shutoff shall be provided to shut off the gas chlorinator and the pH control
chemical pump when the recirculation pump stops.

o. Water slides.

(1) Water slide support structures shall be free of obvious structural defects.

(2) The internal surface of a flume shall be smooth and continuous for its entire length.

(3) The flume shall have no sharp edges within reach of a user while the user is in the proper sliding
position.

15.4(5) Showers, dressing rooms, and sanitary facilities. Swimming pool users shall have access
to showers, dressing rooms, and sanitary facilities that are clean and free of debris. If a bathhouse is
provided, the following shall be met:

a. Floors shall have a slip-resistant surface.

b.  Floors shall provide adequate drainage to prevent standing water.

c.  Olefin or other approved carpeting may be used in locker room or dressing room areas provided
there is an adequate drip area between the carpeting and the shower room, toilet facilities, swimming
pool, or other area where water can accumulate.

d.  All lavatories, showers, and sanitary facilities shall be functional.

e.  Soap shall be available at each lavatory and at each indoor shower fixture.
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15.4(6) Management, notifications, and records.

a. Certified operator required. Each facility shall employ a certified operator. One certified
operator may be responsible for a maximum of three facilities. Condominium associations, apartments
and homeowners associations with 25 or fewer living units are exempt from this requirement.

b.  Pool rules sign. A legible pool rules sign shall be posted conspicuously at a minimum of two
locations within the swimming pool enclosure. The sign shall include the following stipulations:

(1) No diving in the shallow end of the swimming pool and in other areas marked “No Diving.”

(2) No rough play in or around the swimming pool.

(3) No running on the deck.

c.  Other rules. Management may adopt and post such other rules as it deems necessary to provide
for user safety and the proper operation of the facility.

d.  “No Lifeguard” signs. Where lifeguards are not provided whenever the pool is open, a sign
shall be posted at each entry to a swimming pool or a wading pool.

(1) The sign(s) at a swimming pool shall state that lifeguards are not on duty and children under
the age of 12 must be accompanied by an adult.

(2) The sign(s) at a wading pool shall state that lifeguards are not on duty and children must be
accompanied by an adult.

e.  Water slide rules. Rules and restrictions for the use of a water slide shall be posted near the
slide. The rules shall address the following as applicable:

(1) Use limits.

(2) Attire.

(3) Riding restrictions.

(4) Water depth at exit.

(5) Special rules to accommodate unique aspects of the attraction.

(6) Special warnings about the relative degree of difficulty.

1 Operational records. The operator of a swimming pool shall have the swimming pool
operational records for the previous 12 months at the facility and shall make these records available
when requested by a swimming pool inspector. These records shall contain a day-by-day account of
swimming pool operation, including:

(1) ORP and pH readings, results of pH, free chlorine or total bromine residual, cyanuric acid, total
alkalinity, combined chlorine, and calcium hardness tests, and any other chemical test results.

(2) Results of microbiological analyses.

(3) Reports of complaints, accidents, injuries, and illness.

(4) Dates and quantities of chemical additions, including resupply of chemical feed systems.

(5) Dates when filters were backwashed or cleaned or when a filter cartridge was changed.

(6) Monthly ground fault circuit interrupter test results.

(7) Dates of review of material safety data sheets.

(8) If applicable, dates and results of tests of each SVRS installed at a facility.

g Submission of records. An inspection agency may require a facility operator to submit to the
inspection agency on a monthly basis a copy of the records of the ORP and pH readings, chemical test
results and microbiological analyses. The inspection agency shall notify the facility management of this
requirement in writing at least 15 days before the reports are to be submitted for the first time. The
facility management shall submit the required reports to the inspection agency within 10 days after the
end of each month of operation.

h.  Certificates. Copies of certified operator certificates and copies of lifeguard, first-aid, basic
water rescue, and CPR certificates for the facility staff shall be kept at the facility.

i.  Operations manual. A permanent manual for the operation of the swimming pool shall be
kept at the facility. The manual shall include instructions for routine operations at the swimming pool
including, but not necessarily limited to:

(1) Water testing procedures, including the required frequency of testing.

(2) Maintaining the chemical supply for the chemical feed systems.

(3) Filter backwash or cleaning.
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(4) Vacuuming and cleaning the swimming pool.

(5) Superchlorination.

(6) Controller sensor maintenance, where applicable.

j. Schematic drawing. A schematic drawing of the pool recirculation system shall be posted in
the swimming pool filter room or shall be in the operations manual. Clear labeling of the swimming
pool piping with flow direction and water status (unfiltered, treated, backwash) may be substituted for
the schematic drawing.

k. Material safety data sheets. Copies of material safety data sheets (MSDS) of the chemicals used
at the swimming pool shall be kept at the facility in a location known and readily accessible to facility
staff with chemical-handling responsibilities. Each member of the facility staff with chemical-handling
responsibilities shall review the MSDS at least annually. The facility management shall retain records
of the MSDS reviews at the facility and shall make the records available upon request by a swimming
pool inspector.

I Emergency plan. The facility management shall develop a written emergency plan. The plan
shall include, but may not be limited to, actions to be taken in cases of drowning, serious illness or
injury, chemical-handling accidents, weather emergencies, and other serious incidents. The emergency
plan shall be reviewed with the facility staff at least once a year, and the dates of review or training shall
be recorded in the pool records. The written emergency plan shall be kept at the facility and shall be
available to a swimming pool inspector upon request.

m. Lifeguard staffing plan. The lifeguard/program staffing plan for the facility shall be available to
the swimming pool inspector at the facility. The plan shall include staffing assignments for all programs
conducted at the pool.

n.  Residential swimming pools used for commercial purposes. A residential swimming pool that
is used for commercial purposes shall be subject to the following requirements:

(1) The owner of a residential swimming pool that is used for commercial purposes shall register
the swimming pool with the department in accordance with 641—15.9(1351), except that no registration
fee is required.

(2) Therecirculation system of the swimming pool shall be operating whenever the swimming pool
is used for commercial purposes.

(3) The owner or the owner’s representative shall test the swimming pool water for the free chlorine
or the total bromine residual prior to and after each commercial use of the swimming pool. The owner
or the owner’s representative shall test the swimming pool water for pH and cyanuric acid (if applicable)
at least once in each day that the swimming pool is used for commercial purposes. The test results shall
be recorded. The records shall be made available to a swimming pool inspector upon request.

(4) The owner or the owner’s representative shall test the swimming pool water for total alkalinity
and calcium hardness at least once in each month that the swimming pool is used for commercial
purposes. The test results shall be recorded. The records shall be made available to a swimming pool
inspector upon request.

(5) During commercial use of a residential swimming pool, the chlorine or bromine residual shall
meet the requirements of 15.4(2) “a. ” The pH shall meet the requirements of 15.4(2) “b. ” If an alternative
disinfectant is used, the residual shall be maintained as recommended by the manufacturer of the product.
The operational range specified by the manufacturer for an alternative disinfectant shall be written in the
pool records.

(6) The swimming pool shall be inspected at least annually by the local inspection agency. The
inspection shall be limited to a review of the records and a survey of the swimming pool for sanitation
and obvious safety hazards.

15.4(7) Reports. Swimming pool and spa operators shall report to the local inspection agency, within
one business day of occurrence, all deaths; near drowning incidents; head, neck, and spinal cord injuries;

and any injury which renders a person unconscious or requires immediate medical attention.
[ARC 7839B, IAB 6/3/09, effective 7/8/09]
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641—15.5(135I) Construction and reconstruction. A swimming pool constructed or reconstructed
after May 4, 2005, shall comply with the following standards. Nothing in these rules is intended to
exempt swimming pools and associated structures from any applicable federal, state or local laws, rules,
or ordinances. Applicable requirements may include, but are not limited to, the handicapped access
and energy requirements of the state building code, the fire and life safety requirements of the state fire
marshal, the rules of the department of workforce development, and the rules of the department of natural
resources.

15.5(1) Construction permit.

a.  Permit required. No swimming pool shall be constructed or reconstructed without the owner
or a designated representative of the owner first receiving a permit from the department. Construction
shall be completed within 24 months from the date the construction permit is issued unless an extension
is granted in writing by the department.

b.  Permit application. The owner of a proposed or existing facility or a designated representative
of the owner shall apply for a construction permit on forms provided by the department. The application
shall be submitted to the department at least 15 days prior to the start of construction of a new swimming
pool or the reconstruction of an existing swimming pool.

c¢.  Plan submission and fee. Three sets of plans and specifications shall be submitted with the
application. A nonrefundable plan review fee for each swimming pool, leisure river, water slide, wave
pool, wading pool, spray pad, zero-depth swimming pool, and multisection water recreation pool shall
be remitted with the application as required in 15.12(3).

d.  Notification of completion. The owner of a newly constructed or reconstructed swimming pool,
or the owner’s designated representative, shall notify the department in writing at least 15 business days
prior to opening the swimming pool.

15.5(2) Plans and specifications.

a.  Plan certification. Plans and specifications shall be sealed and certified in accordance with the
rules of the engineering and land surveying examining board or the architectural examining board by an
engineer or architect licensed to practice in lowa. This requirement may be waived by the department if
the project is the addition or replacement of a chemical feed system, including a disinfection system, or
a simple replacement of a filter or pump or both.

If the requirement for engineering plans is waived, the owner of the facility assumes full
responsibility for ensuring that the reconstruction complies with these rules and with any other
applicable federal, state and local laws, rules and ordinances.

b.  Content of plans. Plans and specifications submitted shall contain sufficient information to
demonstrate to the department that the proposed swimming pool will meet the requirements of this
chapter. The plans and specifications shall include, but may not be limited to:

(1) Thename and address of the owner and the name, address, and telephone number of the architect
or engineer responsible for the plans and specifications. If a swimming pool contractor applies for a
construction permit, the name, address and telephone number of the swimming pool contractor shall be
included.

(2) The location of the project by street address or other legal description.

(3) A site plan showing the pool in relation to buildings, streets, water and sewer service, gas
service, and electrical service.

(4) Detailed scale drawings of the swimming pool and its appurtenances, including a plan view and
cross sections at a scale of 3/32 inch per ft or larger. The location of inlets, overflow system components,
main drains, the deck and deck drainage, the location and size of pool piping, the swimming pool ladders,
stairs and deck equipment, including diving stands and boards, and fencing shall be shown.

(5) A drawing(s) showing the location, plan, and elevation of filters, pumps, chemical feeders,
ventilation devices, heaters, and surge tanks; and additional drawings or schematics showing operating
levels, backflow preventers, valves, piping, flow meters, pressure gauges, thermometers, the make-up
water connection, and the drainage system for the disposal of filter backwash water.
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(6) Plan and elevation drawings of bathhouse facilities including dressing rooms; lockers; showers,
toilets and other plumbing fixtures; water supply; drain and vent systems; gas service; water heating
equipment; electrical fixtures; and ventilation systems, if provided.

(7) Complete technical specifications for the construction of the swimming pool, for the swimming
pool equipment and for the swimming pool appurtenances.

c¢.  Deviation from plans. No deviation from the plans and specifications or conditions of approval
shall be made without prior approval of the department.

15.5(3) General design.

a.  Construction of fill and drain wading pools is prohibited.

b.  Materials. Swimming pools shall be constructed of materials which are inert, stable, nontoxic,
watertight, and durable.

c¢.  Structural loading.

(1) Swimming pools shall be designed and constructed to withstand the anticipated structural
loading. If maintenance of the structural integrity of the swimming pool requires specific operations or
limits of operation, these shall be specified in the permanent operations manual required in 15.5(3) /. ”

(2) Except for aboveground swimming pools, a hydrostatic relief valve or a suitable underdrain
system shall be provided.

d.  Water supply. The water supplied to a swimming pool shall be from a water supply meeting
the requirements of the department of natural resources for potable water.

(1) Water supplied to a swimming pool shall be discharged to the pool system through an air gap,
or a reduced-pressure principle backflow device complying with AWWA C-511-97, “Reduced-Pressure
Principle Backflow-Prevention Assembly.”

(2) Each hose bib at a facility shall be equipped with an atmospheric vacuum breaker or a hose
connection backflow preventer.

e.  No part of a swimming pool recirculation system may be directly connected to a sanitary sewer.
An air break or an air gap shall be provided.

f- Operations manual. The owner shall require that a permanent manual for the operation of the
facility be provided. The manual shall include, but may not be limited to:

(1) Instructions for routine operations at the swimming pool including, but not necessarily limited
to:

Filter backwash or cleaning.

Maintaining the chemical supply for the chemical feed systems.

Vacuuming and cleaning the swimming pool.

Swimming pool water testing procedures, including the frequency of testing.
Superchlorination.

6. Controller sensor maintenance and calibration, including the recommended frequency of
maintenance.

(2) For each centrifugal pump, a pump performance curve plotted on an 84" x 11" or larger sheet.

(3) For each chemical feeder, the maximum rated output listed in weight per time or volume per
time units.

(4) Basic operating and maintenance instructions for swimming pool equipment that requires
cleaning, adjustment, lubrication, or parts replacement, with recommended maintenance frequencies or
the parameters that would indicate a need for maintenance.

g A schematic drawing of the pool recirculation system shall be posted in the swimming pool
filter room or shall be in the operations manual. Clear labeling of the swimming pool piping with flow
direction and water status (unfiltered, treated, backwash) may be substituted for the schematic drawing.

h. A permanent file containing the operations and maintenance manuals for the equipment
installed at the swimming pool shall be established. The file shall include a source for parts or
maintenance for the equipment at the swimming pool. The file may be located in a location other than
the facility, but it shall be readily available to the facility management and maintenance staff.

Nk W=
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15.5(4) Decks.

a. Deck width. A swimming pool shall be surrounded by a deck. The deck shall be at least 6 ft
wide for a Class A swimming pool, and 4 ft wide for a Class B swimming pool, and shall extend at least
4 ft beyond the diving stands, lifeguard chairs, swimming pool slides, or any other deck equipment.

b.  Materials. Decks shall be constructed of stable, nontoxic, durable, and impervious materials
and shall be provided with a slip-resistant surface.

c¢.  Deck coverings. Porous, nonfibrous deck coverings may be used, subject to department
approval, provided that:

(1) The covering allows drainage so that the covering and the deck underneath it do not remain wet
or retain moisture.

(2) The covering is inert and will not support bacterial growth.

(3) The covering provides a slip-resistant surface.

(4) The covering is durable and cleanable.

d. Deck drainage. The deck of a swimming pool shall not drain to the pool or to the pool
recirculation system except as provided in 15.5(15)“c” and 15.5(16)“b.” For deck-level swimming
pools (“rim flow” or “rollout” gutter), a maximum of 5 ft of deck may slope to the gutter.

e.  Deck slope. The deck slope shall be at least 1/8 inch/ft and no more than 1/2 inch/ft to drain.
The deck shall be designed and constructed so that there is no standing water on the deck during normal
operation of the facility.

1 Surface runoff. For outdoor swimming pools, the drainage for areas outside the facility and for
nondeck areas within the facility shall be designed and constructed to keep the drainage water off the
deck and out of the swimming pool.

g Carpeting. The installation of a floor covering of synthetic material may be used only in
separate sunbathing, patio, or refreshment areas, except as permitted by 15.5(4) “c.”

h.  Hose bibs. At least one hose bib shall be provided for flushing the deck.

i.  Rinse showers. If users are permitted free access between the deck and an adjacent sand play
area without having to pass through a bathhouse, a rinse shower area shall be installed between the deck
and the sand play area. Fences, barriers and other structures shall be installed so that users must pass
through the rinse shower area when going from the sand play area to the deck.

(1) Tempered water shall be provided for the rinse shower(s).

(2) The rinse shower area shall have sufficient drainage so that there is no standing water.

(3) Foot surfaces in the rinse shower area shall be impervious and slip-resistant.

15.5(5) Recirculation.

a. Combined recirculation. Except for wading pools, two or more swimming pools may share the
same recirculation system. A wading pool shall have a recirculation system separate from any other
wading pool or swimming pool.

(1) The recirculation flow rate for each swimming pool shall be calculated in accordance with
15.5(5)“b.” The recirculation flow rate for the system shall be at least the arithmetic sum of the
recirculation flow rates of the swimming pools.

(2) The flow to each pool shall be adjustable. A flow meter shall be provided for each pool.

b.  Recirculation flow rate. The recirculation flow rate shall provide for the treatment of one pool
volume within:

(1) Four hours for a swimming pool with a volume of 30,000 gal or less.

(2) Six hours for a swimming pool with a volume of more than 30,000 gal.

(3) Two hours for a wave pool.

(4) Four hours for a zero-depth pool.

(5) One hour for a wading pool.

(6) One hour for a water slide plunge pool.

(7) Four hours for a leisure river.

(8) Thirty minutes for a spray pad with its own filter system.

(9) For swimming pools with skimmers, the recirculation flow rate shall be at least 30 gpm per
skimmer or the recirculation flow rate defined above, whichever is greater.
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The recirculation flow rate for pools not specified in 15.5(5) “b (1) to (9) shall be determined by the
department.

¢.  Recirculation pump. The recirculation pump(s) shall be listed by NSF or by another listing
agency approved by the department as complying with the requirements of Standard 50 and shall comply
with the following requirements:

(1) The pump(s) shall supply the recirculation flow rate required by 15.5(5) “b " at a TDH of at least
that given in “1,” “2,” or “3” below, unless a lower TDH is shown by the designer to be appropriate. A
valve for regulating the rate of flow shall be provided in the recirculation pump discharge piping.

1. 40 feet for vacuum filters; or

2. 60 feet for pressure sand filters; or

3. 70 feet for pressure diatomaceous earth filters or cartridge filters.

(2) For sand filter systems, the pump and filter system shall be designed so that each filter can be
backwashed at a rate of at least 15 gpm/ft2 of filter area.

(3) If apump is located at an elevation higher than the pool water surface, it shall be self-priming
or the piping shall be arranged to prevent the loss of pump prime when the pump is stopped.

(4) Where a vacuum filter is used, a vacuum limit control shall be provided on the pump suction
line. The vacuum limit switch shall be set for a maximum vacuum of 18 in Hg.

(5) A compound vacuum-pressure gauge shall be installed on the pump suction line as close to the
pump as practical. A vacuum gauge may be used for pumps with suction lift. A pressure gauge shall be
installed on the pump discharge line as close to the pump as practical. Gauges shall be of such a size and
located so that they may be easily read by the facility staff.

(6) On pressure filter systems, a hair and lint strainer shall be installed on the suction side of each
recirculation pump. The hair and lint strainer basket shall be readily accessible for cleaning, changing,
or inspection. A spare strainer basket shall be provided, except where the strainer basket has a volume of
15 gallons or more. This requirement may be waived for systems using vertical turbine pumps or pumps
designed for solids handling.

d. Swimming pool water heaters.

(1) A heating coil, pipe or steam hose shall not be installed in a swimming pool.

(2) Gas-fired pool water heaters shall comply with the requirements of ANSI/AGA Z21.56-2001,
ANSI/AGA Z21.56a-2004, and ANSI/AGA Z21.26b-2004. The data plate of the heater shall bear the
AGA mark.

(3) Electric pool water heaters shall comply with the requirements of UL 1261 and shall bear the
UL mark.

(4) A swimming pool water heater with an input of greater than 400,000 BTU/hour (117 kilowatts)
shall have a water heating vessel constructed in accordance with ASME Boiler Code, Section 8. The
data plate of the heater shall bear the ASME mark.

(5) A thermometer shall be installed in the piping to measure the temperature of the water returning
to the pool. The thermometer shall be located so that it may be easily read by the facility staff.

(6) Combustion air shall be provided for fuel-burning water heaters as required by the state
plumbing code, 641—Chapter 25, lowa Administrative Code, or as required by local ordinance.

(7) Fuel-burning water heaters shall be vented as required by the state plumbing code,
641—Chapter 25, lowa Administrative Code, or as required by local ordinance.

(8) Each fuel-burning water heater shall be equipped with a pressure relief valve sized for the
energy capacity of the water heater.

e. Flow meters.

(1) Each swimming pool recirculation system shall be provided with a permanently installed flow
meter to measure the recirculation flow rate.

(2) In a multiple pool system, a flow meter shall be provided for each pool.

(3) A flow meter shall be accurate within 5 percent of the actual flow rate between + 20 percent of
the recirculation flow rate specified in 15.5(5) “b” or the nominal recirculation flow rate specified by the
designer.
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(4) A flow meter shall be installed on a straight length of pipe with sufficient clearance from valves,
elbows or other sources of turbulence to attain the accuracy required by 15.5(5) “e ”(3). The flow meter
shall be installed so that it may be easily read by facility staff, or a remote readout of the flow rate shall
be installed where it may be easily read by the facility staff. The designer may be required to provide
documentation that the installation meets the requirements of subparagraph (3).

1 Vacuum cleaning system.

(1) A swimming pool vacuum cleaning system capable of reaching all parts of the pool bottom
shall be provided.

(2) A vacuum system may be provided which utilizes the attachment of a vacuum hose to the
suction piping through a skimmer.

(3) Automatic vacuum systems may be used provided they are capable of removing debris from all
parts of the swimming pool bottom.

15.5(6) Filtration. A filter shall be listed by NSF or by another listing agency approved by the
department as complying with the requirements of Standard 50 and shall comply with the following
requirements:

a. Pressure gauges. Each pressure filter shall have a pressure gauge on the inlet side. Gauges shall
be of such a size and located so that they may be read easily by the facility staff. A differential pressure
gauge that gives the difference between the inlet and outlet pressure of the filter may be used in place of
a pressure gauge.

b.  Air relief valve. An air relief valve shall be provided for each pressure filter.

c. Backwash water visible. Backwash water from a pressure filter shall discharge through an
observable free fall, or a sight glass shall be installed in the backwash discharge line.

d. Indirect discharge required. Backwash water shall be discharged indirectly to a sanitary sewer
or another point of discharge approved by the department of natural resources.

e. Rapid sand filter.

(1) The filtration rate shall not exceed 3 gpm/ft2 of filter area.

(2) The backwash rate shall be at least 15 gpm/ft2 of filter area.

f High-rate sand filter.
(1) The filtration rate shall not exceed 15 gpm/ft2 of filter area.

(2) The backwash rate shall be at least 15 gpm/ft2 of filter area.

(3) If more than one filter tank is served by a pump, the designer shall demonstrate that the
backwash flow rate to each filter tank meets the requirements of subparagraph (2) above, or an isolation
valve shall be installed at each filter tank to permit each filter to be backwashed individually.

g Vacuum sand filter.

(1) The filtration rate shall not exceed 15 gpm/ft2 of filter area.

(2) The backwash rate shall be at least 15 gpm/ft2 of filter area.

(3) An equalization screen shall be provided to evenly distribute the filter influent over the surface
of the filter sand.

(4) Each filter system shall have an automatic air-purging cycle.

h.  Sand filter media shall comply with the filter manufacturer’s specifications.

i.  Diatomaceous earth filter.

(1) The filtration rate shall not exceed 1.5 gpm/ft2 of effective filter area except that a maximum
filtration rate of 2.0 gpm/ft2 may be allowed where continuous body feed is provided.

(2) Diatomaceous earth filter systems shall have piping to allow recycling of the filter effluent
during precoat.

(3) Waste diatomaceous earth shall be discharged to a sanitary sewer or other point of discharge
approved by the department of natural resources. The discharge may be subject to the requirements of
the local wastewater utility.

j. Cartridge filter.

(1) The filtration rate shall not exceed 0.38 gpm/ft2 of filter area.

(2) A duplicate set of cartridges shall be provided.

k. Other filter systems may be used if approved by the department.
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15.5(7) Piping.

a.  Piping standards. Swimming pool piping shall conform to applicable nationally recognized
standards and shall be specified for use within the limitations of the manufacturer’s specifications.
Swimming pool piping shall comply with the applicable requirements of NSF/ANSI Standard 61,
“Drinking Water System Components—Health Effects.” Plastic swimming pool pipe shall comply with
the requirements of NSF/ANSI Standard 14, “Plastic Piping Components and Related Materials,” for
potable water pipe.

b.  Pipesizing. Swimming pool recirculation piping shall be sized so water velocities do not exceed
6 ft/sec for suction flow and 10 ft/sec for pressure flow. Gravity piping shall be sized in accordance with
recognized engineering principles.

c.  Overflow system piping. The piping for an overflow perimeter gutter system shall be designed
to convey at least 125 percent of the recirculation flow rate. The piping for a skimmer system shall be
designed to convey at least 100 percent of the recirculation flow rate.

d.  Main drain piping. 1f the main drains are connected to the recirculation system, the main drains
and main drain piping shall be designed to convey at least 100 percent of the recirculation flow rate.

e.  Play feature circulation. Where there are attractions, such as water slides, fountains and play
features, that circulate water to the swimming pool and through the main drain and overflow systems,
the main drain and overflow systems and the associated piping shall be designed to accommodate the
combined flow of the recirculation system and the attractions within the requirements of paragraph “6”
above and the applicable requirements of 15.5(9) and 15.5(10).

15.5(8) Inlets.

a. Inlets required. Wall inlets or floor inlets, or both, shall be provided for a swimming pool.
The inlets shall be adequate in design, number, location, and spacing to ensure effective distribution
of treated water and the maintenance of a uniform disinfectant residual throughout the swimming pool.
The designer may be required to provide documentation of adequate distribution. The department may
require dye testing of a pool.

b.  Wall inlet spacing. Where wall inlets are used, they shall be no more than 20 ft apart around
the perimeter of the area with an inlet within 5 ft of each corner of the swimming pool.

(1) There shall be at least one inlet at each stairway or ramp leading into a swimming pool.

(2) Except for wading pools, wall inlets shall be located at least 6 inches below the design water
surface.

(3) Wall inlets in pools with skimmers shall be directional flow-type inlets.

(4) Each inlet shall have a directional flow inlet fitting with an opening of 1-inch diameter or less,
or a fixed fitting with openings % inch wide or less.

c¢.  Floorinlets. Floor inlets shall be provided for the areas of a zero-depth swimming pool or wave
pool where the water is less than 2 ft deep and may be used throughout a swimming pool in lieu of or
in combination with wall inlets. Floor inlets shall be no more than 20 ft apart in the area where they are
used. There shall be floor inlets within 15 ft of each wall of the swimming pool in the area where they
are used. Floor inlets shall be flush with the pool floor.

15.5(9) Overflow system.

a. Skimmers. Recessed automatic surface skimmers shall be listed by NSF or by another listing
agency approved by the department as complying with the requirements of Standard 50 except that an
equalizer is not required for a skimmer installed in a swimming pool equipped with an automatic water
level maintenance device.

(1) Skimmers may be used for swimming pools which are no more than 30 ft wide.

(2) A swimming pool shall have at least one skimmer for each 500 ft2 of surface area or fraction
thereof.

(3) Each skimmer shall be designed for a flow-through rate of at least 30 gpm or 3.8 gpm per lineal
inch of weir, whichever is greater. The combined flow capacity of the skimmers in a swimming pool
shall not be less than the total recirculation rate.

(4) Each skimmer shall have a weir that adjusts automatically to variations in water level of at least
4 inches.



Ch 15, p.26 Public Health[641] IAC 6/3/09

(5) Each skimmer shall be equipped with a device to control flow through the skimmer.

(6) If a swimming pool is not equipped with an automatic water level maintenance device, each
skimmer that is a suction outlet shall have an operational equalizer. The equalizer opening in the
swimming pool shall be covered with a fitting listed by a listing agency approved by the department as
meeting the requirements of the ASME standard.

(7) A skimmer pool shall have an approved handhold around the perimeter of the pool. The
handhold shall be 9 inches or less above the minimum skimmer operation level.

b.  Perimeter overflow gutters.

(1) A perimeter overflow gutter system is required for a swimming pool greater than 30 ft in width,
except for a wave pool or a wading pool.

(2) The overflow weir shall extend completely around the swimming pool, except at stairs, ramps,
or water slide flumes.

(3) The gutter shall be designed to provide a handhold and to prevent entrapment.

(4) Drop boxes, converters, return piping, or flumes used to convey water from the gutter shall be
designed to convey 125 percent of the recirculation flow rate. The flow capacity of the gutter and the
associated plumbing shall be sufficient to prevent backflow of skimmed water into the swimming pool.

(5) Gutter overflow systems shall be designed with an effective surge capacity within the gutter
system and surge tank of not less than 1 gal/ft? of swimming pool surface area. In-pool surge may be
permitted for prefabricated gutter systems, subject to the approval of the department.

c.  Alternative overflow systems. Overflow systems not meeting all of the requirements in
15.5(9)“a” or 15.5(9) “b” may be used if the designer can provide documentation that the alternative
overflow system will skim the pool water surface at least as effectively as a skimmer system.

15.5(10) Main drain system.

a. Main drains. Each swimming pool shall have a convenient means of draining the water from
the pool for winterization and service.

b.  Main drains for recirculation. If the main drain system is connected to the recirculation system,
there shall be two or more main drains or a single main drain that is unblockable.

(1) Two main drains shall be at least 3 ft apart on center. If three or more main drains are installed,
the distance between the drains farthest apart shall be at least 3 ft on center.

(2) Each main drain and its associated piping in a swimming pool shall be designed for the same
flow rate. Multiple drains shall be plumbed in parallel, and the piping system shall be designed to equalize
flow among the main drains.

(3) If one or two main drains are installed, each main drain cover/grate, sump and the associated
piping shall be designed for at least 100 percent of the recirculation flow rate specified by 15.5(5) “b.”
If three or more main drains are installed, the combined flow rating of the cover/grates, the sumps and
the associated piping shall be at least 200 percent of the recirculation flow rate. If water for water slides,
fountains and play features is circulated through the main drain and overflow systems, the main drains
shall be designed for the combined feature and recirculation flow.

(4) Manufactured main drain sumps shall be listed by a listing agency acceptable to the department
for compliance with the ASME standard. Field fabricated sumps shall be designed in accordance with
the ASME standard and shall be certified by an engineer licensed in lowa.

(5) There shall be a control valve to adjust the flow between the main drain and the overflow system.

(6) Main drain covers. Each main drain shall be covered with a cover/grate that complies with the
ASME standard.

1. The flow rating for each cover/grate shall comply with 15.5(10) “b ”(3).

2. The mark of a listing agency acceptable to the department shall be permanently marked on the
top surface of each manufactured cover/grate.

3. Field fabricated cover/grates shall be certified for compliance to the ASME standard by a
professional engineer licensed in Iowa. A certificate of compliance shall be provided to the swimming
pool owner and to the department.

4. The main drain cover/grate shall be designed to be securely fastened to the pool so that the
cover/grate is not removable without tools.
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c¢.  Feature outlets. Where fully submerged outlets for play or decorative features or water slides
are in the swimming pool, the outlets shall be designed in accordance with 15.5(10) “b.”

15.5(11) Disinfection.

a.  Each swimming pool recirculation system approved for construction after May 4, 2005, shall
be equipped with an automatic controller for maintenance of the disinfectant level in the swimming
pool water. The control output of the controller to the disinfectant feed system shall be based on the
continuous measurement of the ORP of the water in the swimming pool recirculation system.

b.  No disinfection system designed to use di-chlor or tri-chlor shall be installed for an indoor
swimming pool after May 4, 2005.

c¢. Disinfection system capacity. A continuous feed disinfectant system shall be provided. The
disinfectant feed system shall have the capacity to deliver at least 10 mg/L chlorine or bromine equivalent
based on the recirculation flow rate required in 15.5(5) “b” for an outdoor swimming pool and 4 mg/L
chlorine or bromine equivalent based on the recirculation flow rate required in 15.5(5) “b” for an indoor
swimming pool.

d.  Feeder listing. A disinfectant feeder (except chlorine gas feed equipment) shall be listed by
NSF or by another listing agency approved by the department as complying with the requirements of
Standard 50.

e. Chemical feed stop. The disinfectant system shall be installed so that chemical feed is
automatically and positively stopped when the recirculation flow is interrupted.

f Gas chlorinators. Gas chlorinator facilities shall comply with applicable federal, state and local
laws, rules and ordinances and the requirements below.

(1) The chlorine supply and gas feeding equipment shall be housed in a separate room or building.

1. No entrance or openable window to the chlorine room shall be to the inside of a building used
other than for the storage of chlorine.

2. The chlorine room shall be provided with an exhaust system which takes its suction not more
than 8 inches from the floor and discharges out of doors in a direction to minimize the exposure of
swimming pool patrons to chlorine gas. The exhaust system shall be capable of producing 15 air changes
per hour in the chlorine room.

3. An automatic chlorine leak detector and alarm system shall be provided in the chlorine room.
The alarm system shall provide visual and audible alarm signals outside the chlorine room.

4.  An air intake shall be provided near the ceiling of the chlorine room. The air intake and the
exhaust system outlet shall be at least 4 ft apart.

5. Theroomshall have a window at least 12 inches square. The window glass shall be shatterproof.

6. The door of the chlorine enclosure shall open outward. The inside of the door shall be provided
with panic hardware.

7.  The chlorine room shall have adequate lighting.

8.  Electrical switches for the exhaust system and for the lighting shall be outside the chlorine room
and adjacent to the door, or in an adjoining room.

9. An anchoring system shall be provided so that full and empty chlorine cylinders can be
individually secured.

10. Scales shall be provided for weighing the cylinders that are in use.

(2) A chlorine enclosure that is 30 inches deep or less and 72 inches wide or less and that is installed
out of doors shall comply with the above requirements except:

1.  An automatic chlorine leak detector is not required.

2. The enclosure shall have a window of at least 48 in2.

3. Thelight and exhaust fan may be activated by opening the door rather than by a separate switch.

(3) The chlorinator shall be designed to prevent the backflow of water into the chlorine cylinder.

g Solution feed. Where a metering pump is used to feed a solution of disinfectant, the dlsmfectant
solution container shall have a capacity of at least one day’s supply at the rate specified in 15.5(11) “c
except that when the system is designed to feed directly from a 55-gal shipping container, a larger solutlon
container is not required.
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NOTE: Secondary containment must be provided when a tank larger than 55 gallons is installed for
the storage of sodium hypochlorite.

h.  Erosion disinfectant feeders. The storage capacity of an erosion feeder shall be at least one
day’s supply of disinfectant at the rate specified in 15.5(11) “c.”

i.  Testequipment. Test equipment complying with the following requirements shall be provided.

(1) The test equipment shall provide for the direct measurement of free chlorine and combined
chlorine from 0 to 10 ppm in increments of 0.2 ppm or less over the full range, or total bromine from 0
to 20 ppm in increments of 0.5 ppm over the full range.

(2) The test equipment shall provide for the measurement of swimming pool water pH from 7.0 to
8.0 with at least five increments in that range.

(3) The test equipment shall provide for the measurement of total alkalinity and calcium hardness
with increments of 10 ppm or less.

(4) The test equipment shall provide for the measurement of cyanuric acid from 30 to 100 ppm.
This requirement may be waived for a facility that does not use cyanuric acid or a stabilized chlorine
disinfectant.

15.5(12) pH control.

a. pH controller required. Each swimming pool recirculation system approved for construction
after May 4, 2005, shall be equipped with a controller that senses the pH of the swimming pool water, and
that automatically controls the operation of a metering pump for the addition of a pH control chemical
or the operation of a carbon dioxide (CO,) gas feed system.

b.  pH chemical feed required. Each swimming pool shall have a metering pump for the addition
of a pH control chemical to the pool recirculation system, or a carbon dioxide (CO,) gas feed system.

c.  Metering pump listing. A metering pump shall be listed by NSF or by another listing agency
approved by the department as meeting the requirements of Standard 50.

d. CO?2 cylinder anchors. Where carbon dioxide (CO,) is used as a method of pH control, an
anchoring system shall be provided to individually secure full and empty CO, cylinders.

e. Chemical feed stop. The pH control system shall be installed so that chemical feed is
automatically and positively stopped when the recirculation flow is interrupted.

15.5(13) Safery.

a. Diving areas.

(1) Diving boards are permitted only if the diving area dimensions conform to the minimum
requirements shown in Figure 3, Tables 4 and 5. Alternative diving well configurations may be used,
subject to the approval of the department, but the boundaries of the diving well shall be outside the
boundaries prescribed in these rules. The distances specified in Tables 4 and 5 shall be measured from
the top center of the leading edge of the diving board. The reference water level shall be the midpoint
of the skimmer opening for a skimmer pool or a stainless steel gutter system with surge weirs. The
reference water level for a gutter pool shall be the top of the gutter weir.

(2) Where diving boards are specified that have been advertised or promoted to be “competition”
diving boards, the diving area shall comply with the standards of the National Collegiate Athletic
Association (NCAA) or the National Federation of State High School Associations (NFSHSA).



IAC 6/3/09 Public Health[641] Ch 15, p.29

Figure 3
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Table 4
Minimum Dimensions Minimum Width
of Pool
Diving Board Height | Maximum | D1 D2 L1 L2 L3 PtA | PtB | PtC
Above Water Board
Length
Deck level to 2/3 meter 10 ft Tft [85ft|25ft| 8ft [ 1051t | 16ft | 18 ft | 18 ft
Greater than 2/3 meter to 12 ft 751 9ft | 3ft 9 ft 12 ft | 18 ft | 20 ft | 20 ft
3/4 meter
Greater than 3/4 meter to 16 ft 85ft| 10ft| 4 ft 10 ft 151t | 20 ft | 22 ft | 22 ft
1 meter
Greater than 1 meter to 3 16 ft 11ft| 12t | 6ft | 105t | 21 ft | 221t | 24 ft | 24 ft
meters
Table 5
Diving Board Height Above Water | To Pool Side | To 1-Meter Board | To 3-Meter Board
Deck level to 1 meter 10 ft 8 ft 10 ft
Greater than 1 meter 11 ft 10 ft 10 ft

(3) There shall be a completely unobstructed clear distance of 13 ft above the diving board
measured from the center of the front end of the board. This area shall extend at least 8 ft behind, 8 ft to
each side, and 16 ft beyond the end of the diving board.

(4) Diving boards and platforms over 3 meters high are prohibited except where approved by the
department.

(5) Diving boards and platforms shall have slip-resistant surfaces.

(6) Diving board supports, ladders, and guardrails.

1. Supports, platforms, and steps for diving boards shall be of substantial construction and of
sufficient structural strength to safely carry the maximum anticipated loads.

2. Ladders, steps, supports, handrails and guardrails shall be of corrosion-resistant materials or
shall be provided with a corrosion-resistant coating. They shall be designed to have no exposed sharp
edges. Ladder steps shall have slip-resistant surfaces.
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3. Handrails shall be provided at steps and ladders leading to diving boards and diving platforms.
Guardrails shall be provided for diving boards and platforms which are more than 1 meter above the
water. Guardrails for diving boards and platforms shall be at least 36 inches high and shall have at least
one horizontal mid-bar and shall extend to the edge of the water.

b.  Starting blocks and starting block installation shall meet the requirements of the competition
governing body (National Collegiate Athletic Association, USA Swimming, or National Federation of
State High School Associations).

c.  Stairs, ladders, and recessed steps.

(1) Ladders or recessed steps shall be provided in the deep portion of a swimming pool and in the
shallow portion if the vertical distance from the bottom of the swimming pool to the deck is more than 2
ft. Stairs or ramps may be used instead of ladders or recessed steps at the shallow end of the swimming
pool.

(2) Ifaswimming poolis over 30 ft wide, recessed steps, ladders, ramps, or stairs shall be installed
on each side. If a stairway centered on the shallow end wall of the swimming pool is within 30 ft of each
side of the swimming pool, that end of the swimming pool shall be considered in compliance with this
subrule.

(3) The foot contact surfaces of stairs, ramps, ladder rungs, and recessed steps shall be slip-resistant.

(4) Ladders.

1. Ladders shall have a handrail on each side which extends from below the water surface to the
top surface of the deck.

2. Ladders, treads, or supports shall be of a color contrasting with the swimming pool walls;
however, stainless steel ladders may be used with stainless steel wall pools.

3. A ladder shall have a tread width of at least 16 inches and a uniform rise of 12 inches or less.

4. The distance between the swimming pool wall and the vertical rail of a ladder shall be no greater
than 6 inches and no less than 3 inches. The lower end of each ladder rail shall be securely covered with
a smooth nonmetallic cap. The lower end of each ladder rail shall be within 1 inch of the swimming pool
wall.
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Figure 4
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(5) Recessed steps.

1.  Recessed steps shall have a tread depth of at least 5 inches, a tread width of at least 12 inches,
and a uniform rise of no more than 12 inches.

2. Each set of recessed steps shall be equipped with a securely anchored deck-level grab rail on
each side.

3. Recessed steps shall drain to the pool.

(6) Stairs.

1. Stairs shall have a uniform tread depth of at least 12 inches and a uniform rise of no more than
10 inches. The area of each tread shall be at least 240 in2.

2. Stairs shall be provided with at least one handrail for each 12 ft in width. Handrails shall be
between 34 inches and 38 inches high, measured vertically from the line defined by the front edge of the
steps.

3. Astripe at least 1 inch wide of a color contrasting with the step surface and with the swimming
pool floor shall be marked at the top front edge of each tread. The stripe shall be slip-resistant.

(7) Handrails and grab rails.

1. Ladders, handrails, and grab rails shall be designed to be securely anchored so that tools are
required for their removal.

2. Ladders, handrails, and grab rails shall be constructed of corrosion-resistant materials or
provided with corrosion-resistant coatings. They shall have no exposed sharp edges.
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d.  Floor slope. The bottom of the swimming pool shall slope toward the main drain(s). The slope
of the swimming pool bottom where the water is less than 5 ft deep shall not exceed 1 ft vertical in 12
ft horizontal.

(1) Subject to the approval of the department, a swimming pool may be designed to have the change
in slope (from 1:12 or less to a steeper slope) at a point where the water depth is less than 5 ft. The
marking requirements of 15.5(13) “f”’(3) and 15.5(13) “f”’(4) shall apply and, if possible, depth markers
which are clearly visible to persons in the pool shall be provided.

(2) For a wave pool, steeper slopes may be approved by the department if they are required for the
proper function of the wave pool.

e. Walls.

(1) Walls in the deep section of a swimming pool shall be vertical to a water depth of at least 2.8
ft. If a transition radius is provided, it shall comply with Figure 3.

Figure 5

uater e

+— trae wertical pool wall

11 degrees from vertical —
(1:5 slope)

6" ledge at 30" below water level

7" ledge at 36" below water level

2" ledge at 42" below water level

(2) The term “vertical” is interpreted to permit slopes not greater than 1 ft horizontal for each 5 ft
of depth of side wall (11° from vertical).

(3) Ledges, when provided, shall fall within an 11° line from vertical, starting at the water surface
(Figure 5). A ledge shall be no less than 4 inches wide and no more than 8 inches wide. A ledge shall
have a slip-resistant surface.

/- Surface finish and markings.

(1) The swimming pool floor shall have a slip-resistant finish.

(2) The bottom and sides of the swimming pool shall be white or a light color. This does not
prohibit painting or marking racing lines or turn targets.

(3) Where the slope of a swimming pool bottom in a shallow area changes from 1:12 or less to a
slope greater than 1:12, or at the 5-ft depth area, the pool bottom and sides shall be marked with a stripe
at least 4 inches wide in a color contrasting with the pool bottom and sides. The stripe shall be on the
shallow side of the slope change or 5-ft depth area within 6 inches of the slope change or 5-ft depth area.
Depending on the pool configuration, more than one stripe may be required.

(4) A float line with floats no more than 5 ft apart shall be installed on the shallow side of the stripe
required in 15.5(13) “f”’(3) within 12 inches of the stripe.



IAC 6/3/09 Public Health[641] Ch 15, p.33

(5) The landing area for a swimming pool slide or a water slide which does not terminate in a
separate plunge pool shall be delineated by a float line or as approved by the department.

(6) Depth markers.

1. Depth markers shall be painted or otherwise marked on the deck within 3 ft of the edge of a
swimming pool. The depth of a wave pool shall also be marked on the side walls of the wave pool above
the maximum static water level where the static water depth is 3 ft or more and on the deep-end wall of
the wave pool.

2. Depth markers shall be located 25 ft apart or less, center to center, around the full perimeter of
a swimming pool.

EXCEPTIONS: Depth markers are not required at the zero-depth end of a wading pool, wave pool, or
a zero-depth swimming pool. Depth markers are not required on the deck of a plunge pool on the flume
discharge end or on the exit end if stairs are used for exit.

3. The maximum depth of a swimming pool shall be marked on both sides of a swimming pool at
the main drain.

4. The water depth of a swimming pool shall be marked at both ends of a float line required by
15.5(13)“f7(4).

5. In shallow water, the depth shall be marked at 1-ft depth intervals starting at one of the points
specified in “3” and “4” above, if the 1-ft depth interval is less than 25 ft. The zero depth shall be used
as the starting point for a zero-depth swimming pool.

6. In deep water, the words “Deep Water” may be used in place of numerals except as required in
“3” above.

7. “No Diving” or equivalent wording or graphics shall be marked on the swimming pool deck
within 3 ft of the edge of the swimming pool where the water is shallow and at other pool areas determined
by management. The markers shall be 25 ft apart or less, center to center, around the perimeter of the
area. This marking is not required at the zero-depth end of a wave pool or of a zero-depth swimming
pool. “No Diving” or equivalent wording or graphics shall be marked on the deck of a leisure river in
the areas where users will be permitted. The “No Diving” markers shall be within 3 ft of the edge of the
leisure river at intervals not to exceed 25 ft on center.

8.  Letter, number and graphic markers shall be slip-resistant, of a contrasting color from the deck
and at least 4 inches in height.

9. Inlieu of the requirements of “1” through “8” above, the maximum depth of a wading pool may
be posted in lettering a minimum of 3 inches high at each entrance to the wading pool area and at least
at one conspicuous location inside the wading pool enclosure. “No Diving” markers are not required at
a wading pool.

10. The depth of a leisure river shall be posted at the entrance(s) to the leisure river in characters
at least 3 inches high. The depth of the leisure river shall be marked on the side wall of the leisure river
above the static water level at intervals not to exceed 50 ft on center. The depth of the leisure river shall
be marked on the deck in the areas where users will be permitted. The depth markers shall be within 3
ft of the edge of the leisure river at intervals not to exceed 25 ft on center.

g. Lifeguard chairs. One elevated lifeguard chair or station shall be provided for a swimming pool
with a water surface area of 2000 to 4000 ft2 inclusive; two chairs shall be provided if the area is 4001 to
6000 ft2; three chairs shall be provided if the area is 6001 ft2 or more. A swimming pool is not required
to have more than three lifeguard chairs or stations. This requirement does not apply to wave pools,
leisure rivers or wading pools.

h.  Emergency equipment and facilities.

(1) Ifaswimming pool facility employs lifeguards, whether required by rule or not, the lifeguards
shall be provided with the minimum equipment required by their training including, but not necessarily
limited to, rescue tubes and personal CPR masks.

(2) A minimum of one unit of lifesaving equipment shall be provided for each 1500 fi2 of water
surface area or fraction thereof. The area of a swimming pool where the water is 2 ft deep or less may
be subtracted from the total area for this requirement. A swimming pool is not required to have more
than ten units of lifesaving equipment.
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(3) A unit of lifesaving equipment consists of at least one of the following:

1. A U.S. Coast Guard-recognized ring buoy fitted with a Y-inch diameter line with a length at
least one-half the width of the pool, but no more than 60 ft; or

2. Alife pole with a “shepherd’s crook,” having blunted ends with a minimum length of 8 ft; or

3. Arescue buoy which is made of a hard, buoyant plastic and is provided with molded handgrips
along each side, a shoulder strap, and a towing rope between 4 and 6 ft long; or

4. A rescue tube made of a soft, strong foam material 3 inches by 6 inches by 40 inches with a
molded strap providing a ring at one end and a hook at the other. Attached to the ring end shall be a
6-ft-long towline with a shoulder strap; or

5. Any other piece of rescue equipment approved by the department.

Rescue equipment identified in 15.5(13) “A”(3)“3” and 15.5(13) “A ”(3)“4” above shall be used only
at swimming pools where lifeguards are employed.

(4) Whenever lifeguard chairs are provided, each chair shall be equipped with at least one unit of
lifesaving equipment.

(5) A standard spine board with straps and head immobilizer shall be provided at each swimming
pool where lifeguards are required by rule.

i.  Pool enclosures.

(1) Except for a fill and drain wading pool, a circulated wading pool that is drained when not in
use, or a spray pad, a swimming pool shall be enclosed by a fence, wall, building, or combination thereof
not less than 4 ft high. The enclosure shall be constructed of durable materials.

(2) A fence, wall, or other means of enclosure shall have no openings that would allow the passage
of a 4-inch sphere, and shall not be easily climbable by toddlers. The distance between the ground and
the top of the lowest horizontal support accessible from outside the facility, or between the two lowest
horizontal supports accessible from outside the facility, shall be at least 45 inches. A horizontal support
is accessible if it is on the exterior of the fence relative to the swimming pool, or if the space between
the vertical members of a fence is greater than 1% inches.

(3) Gates and doors shall be installed in the enclosure for general access, maintenance and
emergency access. At least one 36-inch-wide gate or door shall be installed for emergency access.
When closed, gates and doors shall comply with the requirements of 15.5(13)“i”(1) and (2). Gates
and doors shall be lockable. Except where lifeguard or structured program supervision is provided
whenever the swimming pool is open, gates and doors shall be self-closing and self-latching.

(4) If a wading pool is within 50 ft of a swimming pool, the wading pool shall have a barrier at
least 36 inches high separating it from the swimming pool. A barrier installed after May 4, 2005, shall
have no openings that would allow the passage of a 4-inch sphere and shall not be easily climbable by
toddlers. The barrier shall have at least one 36-inch-wide gate or door. Gates and doors shall be lockable.
Except where lifeguard supervision is provided, gates and doors shall be self-closing and self-latching.

The department may approve alternate management of the area between the wading pool and
swimming pool at facilities where lifeguards are provided whenever the pools are open. The alternate
management plan shall be in writing and shall be at the facility when the pools are open.

(5) An indoor swimming pool shall be enclosed by a barrier at least 3 ft high if there are sleeping
rooms, hallways, apartments, condominiums, or permanent recreation areas which are used by children
and which open directly into the swimming pool area. No opening in the barrier shall permit the passage
of a 4-inch sphere. The barrier shall not be easily climbable by toddlers. There shall be at least one
36-inch-wide gate or door through the barrier. Gates and doors shall be lockable. Except where lifeguard
supervision is provided whenever the pool is open, gates and doors shall be self-closing and self-latching.

j. Electrical. Construction or reconstruction shall meet the requirements in Section 680 of the
National Electrical Code, 70-05, as published by the National Fire Protection Association, Batterymarch
Park, Quincy, MA 02269, and the following requirements:

(1) Each electrical outlet in the deck, shower and dressing rooms and the pool water treatment
equipment areas shall be equipped with a properly installed ground fault circuit interrupter (GFCI) at the
outlet or at the breaker serving the outlet. Electrical outlets energized through an ORP/pH controller are
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not required to have a separate GFCI if the controller is equipped with a GFCI or is energized through
a GFCI breaker.

(2) An underwater light circuit shall be equipped with a GFCI unless the underwater light(s)
operates at 15 volts or less.

k. Lighting. Artificial lighting shall be provided at indoor swimming pools and at outdoor
swimming pools which are to be used after sunset in accordance with the following:

(1) Underwater lighting of at least 60 lamp lumens/ft2 or 0.5 watts/ft2 of water surface area, located
to provide illumination of the entire swimming pool bottom, and area lighting of at least 10 lumens/ft2
or 0.6 watts/ft2 of deck area.

(2) Ifunderwater lights are not provided, overhead lighting of at least 30 lumens/{t? or 2.0 watts/{t?
of swimming pool water surface area shall be provided.

[, Swimming pool slides. Swimming pool slides shall meet the requirements of the January 1,
2004, product standard of the United States Consumer Product Safety Commission (CFR Title 16, Part
1207). Swimming pool slides shall be installed in accordance with the manufacturer’s recommendations.

15.5(14) Wading pools. Wading pools shall comply with the applicable provisions of 15.5(1) to
15.5(13), except as modified below.

a. A wading pool shall have at least 4 ft of deck.

b.  Overflow system.

(1) Intermittent fixed weir overflow structures, including gutters, overflow fixtures, and drains at
zero depth may be used. They shall have a hydraulic capacity of at least 125 percent of the recirculation
flow rate. The designer shall be responsible for demonstrating that the overflow system will provide
adequate skimming.

(2) If skimmers are used, there shall be at least one skimmer for every 500 ft2 of water surface area
or fraction thereof.

1. The recirculation flow rate shall be at least 3.8 gpm per lineal inch of skimmer weir or as
required in 15.5(5) “b,” whichever is greater.

2. The skimmer(s) suction line may be connected to the main drain line in lieu of an equalizer.

3. A skimmer(s) may be used in combination with overflow drains in a zero-depth wading pool.

c. Inlet system. Inlets shall be designed to uniformly distribute treated water throughout the
wading pool. Wall and floor inlets or other means may be used, alone or in combination. The designer
shall be responsible for demonstrating that the inlet system will provide adequate distribution of the
treated water.

15.5(15) Wave pools. Wave pools shall comply with the applicable provisions of 15.5(1) to 15.5(13),
except as modified below.

a. Overflow not required. Perimeter overflow gutters and skimmers are not required on the
deep-end wall where the wave generation equipment is located.

b.  Overflow drain at zero depth. There shall be an overflow drain or weir across the full width of
the zero-depth end of the wave pool. Full width is interpreted to allow construction joints at each end of
the drain. The combined length of the joints shall be no more than 10 percent of the width of the end of
the pool.

The drain shall be covered with a grate designed to prevent entrapment. The grate shall be designed
so that it is securely fastened to the pool floor and cannot be removed without a tool or tools.

c¢.  Deck above zero depth. The deck above the overflow drain at the zero-depth end of the pool
may slope to the overflow drain for a distance no greater than 15 ft. The deck slope shall be no greater
than 1 ft vertical in 12 ft horizontal.

d.  Overflow gutter or fittings. There shall be a perimeter overflow gutter or overflow fittings along
both sides of the wave pool where the water is 3 ft deep or more.

(1) If a perimeter overflow gutter is used, it shall be designed to prevent entrapment during wave
action. Overflow grates shall be securely fastened so they will not be dislodged by wave action.

(2) Overflow fittings need not be continuous, but they shall be spaced no more than 10 ft apart.

e.  Overflow capacity. The combined hydraulic capacity of the overflow drain at zero depth and
the gutter or overflow outlets shall be at least 125 percent of the recirculation flow rate.
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f- Main drains. The main drain system shall comply with the requirements of 15.5(10).

g Wave generator openings. Openings or connections between the wave pool and the wave
generation equipment shall be designed to prevent entrapment of users.

h.  Side barrier. There shall be a continuous barrier along the full length of each side of a wave
pool. The barrier shall be at least 42 inches high and installed no more than 3 ft from the side of the
wave pool.

i.  Emergency switches. Emergency switches which will stop the wave action shall be provided
in at least four locations on the deck of the wave pool. Switch locations shall be marked by signs or
contrasting bright colors.

j. Float line. A wave pool shall be equipped with a float line with floats spaced no more than 5
ft apart. The float line shall be located at least 6 ft from the deep-end wall. Users shall not be permitted
between the float line and the deep-end wall.

15.5(16) Zero-depth swimming pools. Zero-depth swimming pools shall comply with the applicable
provisions of 15.5(1) to 15.5(13), except as modified below.

a.  Overflow drain at zero depth. There shall be an overflow drain or weir across the full width of
the zero-depth end of the swimming pool. Full width is interpreted to allow construction joints at each
end of the drain. The combined length of the joints shall be no more than 10 percent of the width of the
end of the pool.

(1) The drain shall be covered with a grate designed to prevent entrapment. The grate shall be
designed so that it is not removable without a tool.

(2) The drain and its associated piping shall be designed to convey at least 50 percent of the
recirculation flow rate.

b.  Deck above zero depth. The deck above the overflow drain at the zero-depth end of the pool
may slope to the overflow drain for a distance no greater than 15 ft. The deck slope shall be no greater
than 1 ft vertical in 12 ft horizontal.

c.  Perimeter overflow gutter. If a perimeter overflow gutter is provided, the gutter may be
interrupted in the area where the water is less than 2 ft deep provided that:

(1) The length of the perimeter overflow gutter and overflow drain shall be at least 60 percent of
the total pool perimeter.

(2) The hydraulic capacity of the perimeter overflow gutter system combined with the overflow
drain shall be at least 125 percent of the recirculation flow rate.

d.  Skimmers. Recessed automatic surface skimmers may be used with the overflow drain at zero
depth in accordance with 15.5(9) “a.” The hydraulic capacity of the skimmer/drain system shall be at
least 125 percent of the recirculation flow rate.

15.5(17) Water slides. Water slides shall comply with the applicable provisions of 15.5(1) to
15.5(13) and the following:

a.  Flume construction. A water slide flume shall comply with the following:

(1) The flume shall be perpendicular to the plunge or swimming pool wall for at least 10 ft from
the flume end.

(2) The flume shall be sloped no more than 1 ft vertical in 10 ft horizontal for at least 10 ft before
the end of the flume.

(3) The flume shall terminate between 6 inches below and 2 inches above the design water level in
the plunge pool or swimming pool.

(4) There shall be at least 5 ft between the side of the plunge pool or swimming pool and the side
of the flume. Adjacent flumes shall be at least 10 ft apart on center.

(5) The inside surface of a flume shall be smooth and continuous.

(6) The flume shall be designed to ensure that users cannot be thrown out of the flume and to
minimize user collisions with the sides of the flume.

(7) The flume shall have no sharp edges within reach of a user while the user is in the proper riding
position.

(8) The flume path shall be designed to prevent users from becoming airborne while in the ride.



IAC 6/3/09 Public Health[641] Ch 15, p.37

b.  Water slide landing areas. The landing area for a water slide flume shall comply with the
following:

(1) The water depth shall be at least 3 ft and no more than 4 ft at the end of the flume and for at
least 15 ft beyond the end of the flume.

(2) The landing area floor may slope up to a minimum of 2 ft water depth subject to (1) above. The
slope shall be no greater than 1 ft vertical in 12 ft horizontal.

(3) There shall be at least 20 ft between the end of the flume and any barrier or steps.

(4) If the water slide flume ends in a swimming pool, the landing area shall be divided from the
rest of the swimming pool by a float line or as approved by the department.

c.  Speed slides. A speed slide shall provide for the safe deceleration of the user. A run-out system
or a special plunge pool entry system shall control the body position of the user relative to the slide to
provide for a safe exit from the ride.

d.  Decks. The deck around a water slide plunge pool shall be at least 4 ft wide, except on the side
where the flume enters the pool. A walkway which is at least 4 ft wide and meets the requirements of a
deck shall be provided between the plunge pool and the slide steps.

e. Alternate overflow systems. Intermittent fixed weir overflow structures may be used for a
separate plunge pool if:

(1) Floor inlets are provided according to the requirements of 15.5(8) “c.”

(2) The hydraulic capacity of the combined overflow structures and the appurtenant piping is at
least 125 percent of the recirculation flow rate. The department may require more hydraulic capacity
based on the specific design of the plunge pool system.

f- Pump reservoir. If a pump reservoir or surge tank is provided, it shall have a capacity of at least
one minute of the combined recirculation and flume flow. Openings between the plunge pool and the
pump reservoir or surge tank shall be designed and constructed in accordance with 15.5(10) “a” and “b.”

g Swimming pool water level. If the water slide flume ends in a swimming pool, the water level
shall not be lowered more than 1 inch when the flume pump(s) is operating.

h.  Suction outlets. 1f a fully submerged suction outlet is in a plunge pool or in a swimming pool,
it shall be located away from normal water slide user traffic areas. The suction outlet system shall be
designed in accordance with 15.5(10)“b.”

i.  Outlet covers. Rescinded TAB 6/3/09, effective 7/8/09.

j. Water slide support structure. The support structure for a water slide and for any access stairs
or ramps shall be designed and constructed to withstand the anticipated structural loading, both static
and dynamic, including wind forces.

k. Stairs. A stairway providing access to the top of a water slide shall be at least 2 ft wide. Stair
surfaces shall be slip-resistant and easily cleanable. The stairway shall comply with the applicable
requirements of state and local building codes and Occupational Safety and Health Administration
requirements.

I Alternate water slide designs. Water slides differing substantially from the standards in this
subrule may be approved if the designer provides sufficient information to demonstrate to the department
that the slide and its landing area can be operated safely.

15.5(18) Multisection water recreation pools. A multisection water recreation pool shall comply
with the applicable provisions of 15.5(1) to 15.5(13) and the following:

a. Recirculation flow rate. The minimum recirculation flow rate for a multisection water
recreation pool shall be determined by computing the recirculation flow rate for each section of the pool
in accordance with 15.5(5) “b”” and adding the flow rates together.

b.  Water distribution. The treated water distribution system shall be designed to return treated
water to the sections of the pool in proportion to the flow rates determined in “a” above.

¢.  Float lines. Each section of a multisection water recreation pool shall be separated from the
other sections by a float line meeting the requirements of 15.5(13) “f”’(4).

15.5(19) Spray pads. A spray pad shall comply with the applicable provisions of 15.5(1) through
15.5(13) and the following:
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a. The surface of a spray pad shall be impervious and durable. Padding specifically designed for
spray pads may be used with play features. The padding shall be water resistant or shall permit full
drainage without retaining water in its structure. Walking surfaces shall be slip-resistant.

b.  The spray pad surface shall slope to drain at least 1/8 inch per ft, but no more than 1/2 inch per
ft. Deck or other areas outside the spray pad shall not drain into the spray pad.

c. A spray pad shall be exempt from fencing requirements (15.5(13)"i”); “No Lifeguard”
sign requirements (15.4(6)“d”); safety equipment requirements (15.4(4)“f”); and depth marking
requirements (15.4(4)“j”"). Unless the spray pad is supervised by facility staff, a sign shall be posted
near the spray pad that addresses:

(1) No running on or around the spray pad.

(2) No rough play.

(3) No facility supervision. Parents are responsible for supervising their children.

Facility management may adopt and post other rules deemed necessary for user safety and the proper
operation of the spray pad.

d.  Spray pad drains shall be gravity outlets. At least two drains shall be provided, or a single drain
that is unblockable shall be provided.

(1) The drain system and associated piping shall be designed for 125 percent of the flow into the
spray pad (play feature and recirculation, as applicable).

(2) Each drain cover/grate shall be flush with the spray pad surface and shall have no opening wider
than % inch.

(3) Each drain cover/grate shall be designed to be securely fastened to the spray pad so that the
drain cover/grate is not removable without tools.

(4) Drain cover/grates that are exposed to foot traffic shall:

1. Have a slip-resistant surface; and

2. Support a 300-pound concentrated load when tested in accordance with the ASME standard,
Section 3.3. Structural strength shall be verified by documentation of test results from a testing agency
approved by the department or by certification by an engineer licensed in lowa; and

3. If the drain cover is exposed to sunlight, be resistant to ultraviolet light (UV) in accordance
with the ASME standard, Section 3.2.2. UV resistance shall be verified by documentation of test results
from a testing agency approved by the department or by certification by an engineer licensed in Iowa.

e.  Spray pads with independent treatment systems.

(1) The minimum volume of water for a spray pad shall be two minutes of the flow of the play
features and the recirculation system combined.

(2) The water storage tank shall have a volume of at least 125 percent of the volume specified in
(1). The tank shall be accessible for cleaning and inspection.

(3) The recirculation (treatment) system and the play feature pump and piping system shall be
separate.

(4) The recirculation system inlet(s) and outlet(s) within the water storage tank shall be designed to
ensure a uniform disinfectant concentration and pH level throughout the water volume of the spray pad.

(5) The play feature pump system shall be designed so that it will not operate if the recirculation
system is not operating.

(6) There shall be a readily accessible sample tap in the equipment area that allows sampling of the
water in the play feature piping.

/- Spray pads using water from an adjacent swimming pool or wading pool.

(1) If there is a suction outlet in the swimming pool or wading pool for the play feature pump(s),
the outlet shall be designed as a main drain as specified in 15.5(10). Water velocity through the outlet
cover shall be 1'% ft per sec or less.

(2) Ifthe adjacent pool has a volume of 10,000 gallons or less, or if the spray pad water is circulated
directly from the swimming pool surge tank, the spray pad pump system shall be equipped for automatic
supplemental disinfection in accordance with 15.5(11), except that the disinfection capacity shall be at
least one-half of the capacity specified in 15.5(11) “c ”’; with filtration in accordance with 15.5(6); or both.

g.  Play features and sprays shall be designed and installed so that they do not create a safety hazard.
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(1) Surface sprays shall be flush with the spray pad surface. Spray openings shall have a diameter
of 4 inch or less. Noncircular spray openings shall have a width of ' inch or less.

(2) Aboveground features shall not present a tripping hazard. Features shall have no sharp edges or
points and no rough surfaces. Aboveground features shall be constructed of corrosion-resistant materials
or provided with a corrosion-resistant coating. Accessible spray openings shall have a diameter of %5 inch
or less. Noncircular accessible spray openings shall have a width of % inch or less.

15.5(20) Leisure rivers. A leisure river shall comply with the applicable requirements of 15.5(1)
through 15.5(13) and the following:

a.  The leisure river propulsion system and recirculation system shall be separate.

b.  Intermittent fixed weir structures may be used for the overflow system. At least two separate
fixed weir structures shall be used. The hydraulic capacity of the overflow system using fixed weir
structures shall be at least 125 percent of the recirculation flow rate. Fixed weir structures shall be
designed to prevent entrapment of leisure river users.

¢. A deck as specified in 15.5(4) is not required in areas where users are not permitted. A leisure
river and the area on the inside and outside perimeter of the leisure river shall be designed to ensure that
lifeguard staff and emergency personnel can access any part of the leisure river quickly and to provide a
sufficient hard surface area for emergency functions.

d.  The depth of a leisure river shall be posted conspicuously at the entrance(s) to the leisure river
in characters at least 3 inches high. The depth of the leisure river shall be marked on the side wall of
the leisure river above the static water level at intervals not to exceed 50 ft on center. The depth of the
leisure river shall be marked on the deck in the areas where users are permitted. The depth markers shall
be within 3 ft of the edge of the leisure river at intervals not to exceed 25 ft on center.

e. “No Diving” characters or graphics shall be marked every 25 ft on center on the deck in deck
areas where users are permitted.

1~ Atleast one user egress point shall be provided for each 500 ft of leisure river length (measured
at the centerline) or fraction thereof.

g Outlets for the leisure river propulsion system shall be designed in accordance with
15.5(10)“b.”

15.5(21) Showers, dressing rooms, and sanitary facilities.

a. Facilities required. Bather preparation facilities shall be provided at each swimming pool
facility except where the swimming pool facility is intended to serve living units such as a hotel, motel,
apartment complex, condominium association, dormitory, subdivision, mobile home park, or resident
institution.

b.  Swimming pool patron load. If a bathhouse is provided, the patron load for determining the
minimum sanitary fixtures (Table 6) is:

(1) One individual per 15 ft2 of water surface in shallow areas.

(2) One individual per 20 ft2 of water surface in deep areas with the exclusion of 300 ft2 of water
surface for each diving board.

(3) For each swimming pool slide, 200 ft2 shall be excluded, and for each water slide which
terminates in the swimming pool, 300 ft2 shall be excluded in determining the patron load.

¢.  Bathhouses.

(1) A bathhouse shall be designed and constructed to meet the requirements of the local building
ordinance. If no local ordinance is in effect, the bathhouse shall be designed to meet the requirements of
the state of lowa building code, 661—Chapter 16, lowa Administrative Code.

(2) Bathhouse floors shall have a slip-resistant finish and shall slope at least 1/8 inch/ft to drain.
Except as provided in 15.5(19) “c ’(3), floor coverings shall comply with the requirements of 15.5(4) “c.”

(3) Olefin, or other approved carpeting, may be permitted in locker room or dressing room areas
provided:

1. There is an adequate drip area between the carpeting and the shower room, toilet facilities,
swimming pool, or other areas where water can accumulate.

2. Drip areas shall be constructed of materials as described in 15.5(4)“b” and 15.5(4) “c.”

(4) Bathhouse fixtures shall be provided in accordance with Table 6.
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Table 6
Fixtures Required
Male Female
Patron Load | Showers | Toilets Urinals | Lavatories | Showers | Toilets | Lavatories
1-100 1 1 1 1 1 1 1
101 - 200 2 1 2 1 2 3 1
201 - 300 3 1 3 1 3 4 1
301 - 400 4 2 3 2 4 5 2
401 - 500 5 3 3 2 5 6 2
501 - 1000 6 3 4 2 6 7 2

(5) All indoor swimming pool areas, bathhouses, dressing rooms, shower rooms, and toilets shall
be ventilated by natural or mechanical means to control condensation and odors.

d.  Showers and lavatories.

(1) Showers shall be supplied with water at a temperature of at least 90°F and no more than 110°F
and at a rate of no more than 3 gpm per shower head.

(2) Soap dispensers or bar soap trays shall be provided at each lavatory and in the showers. Glass
soap dispensers are prohibited.

e. Hose bibs. At least one hose bib shall be installed within the bathhouse.

1 Storage-type hot water heaters.

(1) Gas-fired storage-type hot water heaters shall comply with the requirements of ANSI/AGA
721.10.1-2001, or with the requirements of ANSI/AGA Z21.10.3-2001. The heater shall bear the mark
of the AGA.

(2) Electric storage-type hot water heaters shall comply with the requirements of ANSI/UL
174-1996. The heater shall bear the mark of UL.

(3) Combustion air shall be provided for fuel-burning water heaters as required by the state
plumbing code, 641—Chapter 25, [owa Administrative Code, or as required by local ordinance.

(4) Fuel-burning water heaters shall be vented as required by the state plumbing code,

641—Chapter 25, lowa Administrative Code, or as required by local ordinance.
[ARC 7839B, IAB 6/3/09, effective 7/8/09]

ADMINISTRATION

641—15.6(1351) Enforcement.

15.6(1) The department may inspect swimming pools and spas regulated by these rules and enforce
these rules. A city, county or district board of health may inspect swimming pools and spas regulated by
these rules and enforce these rules in accordance with agreements executed with the department pursuant
to the authority of lowa Code chapters 28E and 1351.

15.6(2) The inspection agency shall take the following steps when enforcement of these rules is
necessary.

a. Owner notification. As soon as possible after the violations are noted, the inspection agency
shall provide written notification to the owner of the facility that:

(1) Cites each section of the [owa Code or lowa Administrative Code violated.

(2) Specifies the manner in which the owner or operator failed to comply.

(3) Specifies the steps required for correcting the violation.

(4) Requests a corrective action plan, including a time schedule for completion of the plan.

(5) Sets a reasonable time limit, not to exceed 30 days from the receipt of the notice, within which
the owner of the facility must respond.

b.  Corrective action plan review. The inspection agency shall review the corrective action plan
and approve it or require that it be modified.
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c¢.  Failure to comply. When the owner of a swimming pool or spa fails to comply with conditions
of the written notice, the inspection agency may take enforcement action in accordance with lowa Code
chapters 137 and 1351, or in accordance with local ordinances.

d.  Adverse actions and the appeal process. If the department determines that the provisions of
Iowa Code chapter 1351 and these rules have been or are being violated, the department may withhold
or revoke the registration of a swimming pool or spa, or the department or the local board of health may
order that a swimming pool or spa be closed until corrective action has been taken. If the swimming
pool or spa is operated without being registered, or in violation of the order of the department, the
department or local inspection agency may request that the county attorney or the attorney general make
an application in the name of the state to the district court of the county in which the violations have
occurred for an order to enjoin the violations. This remedy is in addition to any other legal remedy
available to the department.

(1) A local inspection agency may request that the department withhold or revoke the registration
of a swimming pool or spa, or issue an order to close a swimming pool or spa. The request shall be in
writing and shall list the violations of Iowa Code chapter 1351 and these rules that have occurred or are
occurring when the request is made. The local inspection agency shall provide a full accounting of the
actions taken by the local inspection agency to enforce lowa Code chapter 1351 and these rules.

(2) Notice of the decision to withhold or revoke the registration for a swimming pool or spa, or
an order to close a swimming pool or spa shall be delivered by restricted certified mail, return receipt
requested, or by personal service. The notice shall inform the owner of the right to appeal the decision
and the appeal procedures. The local inspection agency and the county attorney in the county where the
swimming pool or spa is located shall be notified in writing of the decision or order.

(3) An appeal of a decision to withhold or revoke a registration or of an order to close shall be
submitted by certified mail, return receipt requested, within 30 days of receipt of the department’s notice.
The appeal shall be sent to the lowa Department of Public Health, Division of Environmental Health,
Lucas State Office Building, 321 East 12th Street, Des Moines, lowa 50319-0075. If such a request is
made within the 30-day time period, the decision or order shall be deemed to be suspended. Prior to
or at the hearing, the department may rescind the decision or order upon satisfaction that the reason for
the decision or order has been or will be removed. After the hearing, or upon default of the applicant or
alleged violator, the administrative law judge shall affirm, modify or set aside the decision or order. If
no appeal is submitted within 30 days, the decision or order shall become the department’s final agency
action.

(4) Upon receipt of an appeal that meets contested case status, the appeal shall be transmitted
to the department of inspections and appeals within 5 working days of receipt pursuant to the rules
adopted by that department regarding the transmission of contested cases. The information upon which
the revocation or withholding is based shall be provided to the department of inspections and appeals.

(5) The hearing shall be conducted in accordance with 481—Chapter 10.

(6) When the administrative law judge makes a proposed decision and order, it shall be served by
restricted certified mail, return receipt requested, or delivered by personal service. The proposed decision
and order then becomes the department’s final agency action without further proceedings 10 days after it
is received by the aggrieved party unless an appeal to the director is taken as provided in subparagraph
15.6(2) “d”(7).

(7) Any appeal to the director of the department for review of the proposed decision and order of
the administrative law judge shall be filed in writing and mailed to the director by certified mail, return
receipt requested, or delivered by personal service within 10 days after the receipt of the administrative
law judge’s proposed decision and order by the aggrieved party. A copy of the appeal shall also be mailed
to the administrative law judge. Any request for appeal shall state the reason for appeal.

(8) Upon receipt of an appeal request, the administrative law judge shall prepare the record of the
hearing for submission to the director. The record shall include the following:

1. All pleadings, motions and rules.

2. All evidence received or considered and all other submissions by recording or transcript.

3. A statement of all matters officially noticed.
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4.  All questions and offers of proof, objections, and rulings thereon.

5. All proposed findings and exceptions.

6. The proposed findings and order of the administrative law judge.

(9) Thedecision and order of the director becomes the department’s final agency action upon receipt
by the aggrieved party and shall be delivered by restricted certified mail, return receipt requested.

(10) It is not necessary for the owner to file an application for a rehearing to exhaust administrative
remedies when appealing to the director or the district court as provided in Iowa Code section 17A.19.
The aggrieved party to the final agency action of the department that has exhausted all administrative
remedies may petition for judicial review of that action pursuant to lowa Code chapter 17A.

(11) Any petition for judicial review of a decision and order shall be filed in the district court within
30 days after the decision and order becomes final. A copy of the notice of appeal shall be sent by
certified mail, return receipt requested, or by personal service to the lowa Department of Public Health,
Division of Environmental Health, Lucas State Office Building, 321 East 12th Street, Des Moines, lowa
50319-0075.

(12) The party who appeals a final agency action to the district court shall pay the cost of the
preparation of a transcript of the contested case hearing for the district court.

641—15.7(135I) Variances. A variance to these rules may be granted only by the department. A
variance can be granted only if sufficient information is provided to substantiate the need for and
propriety of the action.

15.7(1) Requests for variances shall be in writing and shall be sent to the local inspection agency
for comment. The local inspection agency shall send the request for variance to the department within
15 business days of its receipt.

15.7(2) The granting or denial of a variance will take into consideration, but not be limited to, the
following criteria:

a.  Substantially equal protection of health and safety shall be provided by a means other than that
prescribed in the particular rule, or

b.  The degree of violation of the rule is sufficiently small so as not to pose a significant risk
of injury to any individual, and the remedies necessary to alleviate this minor violation would incur
substantial and unreasonable expense on the part of the person seeking a variance.

15.7(3) Decisions shall be issued in writing by the department and shall include the reasons for denial
or granting of the variance. Copies of decisions shall be kept at the department, and a copy shall be sent
to the contracting board of health.

15.7(4) The applicant for a variance that is denied may request a review of the denial by the director
of the department. The request shall be submitted in writing within 30 days of the applicant’s receipt of
the department’s denial of a variance request. The request for a review shall be addressed to the lowa
Department of Public Health, Office of the Director, Lucas State Office Building, 321 East 12th Street,
Des Moines, lowa 50319-0075. The decision of the director shall be considered the department’s final
agency action.

15.7(5) The applicant may petition for judicial review of the final agency action pursuant to lowa
Code chapter 17A.

641—15.8(135I) Penalties. A person violating a provision of this chapter shall be guilty of a simple
misdemeanor pursuant to the authority of lowa Code section 1351.5. Each day upon which a violation
occurs constitutes a separate violation.

641—15.9(135I) Registration.

15.9(1) Swimming pool and spa registration. No swimming pool or spa shall be operated in the
state without being registered with the department. The owner of a swimming pool or spa or the owner’s
designated representative shall register the swimming pool or spa before the swimming pool or spa is
first used and shall renew the registration annually on or before April 30. The initial registration and
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registration renewal shall be submitted on forms supplied by the department. The registration for a
swimming pool or spa is valid from May 1 through the following April 30.

15.9(2) Change in ownership. Within 30 days of the change in ownership of a swimming pool or
spa, the new owner shall furnish the department with the following information:

a. Name and registration number of the swimming pool or spa.

b. Name, address, and telephone number of new owner.

c¢.  Date the change in ownership took place.

d. A nonrefundable fee of $20 per swimming pool or spa.

15.9(3) Withholding registration. The department may withhold or revoke the registration of a
swimming pool or spa pursuant to 15.6(2) “d” if an owner or the owner’s designated representative has
violated a provision of lowa Code chapter 1351 or a rule in this chapter.

641—15.10(1351) Training courses.

15.10(1) A training course designed to fulfill the requirements of 641—15.11(135I) shall be
reviewed by the department.

15.10(2) At least 15 days prior to the course date, the course director shall submit at a minimum the
following to the department:

a. A course outline with a list of instructors and guest speakers and their qualifications.

b.  Date or dates the course is to be held.

c.  Place the course is to be held.

d.  Number of hours of instruction.

e. Course agenda.

15.10(3) The department shall approve or disapprove the course of instruction in writing within 10
business days of receipt of the information required in 15.10(2).

15.10(4) Within 30 business days after the conclusion of the course of instruction, the course director
shall furnish the department with the name and address of each person who successfully completed the
course.

641—15.11(1351) Swimming pool/spa operator qualifications.

15.11(1) A person designated as a certified operator of a facility for compliance with 15.4(6) “a” and
15.51(5) “a” shall have successfully completed a CPO® certification course, an AFO certification course,
a PPSO certification course, an LAFT certification course, or another course of instruction approved by
the department. A copy of a current, valid CPO®, AFO, PPSO, or LAFT certificate for the certified
operator shall be maintained in the pool or spa records.

15.11(2) A certified operator with a CPO® certificate, a PPSO certificate, or an LAFT certificate
shall attend at least ten hours of continuing education between the original certification date and the first
renewal of the certificate, and shall attend at least ten additional hours of continuing education before
each subsequent renewal of the certificate. A certified operator with an AFO certificate shall attend at
least six hours of continuing education between the original certification date and the first renewal of the
certificate, and shall attend at least six additional hours of continuing education before each subsequent
renewal of the certificate. The department shall determine the continuing education requirements for a
certified operator training course that is approved after May 4, 2005. Proof of continuing education shall
be kept with certification records at the facility.

641—15.12(1351) Fees.

15.12(1) Registration fees. For each swimming pool or spa, the registration fee is $35. Registration
fees are delinquent if not received by the department by April 30 or the first business day thereafter. The
owner shall pay a $25 penalty for each month or fraction thereof that the fee is late for each swimming
pool or spa that is required to be registered.

15.12(2) Registration change fees. For each swimming pool or spa, the fee for a change of
ownership, change of facility name, or other change in registration is $20.
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15.12(3) Inspection fees. The inspection agency shall bill the owner of a facility upon completion
of an inspection. Inspection fees are due upon receipt of a notice of payment due.

When the swimming pool is located within the jurisdiction of a local inspection agency, the local
inspection agency may establish fees needed to defray the costs of inspection and enforcement under this
chapter. Inspection fees billed by a local inspection agency shall be paid to the local inspection agency
or its designee.

a. Inspection fee schedule.

Table 7
Swimming Pools and Spas
Pool Type Inspection Fee
Swimming pool or leisure river, surface area less than 1500 ft2 $170
Swimming pool or leisure river, surface area 1500 ft2 or greater $270
Wave pool $270
Water slide and plunge pool $270
Spa $170
Wading pool less than or equal to 500 ft2 $50
Wading pool greater than 500 ft2 $90
Residential swimming pool used for commercial purposes $50
Table 8
Water Slides
Inspection Fee
Each additional water slide into a plunge pool $75
Water slide into a swimming pool $175
Each additional water slide into a swimming pool $75

b.  Multipool facilities. If more than one pool (swimming pool, water slide, wave pool, wading
pool, or spa) is located within a fenced compound or a building, the inspection fee for the pools in the
fenced compound or building shall be reduced by 10 percent. This reduction does not apply to the fees
specified in Table 8.

c.  Special inspection fee. When an inspection agency determines that a special inspection is
required, i.e., a follow-up inspection or an inspection generated by complaints, the inspection agency
may charge a special inspection fee which shall be based on the actual cost of providing the inspection.

d.  Penalty. Unpaid inspection fees will be considered delinquent 45 days after the date of the bill.
A penalty of $30 per month or fraction thereof that the payment is delinquent will be assessed to the
owner for each pool inspected.

15.12(4) Plan review fees.

a. New construction. A plan review fee as specified in Tables 9, 10 and 11 shall be submitted with
a construction permit application for each body of water in a proposed facility. If two or more pools
share a common recirculation system as specified in 15.5(5) “a, ”’ the plan review fee shall be 25 percent
less than the total plan review fee required by Tables 9, 10 and 11.
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Table 9
Swimming Pools, Wading Pools and Wave Pools
Swimming Pool Area (ft2) Plan Review Fee
less than 500 $165
500 to 999 $275
1000 to 1999 $385
2000 to 3999 $550%*
4000 and greater $825%*

*This may include one water slide.

Table 10
Water Slides

Description Plan Review Fee
Water slide and dedicated plunge pool $550
Each additional water slide into a plunge pool or swimming pool $165

Table 11
Spas

Spa Volume (gal) Plan Review Fee
less than 500 $165
500 to 999 $275
1000 + $385
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b.  Reconstruction. The plan review fee for reconstruction is $250 for each swimming pool, spa or
bathhouse altered in the reconstruction.

c.  Penalty for construction without a permit. Whenever any work for which a permit is required
has been started before a permit is issued, the plan review fee shall be 150 percent of the fee specified
in 15.12(3)“a” or “b.” The department may require that construction not done in accordance with the
rules be corrected before a facility is used.

EXCEPTION: After receiving a construction permit application, the department may authorize
preliminary construction on a project to start before issuance of a permit. The authorization shall be in
writing to the owner or the owner’s authorized representative.

15.12(5) Training fees. The course sponsor for a training course designed to fulfill the requirements
of 641—15.11(135]) shall pay to the department a fee of $20 for each person who successfully completes
the course. The fee is due within 30 business days of the completion of the course.

641—15.13(135I) 28E agreements. A city, county or district board of health may apply to the
department for authority to inspect swimming pools and spas and enforce these rules.

15.13(1) Application and review process. Applications shall be made to the lowa Department of
Public Health, Swimming Pool Program, Lucas State Office Building, 321 East 12th Street, Des Moines,
Iowa 50319-0075.

15.13(2) Each application shall include, at a minimum:

a. A commitment that inspectors will meet the educational requirements of 641—15.11(135I). A
person who is a registered sanitarian (R.S.) or a registered environmental health specialist (R.E.H.S.)
with the National Environmental Health Association shall be considered to have met the educational
requirements of subrule 15.11(2).
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b. A statement of the ability of the board of health to provide inspections of all swimming pools
and spas within the contracted area.

c. A statement of the ability of the board of health to follow enforcement procedures contained in
subrule 15.6(2).

15.13(3) If the department approves the application, the 28E agreement shall be perpetual, subject
to the conditions set forth by both parties. The agreement shall include the terms and conditions required
by lowa Code chapter 28E and any additional terms agreed to by the parties.

641—15.14(135I) Application denial or partial denial—appeal.

15.14(1) Denial or partial denial of an application shall be done in accordance with the requirements
of Iowa Code section 17A.12. Notice to the applicant of denial or partial denial shall be served by
restricted certified mail, return receipt requested, or by personal service.

15.14(2) Any request for appeal concerning denial or partial denial shall be submitted by the
aggrieved party, in writing, to the department by certified mail, return receipt requested, within 30 days
of the receipt of the department’s notice. The address is lowa Department of Public Health, Swimming
Pool Program, Lucas State Office Building, 321 East 12th Street, Des Moines, lowa 50319-0075. Prior
to or at the hearing, the department may rescind the denial or partial denial. If no request for appeal is
received within the 30-day time period, the department’s notice of denial or partial denial shall become
the department’s final agency action.

15.14(3) Upon receipt of an appeal that meets contested case status, the appeal shall be forwarded
within five working days to the department of inspections and appeals, pursuant to the rules adopted
by that agency regarding the transmission of contested cases. The information upon which the adverse
action is based and any additional information which may be provided by the aggrieved party shall also
be provided to the department of inspections and appeals.

641—15.15 to 15.50 Reserved.
SPAS

641—15.51(135I) Spa operations. A spa shall be operated in a safe, sanitary manner and shall meet the
following operational standards.

15.51(1) Filtration and recirculation.

a. Filters. A spa shall have a filtration system in good working condition which provides water
clarity in compliance with the water quality standards of subrule 15.51(2).

(1) Each filter cartridge shall be replaced with a new, unused, or cleaned and disinfected filter
cartridge in accordance with the manufacturer’s recommendations for pressure rise at the inlet of the
filter, but at least once a month. If a functioning pressure gauge is not present at the filter inlet, the filter
cartridge(s) shall be replaced whenever the spa is drained and at least every two weeks. Filter cartridge
replacements shall be recorded in the spa records.

(2) Each sand filter serving a spa shall be opened at least annually and the sand media examined
for grease buildup, channeling and other deficiencies. The sand shall be cleaned and disinfected before
the filter is put back into service. The annual inspection shall be recorded in the spa records.

(3) Each diatomaceous earth filter serving a spa shall be dismantled, and the filter socks and the
interior of the filter shall be cleaned and disinfected at least annually. The annual cleaning shall be
recorded in the spa records.

(4) The recirculation system shall have an operating pressure gauge located in front of the filter if
it is a pressure filter system. A vacuum filter system shall have a vacuum gauge located between the
filter and the pump.

b.  The recirculation system for a spa shall treat one spa volume of water in 30 minutes or less.

c¢.  Continuous operation required. Pumps, filters, disinfectant feeders, flow indicators, gauges,
and all related components of the spa water recirculation system shall be operated continuously whenever
the spa contains water, except for cleaning or servicing.
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d. Inlets. The recirculation system shall have inlets adequate in design, number, location, and
spacing to ensure effective distribution of treated water and maintenance of uniform disinfectant residual
throughout the spa.

e.  Skimmers. A spa shall have at least one skimmer.

(1) Each skimmer shall have a self-adjusting weir in place and operational.

(2) Each skimmer shall have an easily removable basket or screen upstream from any valve.

f- Wastewater. Wastewater and backwash water from a spa shall be discharged through an air
break or an air gap.

g Water supply. The water supplied to a spa shall be from a water supply meeting the requirements
of the department of natural resources for potable water.

(1) Water supplied to a spa shall be discharged to the spa system through an air gap or a
reduced-pressure principle backflow device meeting AWWA C-511-97, “Reduced-Pressure Principle
Backflow-Prevention Assembly.”

(2) Each hose bib at a facility shall be equipped with an atmospheric vacuum breaker or a hose
connection backflow preventer.

h.  Spa water heaters.

(1) Electric water heaters shall bear the seal of UL.

(2) Gas-fired water heaters shall bear the seal of the AGA and shall be equipped with a pressure
relief valve.

(3) Fuel-burning water heaters shall be vented to the outside, in accordance with the lowa state
plumbing code.

(4) Each indoor swimming pool equipment room with fuel-burning water heating equipment shall
have one or more openings to the outside of the room for the provision of combustion air.

15.51(2) Water quality and testing.

a. Disinfection.

(1) Spa water shall have a free chlorine residual of at least 2.0 ppm and no greater than 8.0 ppm,
or a total bromine residual of at least 4.0 ppm and no greater than 18 ppm when the spa is open for use,
except as given in Table 12.

(2) A spashall be closed if the free chlorine is measured to be less than 1.0 ppm or the total bromine
is measured to be less than 2.0 ppm.

(3) The spa shall be closed if a free chlorine measurement exceeds 8.0 ppm or if the total bromine
measurement exceeds 18 ppm, except as given in Table 12.

(4) If an ORP controller with a readout meeting the requirements of 15.51(2) “’f”(4) is installed on
the spa system, the spa water shall have an ORP of at least 700 mV, but no greater than 880 mV, except
as given in Table 12. The spa shall be closed if the ORP is less than 650 mV or greater than 880 mV.

(5) The spa shall be closed if the cyanuric acid concentration in the spa water exceeds 80 ppm. The
spa may be reopened when the cyanuric acid concentration is 40 ppm or less.

(6) No cyanuric acid shall be added to an indoor spa after May 4, 2005, except through an existing
chemical feed system designed to deliver di-chlor or tri-chlor. No cyanuric acid in any form shall be
added to an indoor spa after June 30, 2008.

Table 12
Preferred Operating Range Acceptable Operating Range
ORP (mV) | Free CI (ppm) | Total Br (ppm) | ORP (mV) | Free Cl (ppm) | Total Br (ppm)
700-880 2.0-8.0 4.0-18.0 700-880 1.0-1.8 2.0-3.5
650-700% 2.0-8.0 4.0-18.0
650-700% 8.2-10.0 18.5-22.0

# If these conditions occur on any 3 consecutive days or on any 5 days within a 7-day period, and the conditions reoccur after the
spa is drained and cleaned, the facility management shall evaluate water parameters including, but not limited to, cyanuric acid, pH,
combined chlorine, and phosphates (ortho- and total); and other conditions at the spa. The facility management shall modify parameters
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and conditions as practical to bring the ORP to a minimum of 700 mV. The evaluation shall be completed within 30 days after the low
ORP condition is known to the facility management. A written report of the evaluation shall be kept with the spa records.

 If these conditions occur on any 2 consecutive days or on any 4 days within a 7-day period, the facility management shall drain and
clean the spa and notify the inspection agency. If the conditions reoccur after the spa is drained and cleaned, the facility management
shall cause the conditions at the spa specified in the previous footnote and the function of the ORP equipment to be investigated by a
professional pool service company. A written report detailing source water parameters, spa water parameters, spa design (including
information about the installed mechanical and chemical equipment), other conditions affecting the disinfectant concentration and the
ORP, and the actions taken to increase ORP relative to the disinfectant residual shall be submitted to the local inspection agency within
30 days after the low ORP condition is known to the facility management.

b.  pH level. The pH of spa water shall be 7.2 to 7.8.

c.  Water clarity. A spa shall be closed if the grate openings on drain fittings at or near the bottom
of the spa are not clearly visible when the agitation system is off.

d.  Bacteria detection.

(1) If coliform or Pseudomonas aeruginosa bacteria are detected in a sample taken in accordance
with 15.51(2) “e”(8), the spa shall be drained, cleaned, and disinfected. The spa may reopen, and a
check sample shall be taken when the spa water meets the requirements of paragraphs “a,” “b” and “c”
above. If coliform or Pseudomonas aeruginosa bacteria are detected in the check sample, the spa shall
be closed. The spa shall be drained, physically cleaned, and disinfected. The filter(s) shall be cleaned
and disinfected.

1. For cartridge filters, the cartridge shall be replaced with a new, unused cartridge or a cleaned,
disinfected cartridge; the filter housing shall be physically cleaned, then disinfected.

2. For sand and DE filters, the filter shall be opened and the media and components cleaned and
disinfected.

The spa may reopen when no coliform or Pseudomonas aeruginosa bacteria are detected in a spa water
sample taken when the spa water meets the requirements of paragraphs “a,” “b” and “c” above.

(2) The facility management shall notify the local inspection agency of the positive bacteriological
result within one business day after the facility management has become aware of the result.

e. Test frequency. The results of the tests required below shall be recorded in the spa records.

(1) The disinfectant residual in the spa water shall be tested or the ORP of the spa water shall be
checked each day before the spa is opened for use and at intervals not to exceed two hours thereafter
until the spa closing time. For a spa at a condominium complex, an apartment building or a homeowners
association with 25 or fewer living units, the disinfectant level in the spa water shall be tested or the ORP
of the spa water shall be checked at least twice each day the spa is available for use.

If the spa is equipped with an automatic controller with a readout or local printout of ORP complying
with the requirements of 15.51(2) “’/’(4), the operator may make visual readings of ORP in lieu of manual
testing, but the spa water shall be tested manually for disinfectant residual at least twice per day. Both
ORP and disinfectant residual shall be recorded when manual testing is done. The operator shall specify
in the spa records which results are from the manual tests.

(2) The pH of the spa water shall be tested each day before the spa is opened for use and at intervals
not to exceed two hours thereafter until the spa closing time. For a spa at a condominium complex, an
apartment building or a homeowners association with 25 or fewer living units, the pH of the spa water
shall be tested at least twice each day the spa is available for use.

If the spa is equipped with an automatic controller with a readout or local printout of pH complying
with the requirements of 15.51(2) “f”’(5), the operator may make visual readings of pH in lieu of manual
testing, but the spa water shall be tested manually for pH at least twice per day. The operator shall specify
in the spa records which results are from the manual tests.

(3) The spa water temperature shall be measured whenever a manual test of the spa water is
performed.

(4) If a chlorine compound is used for disinfection, the spa water shall be tested for combined
chlorine at least once a day.

(5) Ifcyanuric acid or a stabilized chlorine is used in a spa, the spa water shall be tested for cyanuric
acid at least once a day.
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(6) The spa water shall be tested for total alkalinity each time the spa is refilled and at least once in
each week that the spa is open for use.

(7) The spa water shall be tested for calcium hardness each time the spa is refilled.

(8) At least once in each month that a spa is open for use, a sample of the spa water shall be
submitted to a laboratory certified by the department of natural resources for the determination of
coliform bacteria in drinking water. The sample shall be analyzed for total coliform and Pseudomonas
aeruginosa.

f- Test equipment.

(1) Each facility shall have functional water testing equipment for free chlorine and combined
chlorine, or total bromine; pH; total alkalinity; calcium hardness; and cyanuric acid (if cyanuric acid or
a stabilized chlorine is used at the facility).

(2) The test equipment shall provide for the direct measurement of free chlorine and combined
chlorine from 0 to 10 ppm in increments of 0.2 ppm or less over the full range, or total bromine from 0
to 20 ppm in increments of 0.5 ppm or less over the full range.

(3) The test equipment shall provide for the measurement of spa water pH from 7.0 to 8.0 with at
least five increments in that range.

(4) A controller readout used in lieu of manual disinfectant residual testing shall be a numerical
analog or digital display (indicator lights are not acceptable) with an ORP scale with a range of at least
600 to 900 mV with increments of 20 mV or less.

(5) A controller readout used in lieu of manual pH testing shall be a numerical analog or digital
display (indicator lights are not acceptable) with a range at least as required in 15.51(2) “f”(3) with
increments of 0.2 or less over the full range.

g Operator availability. A person knowledgeable in testing water and in operating the water
treatment equipment shall be available whenever a spa is open for use.

15.51(3) Disinfection systems and cleaning.

a. Disinfectant system.

(1) Equipment for continuous feed of a chlorine or bromine compound to the spa water shall be
provided and shall be operational. The equipment shall be adjustable in at least five increments over its
feed capacity. Where applicable, the chemical feeder shall be listed by NSF or another listing agency
approved by the department for compliance with Standard 50.

(2) The disinfectant equipment shall be capable of providing at least 10 ppm of chlorine or bromine
to the spa water based on the recirculation flow rate.

(3) Equipment and piping used to apply any chemicals to the water shall be of such size, design,
and material that they may be cleaned. All material used for such equipment and piping shall be resistant
to the action of chemicals to be used.

(4) The use of chlorine gas is prohibited.

b.  Cleaning and superchlorination.

(1) A spa shall be clean.

(2) A spa containing 500 gal of water or less shall be drained, cleaned and refilled a minimum of
once a week. A spa containing over 500 gal to 2000 gal of water shall be drained, cleaned and refilled
a minimum of one time every two weeks. A spa with a water volume greater than 2000 gal shall be
drained, cleaned and refilled a minimum of one time every three weeks.

The department may permit a longer period between refills for spas over 2000 gal upon evaluation
of the use of the spa. Such permission shall be in writing, and a copy shall be available to an inspector
upon request.

(3) The inspection agency may require that a spa be drained, cleaned, and superchlorinated prior
to further usage.

15.51(4) Safery.

a. Chemical safety.

(1) No disinfectant chemical, pH control chemical, algaecide, shock treatment chemical, or any
other chemical that is toxic or irritating to humans shall be added to a spa over the top when the spa is
occupied. If chemicals are added to the spa over the top, the spa shall not be occupied for a period of
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at least 30 minutes. The operator shall test the spa water as appropriate before allowing use of the spa.
The chemical addition and the test results shall be recorded in the spa records.

(2) Spa chemicals shall be stored and handled in accordance with the manufacturer’s
recommendations.

(3) Material safety data sheets (MSDS) for the chemicals used in the spa shall be at the facility in
a location known and readily accessible to the facility staff.

(4) Chemical containers shall be clearly labeled.

(5) A chemical hazard warning sign shall be placed at the entrance of a room where chemicals are
used or stored or where bulk containers are located.

b.  Stairs, ladders, recessed steps, and ramps.

(1) When the top rim of a spa is more than 24 inches above the surrounding floor area, stairs or a
ramp shall be provided to the top of the spa.

(2) Stairs, ladders, ladder rungs, and ramps shall be slip-resistant.

(3) Where stairs and ramps are provided, they shall be equipped with a handrail.

(4) Ladders and handrails shall be constructed of corrosion-resistant materials or provided with
corrosion-resistant coatings. They shall have no exposed sharp edges.

(5) Ladders, handrails and grabrails shall be securely anchored.

c.  Water temperature. Water temperature in the spa shall not exceed 104°F. The spa shall be closed
if the water temperature exceeds 104°F.

(1) A thermometer shall be available to measure temperatures in the range of 80° to 120°F.

(2) Water temperature controls shall be accessible only to the spa operator.

d. Emergency telephone. Each facility where lifeguards are not provided shall have a designated
emergency telephone or equivalent communication system that can be operated without coins. The
communication system shall be available to users of the spa whenever the spa is open. If the emergency
communication system is not located within the spa enclosure, management shall post a sign(s) indicating
the location of the emergency telephone. Instructions for emergency use of the telephone shall be posted
near the telephone.

e.  Water level. Water level shall be maintained at the skimming level.

f Fully submerged outlets. Each fully submerged outlet shall be designed to prevent user
entrapment. A spa shall be closed if the cover/grate of a fully submerged outlet is missing or broken.

(1) For a spa constructed prior to May 13, 1998, each pump that draws water directly from a fully
submerged outlet shall be connected to two or more outlets or a single outlet with an area of at least 144
in2,

(2) Each fully submerged outlet shall have a cover/grate that has been tested for compliance with
the requirements of the ASME standard by a testing agency approved by the department or that is certified
for compliance by an engineer licensed in lowa.

1. The cover/grate for an outlet system with a single fully submerged outlet shall have a flow rating
of at least 100 percent of the maximum system flow rate. The combined flow rating for the cover/grates
for an outlet system with more than one fully submerged outlet shall be at least 200 percent of the
maximum system flow rate.

The maximum system flow rate is the design flow rate for the pump(s) directly connected to the
outlet(s) in an outlet system. In the absence of better information, the maximum system flow rate is the
capacity of the pump(s) at 50 feet TDH, based on the manufacturer’s published pump curves.

2. Fully submerged outlet cover/grates shall not be removable without the use of tools.

3. Purchase records and product information that demonstrate compliance shall be maintained
by the facility for at least five years from the time the cover/grate is purchased. If a field fabricated
cover/grate is certified for compliance to the ASME standard by an engineer licensed in lowa, a copy of
the certification letter shall be kept at the facility for at least five years from the certification date.

(3) A spawith a single fully submerged outlet that is not unblockable and that is directly connected
to a pump shall be closed if the outlet does not have a cover/grate that complies with the ASME standard.
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If a spa has two or more fully submerged outlets on a single surface that are all less than 3 ft apart on
center, are not unblockable, and are directly connected to a pump, the spa is considered to have a single
fully submerged outlet.

(4) A spawith a single fully submerged outlet that is not unblockable and that is directly connected
to a pump shall be closed if the outlet system is not equipped with a safety vacuum release system that
is listed for compliance with ASME/ANSI A112.19.17-2002, “Manufactured Safety Vacuum Release
Systems (SVRS) for Residential and Commercial Swimming Pool, Spa, Hot Tub, and Wading Pool
Suction Systems,” by a listing agency approved by the department; or another vacuum release system
approved by the department.

1. Purchase records and product information that demonstrate compliance shall be maintained by
the facility for at least five years from the time the SVRS is purchased or another approved system is
installed.

2. An SVRS shall be installed in accordance with the manufacturer’s instructions.

3. An SVRS shall be tested for proper function at the frequency recommended by the
manufacturer, but at least once in each month the spa is operated. The date and result of each test shall
be recorded.

(5) In lieu of compliance with subparagraphs (2), (3) and (4) above, a fully submerged outlet in
a spa may be disabled with the approval of the department, except that an equalizer in a skimmer may
be plugged without department approval. The management of the spa shall submit to the department
information including, but not necessarily limited to:

1. The area and volume of the spa;

2. Detailed information about the inlet system, including the location of the inlets and the type of
inlet fitting;

3. The number of skimmers and pipe sizes;

4. Pump information and flow rates for the outlet system; and

5. Filter type, number of filters, the size of the filter(s), and whether multiple filters are backwashed
together or separately.

If the department approves the application to disable the outlet, the outlet valve shall be closed and
the valve secured by removing the handle, by locking the handle closed, or by another method approved
by the department. The outlet may be physically disconnected from the pump system at the option of
the facility management.

g Spa walls and floor shall be smooth and easily cleanable.

h.  Decks.

(1) The deck shall have a slip-resistant surface.

(2) The deck shall be clean and free of debris.

(3) A hose bib shall be provided for flushing or cleaning of the deck.

(4) Glass objects, other than eyeglasses and safety glass doors and partitions, shall not be permitted
on the deck.

i.  There shall be no underwater or overhead projections or obstructions which would endanger
user safety or interfere with proper spa operation.

j. Electrical.

(1) Each electrical outlet in the deck, shower room, and pool water treatment equipment areas shall
be equipped with a properly installed ground fault circuit interrupter (GFCI) at the outlet or at the breaker
serving the outlet. Electrical outlets energized through an ORP/pH controller are not required to have a
separate GFCI if the controller is equipped with a GFCI or is energized through a GFCI breaker. Ground
fault circuit interrupter receptacles and breakers shall be tested at least once in each month the spa is
operating. Test dates and results shall be recorded in the spa records.

(2) There shall be no outlets located on, or within 5 ft of, the inside wall of a spa.

(3) An air switch within reach of persons in the spa and its connecting tube shall be constructed of
materials that do not conduct electricity.

(4) Lighting.
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1. Artificial lighting shall be provided at all spas which are to be used at night or which do not
have adequate natural lighting so all portions of the spa, including the bottom and main drain, may be
readily seen.

2. Underwater lights and fixtures shall be designed for their intended use. When the underwater
lights operate at more than 15 volts, the underwater light circuit shall be equipped with a GFCI. When
underwater lights need to be repaired, the electricity shall be shut off until repairs are completed.

3. No electrical wiring shall extend over an outdoor spa.

k. Fencing.

(1) A spa shall be enclosed by a fence, wall, building, or combination thereof not less than 4 ft
high. The spa enclosure shall be constructed of durable materials. A spa may be in the same room or
enclosure as another spa or a swimming pool.

(2) A fence, wall, or other means of enclosure shall have no openings that would allow the passage
of a 4-inch sphere, and shall not be easily climbable by toddlers. The distance between the ground and
the top of the lowest horizontal support accessible from outside the facility, or between the two lowest
horizontal supports accessible from outside the facility, shall be at least 45 inches. A horizontal support
is considered accessible if it is on the exterior of the fence relative to the spa, or if the gap between the
vertical members of the fence is greater than 1% inches.

(3) At least one gate or door with an opening of at least 36 inches in width shall be provided for
emergency purposes. When closed, gates and doors shall comply with the requirements of (2) above.
Gates and doors shall be lockable. Except where lifeguard supervision is provided whenever the spa is
open, gates and doors shall be self-closing and self-latching.

(4) If there are sleeping rooms, apartments, condominiums, or permanent recreation areas which
are used by children and which open directly into the spa area, the spa shall be enclosed by a barrier at
least 3 ft high. No opening in the barrier shall permit the passage of a 4-inch sphere. The barrier shall
not be easily climbable by toddlers. There shall be at least one 36-inch-wide gate or door through the
barrier. Gates and doors shall be lockable. Except where lifeguard supervision is provided whenever the
spa is open, gates and doors provided shall be self-closing and self-latching.

[ Agitation system control. The agitation system control shall be installed out of the reach of
persons in the spa. The “on” cycle for the agitation system shall be no more than ten minutes.

15.51(5) Management, notification, and records.

a. Certified operator required. Each spa facility shall employ a certified operator. One certified
operator may be responsible for a maximum of three facilities.

b.  Spa rules sign. A “Spa Rules” sign shall be posted near the spa. The sign shall include the
following stipulations:

(1) Persons with a medical condition, including pregnancy, should not use the spa without first
consulting with a physician.

(2) Anyone having a contagious disease shall not use the spa.

(3) Persons shall not use the spa immediately following exercise or while under the influence of
alcohol, narcotics, or other drugs.

(4) Persons shall not use the spa alone or without supervision.

(5) Children shall be accompanied by an adult.

(6) Persons shall not use the spa longer than ten minutes.

(7) No one shall dive or jump into the spa.

(8) The maximum patron load of the spa. (The maximum patron load of a spa is one individual per
2 lineal ft of inner edge of seat or bench.)

¢.  Spa depth. The maximum depth of a spa shall be posted at a conspicuous location near the spa
in numerals or letters at least 3 inches high.

d.  Glass prohibited. Glass objects other than eyeglasses, safety glass doors, and partitions shall
not be permitted in a spa enclosure.

e.  Operational records. The operator of a spa shall have the spa operational records for the
previous 12 months at the facility and shall make these records available when requested by a swimming
pool/spa inspector. These records shall contain a day-by-day account of spa operation, including:
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(1) ORP and pH readings, results of pH, free chlorine or total bromine residual, cyanuric acid (if
used), combined chlorine, total alkalinity, and calcium hardness tests, and any other chemical test results.

(2) Results of microbiological analyses.

(3) Water temperature measurements.

(4) Reports of complaints, accidents, injuries, or illnesses.

(5) Dates and quantities of chemical additions, including resupply of chemical feed systems.

(6) Dates when filters were backwashed or cleaned or a filter cartridge(s) was changed.

(7) Draining and cleaning of spa.

(8) Dates when ground fault circuit interrupter receptacles or circuit breakers were tested.

(9) Dates of review of material safety data sheets.

(10) If applicable, dates and results of tests of each SVRS installed at a facility.

£ Submission of records. An inspection agency may require facility management to submit copies
of readings of ORP and pH, chemical test results and microbiological analyses to the inspection agency
on a monthly basis. The inspection agency shall notify the facility management of this requirement in
writing at least 15 days before the reports are to be submitted for the first time. The facility management
shall submit the required reports to the inspection agency within 10 days after the end of each month of
operation.

g Operations manual. A permanent manual for operation of a spa shall be at the facility. The
manual shall include instructions for routine operations at the spa including, but not necessarily limited
to:

(1) Maintaining the chemical supply for the chemical feed systems.

(2) Filter backwash or cleaning.

(3) Water testing procedures, including the required frequency of testing.

(4) Procedures for draining, cleaning and refilling the spa, including chemical adjustments and
controller adjustments.

(5) Controller sensor maintenance, where applicable.

(6) Superchlorination.

h.  Schematic drawing. A schematic drawing of the spa recirculation system shall be posted in the
swimming pool filter room or shall be in the operations manual. Clear labeling of the spa piping with flow
direction and water status (unfiltered, treated, backwash) may be substituted for the schematic drawing.

i.  Material safety data sheets. Copies of material safety data sheets (MSDS) for the chemicals
used at the spa shall be kept at the facility in a location known and readily accessible to facility staff
with chemical-handling responsibilities. Each member of the facility staff with chemical-handling
responsibilities shall review the MSDS at least annually. The facility management shall retain records
of the MSDS reviews at the facility and shall make the records available upon request by a swimming
pool inspector.

j. Emergency plans. A written emergency plan shall be provided. The plan shall include, but
may not be limited to, actions to be taken in cases of drowning, hyperthermia, serious illness or injury,
chemical-handling accidents, weather emergencies, and other serious incidents. The emergency plan
shall be reviewed with the facility staff at least once a year, and the dates of review or training shall be
recorded. The written emergency plan shall be kept at the facility and shall be available to a swimming
pool inspector upon request.

k. Temporary spas.

(1) A person offering temporary spas for rent shall be a certified operator.

(2) Records of temporary spas shall be maintained for one year which identify the location of all
installations.

(3) Written operational instructions shall be provided to individuals operating or leasing a spa. The
instructions shall be consistent with this chapter and provide guidance in the following areas:

1. Acceptable sources of water supply and procedure for cross-connection control—15.51(1) “g. ”

2. Methods for routine cleaning and superchlorination—15.51(3) “b.”

3. Procedures for maintaining prescribed levels of disinfectant residual, pH, total alkalinity, clarity,
and microbiological quality, and using the test kit—15.51(2) “a” to 15.51(2) “f.”
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Procedures for maintaining temperature and operation of temperature controls—15.51(4) “c.
Warning to prevent electrical hazards—15.51(4) ‘5. ”
Procedures for operation of filters, including backwashing—15.51(1) “a.”

7. A warning to the renter that the renter should prevent unauthorized or accidental access to a spa
when it contains water.

15.51(6) Reports. Spa operators shall report to the local inspection agency, within one working day
of occurrence, all deaths; near drowning incidents; head, neck, and spinal cord injuries; and any injury

which renders a person unconscious or requires immediate medical attention.
[ARC 7839B, IAB 6/3/09, effective 7/8/09]
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641—15.52(135I) Construction and reconstruction. A spa constructed or reconstructed after May 4,
2005, shall comply with the following standards. Nothing in these rules is intended to exempt spas and
associated structures from any applicable federal, state or local laws, rules or ordinances. Applicable
requirements include, but are not limited to, the handicapped access and energy requirements of the state
building code, the fire and life safety requirements of the state fire marshal, the rules of the department
of workforce development, and the rules of the department of natural resources.

15.52(1) Construction permits.

a.  Permit required. No spa shall be constructed or reconstructed without the owner or a designated
representative of the owner first receiving a permit from the department. Construction shall be completed
within 24 months from the date the construction permit is issued unless a written extension is granted by
the department.

b.  Permit application. The owner of a proposed or existing spa or a designated representative of
the owner shall apply for a construction permit on forms provided by the department. The application
shall be submitted to the department at least 15 days prior to construction of a new spa or the
reconstruction of a spa.

¢.  Plan submission. Three sets of plans and specifications shall be submitted with the application.
A nonrefundable plan review fee shall be remitted with the application for each spa as required in
15.12(4).

d.  Notification of completion. The owner of a newly constructed or reconstructed facility or the
owner’s designated representative shall notify the department in writing at least 15 business days prior
to opening the spa.

15.52(2) Plans and specifications.

a.  Plan certification. Plans and specifications shall be sealed and certified in accordance with the
rules of the engineering and land surveying examining board or the architectural examining board by an
engineer or architect licensed to practice in lowa.

(1) This requirement may be waived by the department if the project is the addition or replacement
of a chemical feed system, including a disinfection system, or a simple replacement of a filter or pump
or both.

(2) If the requirement for engineering plans is waived, the owner of the spa assumes full
responsibility for ensuring that the construction or reconstruction complies with these rules and with
any other applicable federal, state and local laws, rules, and ordinances.

b.  Content of plans. Plans and specifications shall contain sufficient information to demonstrate
to the department that the proposed spa will meet the requirements of this chapter. The information shall
include, but may not be limited to:

(1) Thename and address of the owner and the name, address, and telephone number of the architect
or engineer responsible for the plans and specifications. If a contractor applies for a construction permit,
the name, address and telephone number of the contractor shall be included.

(2) The location of the project by street address or other legal description.

(3) A site plan showing the spa in relation to buildings, streets, any swimming pool within the same
general area, water and sewer service, gas service, and electrical service.

(4) Detailed scale drawings of the spa and its appurtenances, including a plan view and cross
sections at a scale of ' inch per foot or larger. The location of inlets, overflow system components,
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main drains, deck and deck drainage, the location and size of spa piping, and the spa steps and handrails
shall be shown.

(5) A drawing(s) showing the location, plan, and elevation of filters, pumps, chemical feeders,
ventilation devices, and heaters, and additional drawings or schematics showing operating levels,
backflow preventers, valves, piping, flow meters, pressure gauges, thermometers, the make-up water
connection, and the drainage system for the disposal of filter backwash water.

(6) Plan and elevation drawings of bathhouse facilities including dressing rooms; lockers; showers,
toilets and other plumbing fixtures; water supply and drain and vent systems; gas service; water heating
equipment; electrical fixtures; and ventilation systems, if provided.

(7) Complete technical specifications for the construction of the spa, for the spa equipment and for
the spa appurtenances.

c¢.  Deviation from plans. No deviation from the plans and specifications or conditions of approval
shall be made without prior approval of the department.

15.52(3) General design.

a. Materials. A spa shall be constructed of materials which are inert, stable, nontoxic, watertight,
and durable.

b.  Water depth. The maximum water depth for a general use spa shall not exceed 4 ft measured
from the overflow level of the spa. The maximum depth of any seat or sitting bench shall not exceed 2
ft measured from the overflow level. A special-use spa may be deeper than 4 ft with written approval
from the department.

¢.  Structural loading. A spa shall be designed and constructed to withstand anticipated structural
loading for both full and empty conditions.

d. Distance from a swimming pool. A spa may be immediately adjacent to a swimming pool, or
a minimum of 4 ft from a Class B swimming pool or 6 ft from a Class A swimming pool. The distance
shall be measured from the outside edge of a ladder support or handrail on the deck, a lifeguard stand, a
swimming pool slide, or a similar obstruction.

e.  Water supply. The water supplied to a spa shall be from a source meeting the requirements of
the department of natural resources for potable water.

(1) Water supplied to a spa shall be discharged to the spa system through an air gap or a
reduced-pressure principle backflow device complying with the requirements of AWWA C-511-97,
“Reduced-Pressure Principle Backflow-Prevention Assembly.”

(2) Each hose bib at a facility shall be equipped with an atmospheric vacuum breaker or a hose
connection backflow preventer.

1~ Sewer separation required. No part of a spa recirculation system may be directly connected to
a sanitary sewer. An air break or an air gap shall be provided.

g Operations manual. The owner shall require that a permanent manual for operation of a spa be
provided. The manual shall include, but may not be limited to:

(1) Instructions for routine operations at the spa including, but not necessarily limited to:

Filter backwash or cleaning.

Maintaining the chemical supply for the chemical feed systems.
Vacuuming and cleaning the spa.

Spa water testing procedures, including the frequency of testing.
Superchlorination.

6. Controller sensor maintenance and calibration, including the recommended frequency of
maintenance.

(2) For each centrifugal pump, a pump performance curve plotted on an 8'4"” x 11" or larger sheet.

(3) For each chemical feeder, the maximum rated output listed in weight per time or volume per
time units.

(4) Basic operating and maintenance instructions for spa equipment that requires cleaning,
adjustment, lubrication, or parts replacement, with recommended maintenance frequencies or the
parameters that would indicate a need for maintenance.

N =
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h. A schematic drawing of the spa recirculation system shall be posted in the spa filter room or
shall be included in the operations manual. Clear labeling of the spa piping with flow direction and water
status (unfiltered, treated, backwash) may be substituted for the schematic drawing.

i. A permanent file containing the operations and maintenance manuals for the equipment
installed at the spa shall be established. The file shall include a source for parts or maintenance for the
equipment at the spa. The file may be located in a location other than the facility, but the file shall be
readily available to the facility management and maintenance staff.

15.52(4) Decks. A spa shall have a deck around at least 50 percent of the spa perimeter. The deck
shall be at least 4 ft wide.

a. Deck materials. The deck shall be constructed of stable, nontoxic, and durable materials.

b.  Deck drainage. The deck shall drain away from the spa at a slope of at least 1/8 inch/ft, but no
more than 1/2 inch/ft to deck drains or to the surrounding ground surface. The deck shall be constructed
to eliminate standing water.

¢.  Deck surface. The deck shall be provided with a slip-resistant, durable, and cleanable surface.

d.  Deck covering. A deck covering may be used provided that:

(1) The covering allows drainage so that the covering and the deck do not remain wet or retain
moisture.

(2) The covering is inert and will not support bacterial growth.

(3) The covering provides a slip-resistant surface.

(4) The covering is durable and cleanable.

e.  Steps or ramp required. When the top rim of a spa is more than 24 inches above the surrounding
floor area, stairs or a ramp shall be provided to the top of the spa. Stairs or a ramp shall be designed in
accordance with the state building code or the building code adopted by the jurisdiction in which the spa
is located.

15.52(5) Recirculation.

a.  Separate recirculation required. A spa shall have a recirculation system separate from another
spa or any swimming pool.

b.  Recirculation flow rate. The recirculation system shall be capable of processing one spa volume
of water within 30 minutes. For spas with skimmers, the recirculation flow rate shall be at least 3.8 gpm
per lineal inch of skimmer weir or the flow rate required above, whichever is greater.

¢.  Recirculation pump. The recirculation pump(s) shall be listed by NSF or by another listing
agency approved by the department as complying with the requirements of Standard 50 and shall comply
with the following requirements:

(1) The pump(s) shall supply the recirculation flow rate required by 15.52(5)“h” at a TDH of at
least that given in “1,” “2” or “3” below, unless a lower TDH is shown by the designer to be hydraulically
appropriate. A valve for regulating the rate of flow shall be provided in the recirculation pump discharge
piping.

1. 40 feet for vacuum filters; or

2. 60 feet for pressure sand filters; or

3. 70 feet for pressure diatomaceous earth filters or cartridge filters.

(2) A separate pump or pumps shall be provided for the spa agitation system.

(3) For sand filter systems, the pump and filter system shall be designed so that each filter can be
backwashed at a rate of at least 15 gpm/fi2 of filter area.

(4) If a pump is located at an elevation higher than the spa water surface, it shall be self-priming
or the piping shall be arranged to prevent the loss of pump prime when the pump is stopped.

(5) Where a vacuum filter is used, a vacuum limit control shall be provided on the pump suction
line. The vacuum limit switch shall be set for a maximum vacuum of 18 in Hg.

(6) A compound vacuum-pressure gauge shall be installed on the pump suction line as close to the
pump as practical. A vacuum gauge may be used for pumps with suction lift. A pressure gauge shall be
installed on the pump discharge line as close to the pump as practical. Gauges shall be of such a size and
located so that they may be easily read by the operator.
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(7) On pressure filter systems, a hair and lint strainer shall be installed on the suction side of the
recirculation pump. The hair and lint strainer basket shall be readily accessible for cleaning, changing,
or inspection. A spare strainer basket shall be provided. This requirement may be waived for systems
using vertical turbine pumps or pumps designed for solids handling.

d.  Spa water heater.

(1) A heating coil, pipe or steam hose shall not be installed in a spa.

(2) Gas-fired spa water heaters shall comply with the requirements of ANSI/AGA Z21.56-2001,
ANSI/AGA Z21.56a-2004, and ANSI/AGA Z21.26b-2004. The data plate of the heater shall bear the
AGA mark.

(3) Electric spa water heaters shall comply with the requirements of UL 1261 and shall bear the
UL mark.

(4) A spa water heater with an input of greater than 400,000 BTU/hour (117 kilowatts) shall have
a water heating vessel constructed in accordance with ASME Boiler Code, Section 8. The data plate of
the heater shall bear the ASME mark.

(5) A thermometer shall be installed in the piping to measure the temperature of the water returning
to the spa. The thermometer shall be located so that it may be read easily by an operator.

(6) Combustion air shall be provided for fuel-burning water heaters as required by the state
plumbing code, 641—Chapter 25, lowa Administrative Code, or as required by local ordinance.

(7) Fuel-burning water heaters shall be vented as required by the state plumbing code,
641—Chapter 25, lowa Administrative Code, or as required by local ordinance.

(8) Fuel-burning water heaters shall be equipped with a pressure relief valve sized for the energy
capacity of the heater.

e.  Flow meters.

(1) Each spa recirculation system shall be provided with a permanently installed flow meter to
measure the recirculation flow rate.

(2) A flow meter shall be accurate within 5 percent of the actual flow rate between +20 percent of
the recirculation flow rate specified in 15.52(5)“bh” or the nominal recirculation flow rate specified by
the designer.

(3) A flow meter shall be installed on a straight length of pipe with sufficient clearance from valves,
elbows or other sources of turbulence to attain the accuracy required by 15.52(5) “e ’(2). The flow meter
shall be installed so that it may be easily read by the facility staff, or a remote readout of the flow rate
shall be installed where it may be easily read by the staff. The designer may be required to provide
documentation that the installation meets the requirements of subparagraph (2).

15.52(6) Filtration. A filter shall be listed by NSF or by another listing agency approved by the
department as complying with the requirements of Standard 50 and shall comply with the following
requirements:

a. Pressure gauges. Each pressure filter shall have a pressure gauge on the inlet side. Gauges
shall be of such a size and located so that they may be read easily by the operator. A differential pressure
gauge which gives the difference in pressure between the inlet and outlet of the filter may be used in
place of a pressure gauge.

b.  Air relief valves. An air relief valve shall be provided for each pressure filter.

c.  Backwash water visible. Backwash water from a pressure filter shall discharge through an
observable free fall, or a sight glass shall be installed in the backwash discharge line.

d. Backwash water discharge. Backwash water shall be discharged indirectly to a sanitary sewer
or another point of discharge approved by the department of natural resources.

e. Rapid sand filter.

(1) The filtration rate shall not exceed 3 gpm/fi2 of filter area.

(2) The backwash rate shall be at least 15 gpm/ft2 of filter area.

/- High-rate sand filter.
(1) The filtration rate shall not exceed 15 gpm/fi2 of filter area.
(2) The backwash rate shall be at least 15 gpm/ft2 of filter area.
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(3) If more than one filter tank is served by a pump, the designer shall demonstrate that backwash
flow rate to each filter tank meets the requirements of subparagraph (2), or an isolation valve shall be
installed at each filter tank to permit each filter to be backwashed individually.

g Vacuum sand filter.

(1) The filtration rate shall not exceed 15 gpm/ft2 of filter area.

(2) The backwash rate shall be at least 15 gpm/ft2 of filter area.

(3) An equalization screen shall be provided to evenly distribute the filter influent over the surface
of the filter sand.

(4) Each filter system shall have an automatic air-purging cycle.

h.  Sand filter media shall comply with the filter manufacturer’s specifications.

i.  Diatomaceous earth filters.

(1) The filtration rate shall not be greater than 1.5 gpm/ft2 of effective filter area except that a
maximum filtration rate of 2.0 gpm/ft? may be allowed where continuous body feed is provided.

(2) Diatomaceous earth filter systems shall have piping to allow recycling of the filter effluent
during precoat.

(3) Waste diatomaceous earth shall be discharged to a sanitary sewer or other point of discharge
approved by the department of natural resources. The discharge may be subject to the requirements of
the local waste water utility.

j. Cartridge filters.

(1) The filtration rate shall not exceed 0.38 gpm/ft2.

(2) A duplicate set of cartridges shall be provided.

k. Other filter systems may be used if approved by the department.

15.52(7) Piping.

a. Piping standards. Spa piping shall conform to applicable nationally recognized standards
and shall be specified for use within the limitations of the manufacturer’s specifications. Spa piping
shall comply with the applicable requirements of NSF/ANSI Standard 61, “Drinking Water System
Components—Health Effects.” Plastic pipe shall comply with the requirements of NSF/ANSI Standard
14, “Plastic Piping Components and Related Materials,” for potable water pipe.

b.  Pipe sizing. Spa recirculation piping shall be sized so that water velocities do not exceed 6
ft/sec for suction flow and 10 ft/sec for pressure flow.

c.  Skimmer pipe capacity. The piping for the skimmer system shall be designed to convey 100
percent of the recirculation flow rate.

d.  Main drain pipe capacity. The main drain piping shall be designed to convey 100 percent of
the recirculation flow rate. If the spa agitation system uses the same suction piping as the recirculation
system, the piping shall be designed for the combined flow within the requirements of paragraph “b”
above.

e.  Separate piping required. The piping from the spa agitation system pump to the spa shall be
separate from the recirculation system piping.

15.52(8) Inlets.

a.  Wall inlets shall be provided for a spa.

b.  The inlets shall be adequate in design, number, location, and spacing to ensure effective
distribution of treated water and the maintenance of a uniform disinfectant residual throughout the spa.
At least two recirculation inlets shall be provided.

(1) Inlets shall be located at least 6 inches below the design water surface.

(2) Inlets shall be directional flow-type inlets. Each inlet shall have a fitting with an opening of 1
inch diameter or less.

c.  Each agitation system opening shall have a fitting with an opening of 1 inch diameter or less.

15.52(9) Skimmers. A recessed automatic surface skimmer shall be listed by NSF or by another
listing agency approved by the department as complying with the requirements of Standard 50, except
that an equalizer is not required for a skimmer installed in a spa equipped with an automatic water level
maintenance device.
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a. Skimmers required. A spa shall have at least one skimmer for each 100 ft2 of surface area or
fraction thereof.

b.  Flow-through skimmers. Each skimmer shall be designed for a flow-through rate of at least 3.8
gpm per lineal inch of weir. The combined capacity of all skimmers in a spa shall not be less than the
total recirculation rate.

c.  Skimmer weirs. Skimmers shall have weirs that adjust automatically to variations in water level
of at least 4 inches.

d.  Flow control. Skimmers shall be equipped with a device to control flow through the skimmer.

e. Equalizers. If a spa is not equipped with an automatic water level maintenance device, each
skimmer shall have an operational equalizer. The equalizer opening in the spa shall be covered with a
fitting listed by a listing agency approved by the department as meeting the requirements of the ASME
standard.

£ The skimmer(s) shall not be connected to the agitation system.

15.52(10) Main drain system. Each spa shall have a convenient means of draining the water from
the spa for service. Spa main drains may be on the sidewall of a spa near the spa bottom.

a.  Suction outlets. If a spa pump is directly connected to a main drain or another fully submerged
outlet, the pump shall be connected to two or more fully submerged outlets or to a single fully submerged
outlet that is unblockable. The recirculation system and the agitation system may use the same fully
submerged outlet(s).

(1) Two fully submerged outlets that are directly connected to one or more pumps in the same outlet
system shall be at least 3 ft apart on center or on different spa surfaces. If three or more fully submerged
outlets that are all directly connected to one or more pumps in the same outlet system are installed, the
distance between the outlets farthest apart shall be at least 3 ft on center or the outlets shall be installed
on different spa surfaces.

(2) If there is only one fully submerged outlet in an outlet system, the flow rating of the outlet
cover/grate, sump and the associated piping shall be at least 100 percent of the maximum system flow
rate. If two or more fully submerged outlets are installed in an outlet system, the combined flow rating
of the cover/grates, the sumps and the associated piping shall be at least 200 percent of the maximum
system flow rate. Multiple outlets in an outlet system shall be plumbed in parallel.

The maximum system flow rate for the recirculation system is the flow rate specified in 15.52(5)“b”
or the design flow rate, whichever is greater. The maximum system flow rate for the agitation system is
the specified design flow rate. If a flow rate is not specified, the maximum system flow rate shall be the
flow capacity of the pump(s) at 50 feet TDH, based on the manufacturer’s published pump curves.

b.  Control valve. If a main drain is connected to the recirculation system, there shall be a control
valve to adjust the flow between the main drain and the overflow system.

¢.  Main drain covers. Each main drain or other fully submerged outlet shall be covered with a
cover/grate that is listed as complying with the requirements of the ASME standard by a listing agency
approved by the department. A listed cover/grate shall be used in accordance with its listing.

(1) The flow rating for the cover/grate(s) shall comply with 15.52(10) “a ”(2).

(2) The mark of a listing agency acceptable to the department shall be permanently marked on the
top surface of each manufactured cover/grate.

(3) Field fabricated cover/grates shall be certified for compliance to the ASME standard by a
professional engineer licensed in lowa. A certificate of compliance shall be provided to the spa owner
and to the department.

(4) The fully submerged outlet cover/grate shall be designed to be securely fastened to the spa so
that the cover/grate is not removable without tools.

d.  For outlet systems with manufactured sumps, the sumps shall be listed by a listing agency
acceptable to the department for compliance with the ASME standard. Field fabricated sumps shall be
designed in accordance with the ASME standard and shall be certified by an engineer licensed in lowa.

15.52(11) Disinfection and pH control.

a. Controller required. A spa recirculation system shall be equipped with an automatic controller
for maintenance of the disinfectant level and pH in the spa water. The control output of the controller to
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the chemical feed systems shall be based on the continuous measurement of the ORP and the pH of the
water in the spa recirculation system.

b.  No disinfection system designed to use di-chlor or tri-chlor shall be installed for an indoor spa
after May 4, 2005.

c.  Disinfection system. A continuous feed disinfectant system shall be provided. The disinfectant
feed system shall have the capacity to supply at least 10 mg/L chlorine or bromine based on the
recirculation flow rate required in 15.52(5) “b.”

d. Disinfection feeder listing. A disinfectant feeder shall be listed by NSF or by another listing
agency approved by the department as complying with the requirements of Standard 50.

e.  Gas chlorine shall not be used as a disinfectant for a spa.

£ Solution feed. Where a metering pump is used to feed a solution of disinfectant, the disinfectant
solution container shall have a capacity of at least one day’s supply at the rate specified in 15.52(11) “c.”

g Erosion chlorine feeders. The storage capacity of an erosion feeder shall be at least one day’s
supply of disinfectant at the rate specified in 15.52(11) “c.”

h.  pH chemical system. Each spa shall have a metering pump for the addition of a pH control
chemical to the spa recirculation system, or a carbon dioxide (CO,) gas feed system. A metering pump
shall be listed by NSF or another listing agency approved by the department as complying with the
requirements of Standard 50.

i.  Chemical feed stop. The chemical feed systems shall be designed so that chemical feed is
automatically and positively stopped when the recirculation flow is interrupted.

j. Test equipment. Test equipment complying with the following requirements shall be provided.

(1) The test equipment shall provide for the direct measurement of free chlorine and combined
chlorine from 0 to 10 ppm in increments of 0.2 ppm or less over the full range, or total bromine from 0
to 20 ppm in increments of 0.5 ppm over the full range.

(2) The test equipment shall provide for the measurement of spa water pH from 7.0 to 8.0 with at
least five increments in that range.

(3) The test equipment shall provide for the measurement of total alkalinity and calcium hardness
with increments of 10 ppm or less.

(4) The test equipment shall provide for the measurement of cyanuric acid from 30 to 100 ppm.
This requirement may be waived for a facility that does not use cyanuric acid or a stabilized chlorine
disinfectant.

15.52(12) Safety.

a. Spa entry. A spa shall have at least one stairway, ramp, ladder, or set of recessed steps
designating a point of entry and exit for every 50 ft of perimeter or fraction thereof.

(1) Stair steps leading into a spa shall be at least 12 inches wide, the tread depth shall be no less
than 10 inches, and the riser height shall be no more than 12 inches. If a bench or seat is used as a part
of the stair, the first riser height from the bottom of the spa to the seat or bench shall be no more than 14
inches. Except for the first riser, the riser height shall be uniform.

1. Stair steps shall be provided with a slip-resistant surface.

2. The stair steps shall be provided with two handrails or grab rails, one on each side of the steps.

(2) Ladders.

1. Ladders shall be provided with a handrail which extends from below the water surface to the
top surface of the deck on each side of the ladder.

2. Ladders shall be of a color contrasting with the spa walls.

(3) Recessed steps.

1.  Recessed steps shall have a tread depth of at least 5 inches, a tread width of at least 12 inches,
and a uniform rise of no more than 12 inches.

2. Recessed steps shall be provided with a handrail or with deck-level grab rails on each side of
the recessed steps.

3. Recessed steps shall drain to the spa.

(4) Handrails and grab rails.
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1. Ladders, handrails, and grab rails shall be designed to be securely anchored and so that tools
are required for their removal.

2. Ladders, handrails, and grab rails shall be of corrosion-resistant materials, or provided with
corrosion-resistant coatings. They shall have no exposed sharp edges.

b.  Agitation system control. The agitation system start control shall be installed out of the reach
of persons in the spa. The “on” cycle for the agitation system shall be no more than ten minutes.

¢.  FElectrical. New construction or reconstruction shall comply with the requirements of
the National Electrical Code, 70-2005, as published by the National Fire Protection Association,
Batterymarch Park, Quincy, MA 02269.

d. Lighting. Artificial lighting shall be provided at indoor spas and at outdoor spas which are to
be used after sunset, in accordance with the following:

(1) Underwater lighting of at least 60 lamp lumens/ft2 or 0.5 watts/ft2 of water surface area and
area lighting of at least 10 lumens/ft? or 0.6 watts/ft2 of deck area.

(2) Ifunderwater lights are not provided, overhead lighting of at least 30 lumens/ft2 or 2.0 watts/ft2
of spa water surface area shall be provided.

e.  Spa enclosure.

(1) A spa shall be enclosed by a fence, wall, building, or combination thereof not less than 4 ft
high. The spa enclosure shall be constructed of durable materials. A spa may be in the same room or
enclosure as another spa or a swimming pool.

(2) A fence, wall, or other means of enclosure shall have no openings that would allow the passage
of a 4-inch sphere, and shall not be easily climbable by toddlers. The distance between the ground and
the top of the lowest horizontal support accessible from the outside of the facility, or between the two
lowest horizontal supports accessible from outside the facility, shall be at least 45 inches. A horizontal
support is considered accessible if it is on the exterior of the fence relative to the spa, or if the gap between
the vertical members of the fence is greater than 1% inches.

(3) At least one gate or door with an opening of at least 36 inches in width shall be provided for
emergency purposes. When closed, gates and doors shall comply with the requirements of (2) above.
Gates and doors shall be lockable. Except where lifeguard or structured program supervision is provided
whenever the spa is open, gates and doors shall be self-closing and self-latching.

(4) For indoor spas, if there are sleeping rooms, apartments, condominiums, or permanent
recreation areas used by children which open directly into the spa area, the spa shall be enclosed by a
barrier at least 3 ft high. No opening in the barrier shall permit the passage of a 4-inch sphere. There
shall be at least one 36-inch-wide gate or door through the barrier. Gates and doors shall be lockable.
Except where lifeguard supervision is provided whenever the spa is open, gates or doors shall be

self-closing and self-latching.
[ARC 7839B, IAB 6/3/09, effective 7/8/09]

These rules are intended to implement lowa Code chapter 1351.
[Filed prior to 7/1/52]

[Filed emergency 7/11/86 after Notice 6/4/86—published 7/30/86, effective 7/11/86]
[Filed emergency 5/15/87 after Notice 3/25/87—published 6/3/87, effective 5/15/87]
[Filed emergency 7/10/87—published 7/29/87, effective 7/10/87]

[Filed 1/12/90, Notices 11/1/89°—published 2/7/90, effective 3/14/90]

[Filed 1/15/93, Notice 10/14/92—published 2/3/93, effective 3/10/93]

[Filed emergency 3/10/93—published 3/31/93, effective 3/10/93]

[Filed emergency 7/16/93—published 8/4/93, effective 7/16/93]

[Filed 3/18/98, Notice 1/28/98—published 4/8/98, effective 5/13/98]

[Filed 9/17/99, Notice 6/16/99—published 10/6/99, eftective 11/10/99]

[Filed 3/11/05, Notice 2/2/05—published 3/30/05, effective 5/4/05]

[Filed 1/10/08, Notice 11/21/07—published 1/30/08, effective 3/5/08]

[Filed ARC 7839B (Notice ARC 7675B, IAB 4/8/09), IAB 6/3/09, eftective 7/8/09]

®  Two or more ARCs
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CHAPTER 16

GARBAGE AND REFUSE
[Prior to 7/29/87, Health Department[470] Ch 16]

Rescinded IAB 1/30/08, effective 3/5/08

CHAPTER 17

SANITATION OF HABITABLE BUILDINGS
[Prior to 7/29/87, Health Department[470] Ch 17]

Rescinded IAB 1/30/08, effective 3/5/08

CHAPTER 18
TOURIST CAMPS, TRAILER CAMPS, CABIN CAMPS, CONSTRUCTION CAMPS

AND SIMILAR ESTABLISHMENTS AND AREAS
[Prior to 7/29/87, Health Department[470] Ch 18]

Rescinded IAB 1/30/08, effective 3/5/08

CHAPTER 19

MASS GATHERINGS
[Prior to 7/29/87, Health Department[470]]

Rescinded IAB 1/30/08, effective 3/5/08
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CHAPTER 20
COMMUNITY WATER FLUORIDATION GRANT PROGRAM

641—20.1(135) Purpose. The purpose of the lowa community water fluoridation grant program is
to provide grants to fluoride-deficient public water supplies to assist them in implementing water
fluoridation.

The dental health bureau, division of family and community health of the lowa department of
public health, will administer federal Preventive Health and Health Services block grant funds to
reimburse eligible local government agencies and nonprofit public water systems for costs involved in
implementing water fluoridation.

641—20.2(135) Definitions.

“Cost” means costs related to the implementation of community water fluoridation including, but
not necessarily limited to, purchase of equipment for introducing fluoride into the water supply, safety
equipment, fluoride analytical equipment, estimated fluoride chemicals for the first year’s operation, and
installation of equipment, including all necessary plumbing and electrical connections.

“Department” means the lowa department of public health.

“Director” means the director of the lowa department of public health.

“Eligible applicant” means an incorporated city which operates a fluoride-deficient public water
system or a fluoride-deficient public water supply which is federally tax-exempt and incorporated under
the Towa nonprofit corporation Act. Public water systems (operated by incorporated cities or otherwise
as above) which currently fluoridate may apply for grant funds for equipment replacement.

“Fluoride-deficient” refers to a public water system that contains less than 0.7 milligrams of fluoride
ion per liter of water.

“Plans” means plans, specifications and schedules prepared for submission to the department of
natural resources to obtain a construction permit.

641—20.3(135) Applications. Applications shall be submitted on forms provided by the department.
Applications shall be sent to the Dental Health Bureau, Division of Family and Community Health,
Iowa Department of Public Health, Lucas State Office Building, 321 East 12th Street, Des Moines, lowa
50319-0075.

Each application shall contain at least the following information:

20.3(1) A description of the water system including sources of water, treatment processes, existing
chemical additions, and structures housing existing facilities and equipment.

20.3(2) The number of persons served by the water system.

20.3(3) A copy of the governing body’s authorization to implement community water fluoridation.

20.3(4) The most recent mineral analysis of the raw and treated water.

641—20.4(135) Review and rating of applications. The department shall review each application to
determine that the applicant is eligible and that the application is complete. The priority of eligible
applicants will be established by the department based on the following criteria in order of importance:

20.4(1) Number of people served by the water system. In cases with equal or nearly equal population,
priority will be given to the water system serving the higher number of children.

20.4(2) Technical difficulty and cost of implementing fluoridation.

20.4(3) Amount of fluoride deficiency, i.e., the difference between the optimum fluoride
concentration as established by the department and the fluoride concentration in the water produced by
the water system.

20.4(4) Date of authorization of fluoridation by the water system governing body.

20.4(5) Applicants for funding of equipment replacement shall be lower in priority than applicants
initiating community water fluoridation. The department shall evaluate these applicants based on the
immediacy of the need for replacement, the population served by the water system, and the cost of the
replacement equipment.
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641—20.5(135) Project contracts. The department shall execute a contract with each grantee for the
amount awarded. The grantee shall not install, construct or purchase any equipment, chemical or service
except preliminary consultation services under the terms of 20.6(1) “b ” before the execution of a contract
with the department.

20.5(1) The grantee shall agree to arrange for the installation of a fluoridation system, to procure
fluoride chemical and to operate and monitor the equipment within the requirements of the department
for a period of five years from the date fluoridation operation is started.

a. The grantee shall analyze water samples for fluoride content as required by the rules of the
department of natural resources and shall report the results of the analyses to the department monthly.

b.  The grantee shall submit at least one split sample per month to a laboratory certified by the
department of natural resources for the analysis of fluoride in drinking water. The results of this analysis
shall be reported to the department at least monthly. If a water system operated by a grantee serves fewer
than 500 persons, the frequency of sample submission shall be at least one per calendar quarter.

c.  The grantee shall notify the department within 5 business days if the operation of the fluoridation
equipment is interrupted for more than 14 consecutive days. The notification shall include the reason for
the interruption and its anticipated duration.

20.5(2) The department shall agree to reimburse the grantee for the cost of the fluoridation system.

641—20.6(135) Implementation procedures. Applicants whose projects are selected for funding shall
be notified by the department in writing.

20.6(1) Plans.

a.  The department shall prepare plans for the grantee and submit them to the department of natural
resources, or

b.  The grantee may have plans prepared by a private consultant. In addition to the cost specified
in 20.2(135), the department will reimburse the estimated travel, lodging and meals expense that would
have been incurred if the department prepared the plans, and the department of natural resources plan
review fee.

c.  If the plans are prepared by a private consultant, they shall be submitted to the department
for review before submission to the department of natural resources. The department shall comment
on the plans within ten business days of their receipt. The department shall determine the eligibility
of each proposed service or piece of equipment for reimbursement. If the department determines that
modified plans could provide for a safe, operable fluoridation system at a lower cost, the department may
require that modified plans be submitted to bidders under 20.6(2) “a” as an alternate. The department
will reimburse the grantee for the lowest cost bid which meets the requirements of the plans or modified
plans.

20.6(2) Within 60 days after a construction permit for the fluoridation system is issued by the
department of natural resources, the grantee shall initiate procurement of the required equipment,
services and chemicals.

a. The grantee shall procure the major components of the fluoridation system, including any
chemical feed device, any scale or tank, any control device, analytical equipment, and any apparatus or
piece of equipment costing more than $300 by a competitive bid process.

(1) Each firm which bids on a project shall provide in writing to the grantee the brand name and
model number of each major component of the fluoridation system and shall include product literature
to demonstrate that the component will meet the project specifications.

(2) Bids shall be confidential until they are examined at an open meeting of the governing body of
the grantee.

(3) The department shall review the product literature submitted for each project bid before the
grantee awards the project. The department shall judge the compliance of each major component with
the project specifications and may require that a modified bid be submitted. If a firm has submitted an
apparent low bid, it shall be allowed a reasonable time to submit a modified bid before the project is
awarded.
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(4) A grantee may, with the written permission of the department, award the project to other than
the low bidder. The department will reimburse the grantee for the amount of the low bid.

b. Installation services and the procurement of fluoride chemical may be negotiated with any firm,
bearing in mind that lowa Code section 19B.7 requires the promotion of equal opportunity in all state
contracts and services and the prohibition of discriminatory and unfair practices within any program
receiving or benefiting from state financial assistance in whole and in part. Negotiated agreements are
subject to the review of the department. The department shall judge the reasonableness of the negotiated
costs with respect to similar projects and may require additional negotiations or competitive bids before
an agreement is implemented.

641—20.7(135) Reimbursement. After the fluoridation equipment is placed in operation, the grantee
shall claim reimbursement from the department on forms provided by the department. The grantee shall
enter the total expenditures for reimbursable items and services as established by the grant contract. The
grantee shall submit copies of invoices for costs incurred in implementing the project.

641—20.8(135) Termination. Ifa grantee fails to comply with the provisions of the grant contract within
a five-year period from the date of the receipt of the signed contract by the grantee, the department may
act to recover the amount of the grant award from the grantee.

641—20.9(135) Appeals. Applicants whose applications were not funded have the right to appeal the
decision.

An applicant whose proposal has been filed according to rules governing the grant process and who
is aggrieved by the awards made pursuant to these rules may request a hearing based upon a showing
that the rules governing the grant selection process have not been applied properly. The appeal must be
filed with the director within one month of the notification of grant awards.

Appeals must be in writing and must clearly state how the department erred in following the rules
of the grant process. The appeal must describe the remedy sought.

These rules are intended to implement lowa Code section 135.11 and the fluoridation program of the
federal Preventive Health and Health Services Block Grant. [Part A, Title XIX, PHS Act]

[Filed 9/18/87, Notice 7/29/87—published 10/7/87, effective 11/11/87]
[Filed 5/10/91, Notice 3/20/91—published 5/29/91, effective 7/3/91]
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CHAPTER 21
CENTRAL REGISTRY FOR
BRAIN AND SPINAL CORD INJURIES

641—21.1(135) Purpose. This chapter describes the central registry for brain and spinal cord injuries.

641—21.2(135) Definitions. For the purpose of these rules, the following definitions shall apply:

“Acute injury” means an injury for which a person has been continuously hospitalized since
recognition of that injury.

“Agency” means lowa department of public health.

“Brain injury” means any clinically evident brain damage resulting from trauma or anoxia which
temporarily or permanently impairs a person’s physical or cognitive functions.

“Hospital” means hospital as defined by the department of inspections and appeals in lowa Code
section 135B.1.

“Physical agent” means mechanical energy transmitted from a living or nonliving vector to humans.

“Reportable case” means a person who is admitted or transferred to a hospital with a diagnosis
of acute traumatic brain or spinal cord injury or a person who is pronounced dead in the emergency
department of a hospital with an acute traumatic brain or spinal cord injury.

“Spinal cord injury” means any acute, traumatic lesion of the neural elements in the spinal canal,
resulting in any degree of sensory deficit, motor deficit, or bladder/bowel dysfunction.

641—21.3(135) Reportable injuries. The brain and spinal cord injuries listed below are required to be
reported to the lowa Department of Public Health, Division of Health Protection, Lucas State Office
Building, Des Moines, lowa 50319-0075, as part of a statewide population-based registry.

21.3(1) Reportable cases of brain injuries are those that are identified by the following codes from
the International Classification of Diseases, 9th Revision, Clinical Modification:
348.1 (resulting from physical agents)
800.00-800.99—Fracture of vault of skull.
801.00-801.99—Fracture of base of skull.
803.00-803.99—Other and unqualified skull fractures.
804.00-804.99—Multiple fractures involving skull or face with other bones.
850.00-850.99—Concussion.
851.00-851.99—Cerebral laceration and contusion.
852.00-852.59—Subarachnoid, subdural, and extradural hemorrhage, following injury.
853.00-853.19—O0ther and unspecified intracranial hemorrhage following injury.
854.00—854.19—Intracranial injury of other and unspecified nature.
994.1—Drowning and other nonfatal submersion.
994.7—Asphyxiation and strangulation.

21 3(2) Reportable cases of spinal cord injuries are those that are identified by the following codes
from the International Classification of Diseases, 9th Revision, Clinical Modification:

a. 806.00-806.9—Fracture of vertebral column with spinal cord injury.

b.  952.00-952.9—Spinal cord injury without evidence of spinal bone injury.

~AF T TSSO AN R

641—21.4(135) Who reports and under what circumstances. Hospitals treating, transferring, or
having pronounced dead any person determined to have sustained a reportable case of traumatic brain
or spinal cord injury are required to submit information as identified by the agency.

641—21.5(135) Method and frequency of reporting.

21.5(1) Hospitals shall report, electronically or on a paper form prescribed or approved by the
agency, the required information for any reportable case of traumatic brain or spinal cord injury within
45 days after the end of the quarter during which the patient was discharged, transferred to another
acute care hospital, or pronounced dead in the emergency department.
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21.5(2) Reports that are submitted electronically shall meet the data quality, format, and timeliness
standards prescribed by the agency which are described in the manual, available from the agency, for
completing the brain and spinal cord injury registry reporting form.

641—21.6(135) Confidentiality.

21.6(1) The agency shall maintain the confidentiality of all submitted registry reports of traumatic
brain and spinal cord injuries and shall not release reports, or any information which can be associated
with a particular individual, unless the release is in compliance with the provisions of subrule 21.6(2).

21.6(2) A registry report of a traumatic brain or spinal cord injury that is submitted to the agency
that can be associated with a particular individual shall be released as follows:

a.  To the particular individual upon receipt of a written request signed by the particular individual
and suitable identification presented in person to an employee designated by the agency.

b.  If the particular individual is a minor, to a parent or attorney of the particular individual upon
receipt of a written request signed by a parent or attorney of the individual and of a certified copy of the
birth certificate and suitable identification presented to an employee designated by the agency.

c.  If the particular individual has a court-appointed guardian or if the particular individual
is deceased, to the court-appointed guardian or to the executor or administrator of the particular
individual’s estate upon receipt of a written request signed by the court-appointed guardian, executor,
or administrator, and of a certified copy of the order or decree which appoints the guardian, executor, or
administrator, and of suitable identification presented to an employee designated by the agency.

d.  To an attorney or other person who is designated by the particular individual upon receipt of a
written request signed by the particular individual and suitable identification presented to an employee
designated by the agency.

e. To an authorized representative of a study or research project that shall be reviewed by a
scientific advisory panel and approved by the director of public health. The director of the agency
shall appoint a scientific advisory panel of no less than three scientists or public health staff to review
research proposals for which the release of information that identifies an individual who is reported to
have a traumatic brain or spinal cord injury is required.

/. Therelease of information for research that identifies individuals with traumatic brain or spinal
cord injuries shall be subject to the terms and conditions set by the agency. Such study or research project
keeps the identifying information confidential and privileged. A formal memorandum of agreement
signed by an authorized representative of the agency and the director of the research project shall include
provisions that the data provided by the agency shall not be copied for retention, resold, or otherwise
provided to another person or organization and will be returned to the agency upon completion of the
study.

g The agency may transmit transcripts or copies of reported cases to state or national traumatic
brain and spinal cord injury registries when the reports relate to residents of other states or countries.
The agreement shall require that the transcripts or records be used for statistical purposes only and that
the identity of reported cases shall not be released.

641—21.7(135) Quality assurance. For the purpose of ensuring the completeness and quality of
submitted data, each hospital may allow the agency inspection of parts of patient’s medical reports as
necessary to verify or clarify these data by signing an agreement. The agency’s authorized representative
may enter the facility, obtain the information, and report it in the appropriate form. Prior to inspecting
the records, this agency shall work with the hospital to determine a time and date agreeable to both
parties.
These rules are intended to implement Iowa Code section 135.22 as amended by 1994 Iowa Acts,

House File 2145.

[Filed 8/28/87, Notice 6/17/87—published 9/23/87, effective 11/1/87]1

[Filed 1/10/90, Notice 10/4/89—published 2/7/90, effective 3/14/90]



IAC 7/2/08 Public Health[641] Ch21,p.3

[Filed 9/23/94, Notice 8/3/94—published 10/12/94, effective 11/16/94]

' See Human Services[441] Ch 39
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CHAPTER 22
PRACTICE OF TATTOOING

641—22.1(135) Purpose. The purpose of this chapter is to stipulate the permit and operational
requirements for tattoo artists and tattoo establishments.

641—22.2(135) Definitions. For the purpose of these rules, the following definitions shall apply:
“Department” means the lowa department of public health.
“Director” means the director of the lowa department of public health.
“Minor” means an unmarried person who is under the age of 18 years.
“Tattoo artist” means any person engaged in the practice of tattooing.
“Tattoo establishment” means the building or mobile unit where tattooing is practiced.
“Tattooing” means to puncture the skin of a person with a needle and insert indelible permanent
colors through the puncture to leave permanent marks or designs.

641—22.3(135) General provisions.

22.3(1) Tattoo artists and tattoo establishments who fail to meet the requirements of lowa Code
section 135.37 or these rules shall be guilty of a serious misdemeanor.

22.3(2) No person shall tattoo a minor. Violators shall be guilty of a serious misdemeanor.

22.3(3) No tattoo artist shall engage in the practice of tattooing without first obtaining a tattoo artist
permit from the department.

22.3(4) Tattoo artists and tattoo establishments which are in compliance with lowa Code section
135.37 and 641—Chapter 22 are not relieved from the requirements of any other applicable state laws
or local ordinances.

22.3(5) Tattooing shall be practiced only in facilities that have received a tattoo establishment permit
from the department.

22.3(6) Tattooing shall not be practiced in a residence unless the tattoo establishment is completely
separated from the living quarters by a solid permanent partition. A solid door leading to the living
quarters shall be permitted, provided it remains closed during business hours. A direct outside entrance
to the tattoo establishment shall be provided.

22.3(7) Tattoo establishments shall be inspected annually.

641—22.4(135) Sanitation and infection control.

22.4(1) Tables, chairs, and other general-use equipment shall be constructed of impervious or smooth
and easily cleanable material.

22.4(2) A sink for handwashing supplied with potable hot and cold running water shall be available
in or directly adjacent to the tattooing area. Hand-washing facilities shall be supplied with liquid soap
and single-use paper towels.

22.4(3) Toilet facilities must be available for employee use or patron use.

22.4(4) The tattoo establishment, including the immediate area where the tattoo procedure is to
be performed, shall have an area of not less than 150 square feet and shall be adequately lighted and
ventilated.

22.4(5) Floors in the immediate area where the tattoo procedure is to be performed shall have
impervious, smooth, washable surfaces.

22.4(6) The entire premises and all facilities used in connection therewith shall be maintained in a
clean, sanitary, vermin-free condition and in good repair.

22.4(7) All refuse shall be stored in rigid containers with plastic liners which are emptied at least
once each business day.

22.4(8) Closed cabinets shall be used for the exclusive storage of instruments, dyes, pigments,
stencils, tattoo machines, and other equipment.

22.4(9) Smoking or consumption of food or drink shall not be allowed in any area where the actual
tattoo procedure is being performed.
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22.4(10) No animals, except guide dogs for visually or hearing impaired persons, shall be permitted
in a tattoo establishment.

641—22.5(135) Equipment.

22.5(1) Cups to hold ink or dye shall be for single-patron use.

22.5(2) Any dye or ink in which needles were dipped shall not be used on another person.

22.5(3) All tubes, needle bars, and needles used for the tattoo procedure that are not sterile, for
single-patron use and disposable shall be physically cleaned with a detergent according to manufacturers’
recommendations and then steam sterilized or dry-heat sterilized before use on another patron.

22.5(4) Steam sterilization shall be at 250 degrees Fahrenheit (121 degrees Celsius) for 15 minutes
at a minimum pressure of 15 pounds per square inch.

22.5(5) Dry-heat sterilization shall be at 350 degrees Fahrenheit (170 degrees Celsius) for one hour.

22.5(6) Sterilizers shall be monitored monthly for spores of Bacillus subtilis and records shall be
maintained of results.

22.5(7) Each tattoo establishment shall maintain written procedures to follow in the event of
positive spore tests; for example, materials processed in that sterilizer, dating from the sterilization
cycle having the positive biological indicator to the next cycle showing satisfactory biologic indicator
challenge results, must be considered nonsterile and must be reprocessed before being used.

22.5(8) Each tattoo establishment shall be equipped with a container designated for disposal of used
needles and other sharps. A written plan for disposal shall be required.

22.5(9) Any bottles of solution shall be labeled as to contents and used according to manufacturers’
directions.

22.5(10) Use of clippers is recommended for removal of unwanted hair. After use, clippers shall be
cleaned with detergent and water and then disinfected with 70 percent ethyl or isopropyl alcohol for ten
minutes or with quaternary ammonium compounds as directed on the product label.

22.5(11) Razors shall be for single-patron use and shall be disposable.

22.5(12) Topical ointments shall be for single-patron use.

22.5(13) All equipment shall be maintained in a clean and sanitary condition.

641—22.6(135) Procedures.

22.6(1) For privacy purposes at the patron’s request, there shall be in place (or readily available) a
panel or other barrier of sufficient height and width to effectively separate the patron from any unwanted
observers or waiting patrons. Panels or other barriers may be fixed or movable, rigid or flexible.

22.6(2) Tattoo artists shall scrub their hands thoroughly before beginning the tattoo. Hands shall be
dried with individual single use towels.

22.6(3) Tattoo artists shall wear clean outer garments. It is recommended that gloves be worn by
the tattoo artists during the tattoo procedure. Gloves shall be changed after each tattoo. Hands shall be
washed after gloves are removed.

22.6(4) The skin area to be tattooed shall first be cleansed with soap and water. Single-use towels
or sponges (gauze) shall be used during the cleansing procedure.

22.6(5) Before placing the tattoo design on the patron’s skin, the tattoo artist shall prepare the skin
with an antiseptic such as 70 percent ethyl or isopropyl alcohol or 10 percent iodophor solution.

22.6(6) Tattooing shall not be performed on any area where there is evidence of skin infection.

22.6(7) After the tattooing is completed, a dressing shall be applied to the tattoo area.

22.6(8) Persons tattooed shall be provided with printed instructions regarding tattoo care during the
healing process and shall be instructed to consult a physician if signs and symptoms of an infection
develop.

641—22.7(135) Application for permit—fees.
22.7(1) No tattoo establishment shall be operated in the state without having a permit to operate
issued by the department.
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22.7(2) Each person acquiring or establishing a tattoo establishment shall apply for a permit prior to
beginning operation.

22.7(3) A permit to operate shall be issued to a new establishment when the department or
its representative has successfully completed an on-site inspection. Permits shall be posted in a
conspicuous place in the tattoo establishment.

22.7(4) Applications are available upon request from the Iowa Department of Public Health,
Division of Health Protection and Environmental Health, Tattoo Permit Program, Lucas State Office
Building, Des Moines, lowa 50319-0075.

22.7(5) An annual, nonrefundable application fee of $25, payable to the lowa Department of Public
Health, shall be remitted with the initial or renewal tattoo establishment application.

22.7(6) The annual fee for each tattoo artist permit shall be $40.

22.7(7) Tattoo artist permits and tattoo establishment permits are nontransferable.

22.7(8) All permits expire on December 31 of each year, regardless of date of issue. Permits shall
be renewed annually upon acceptance of a renewal application provided by the department and receipt
of the renewal fee.

22.7(9) The owner of the tattoo establishment shall be billed $200 for each tattoo establishment
inspection. Tattoo establishments shall be inspected annually. When the tattoo establishment is located
within a contracted area of a board of health, the costs billed will be paid to the contracted board of
health, or its designee.

641—22.8(135) Variances.

22.8(1) A variance to these rules may be granted by the department provided sufficient information
is afforded to substantiate the need for and propriety of the variance. A variance request shall be in
writing and submitted to the department for consideration.

22.8(2) The granting or denial of a variance from these rules shall take into consideration, but shall
not be limited to, the following criteria:

a. Substantially equal protection of health and safety must be afforded by a means other than that
prescribed in the particular rule for which the variance is requested.

b.  The degree of variance is sufficiently small so as not to pose a significant risk of injury to any
individual, and the remedies necessary to alleviate the need for a variance would incur substantial and
unreasonable expense on the part of the person seeking the variance.

22.8(3) The department shall respond in writing to all variance requests. The response shall include
the reason for granting or denying the requested variance and, if approved, the time period for which the
variance will be effective.

22.8(4) Any request for appeal concerning the denial of a variance request shall be in accordance
with the procedures outlined in rule 22.9(135).

641—22.9(135) Adverse actions and the appeal process.

22.9(1) Ifthe department determines that the provisions of lowa Code section 135.37 and these rules
have been or are being violated, the department may order that a tattoo establishment not be operated
until the necessary corrective action has been taken. If the establishment continues to be operated in
violation of the order of the department, the department may request that the county attorney or the
attorney general make an application in the name of the state to the district court of the county in which
the violations have occurred for an order to enjoin the violations. This remedy is in addition to any other
legal remedy available to the department.

22.9(2) An order to cease operating shall be delivered by certified mail, return receipt requested, or
by personal service.

22.9(3) Upon receipt of the order, the aggrieved party may request an appeal. The appeal shall be
made in writing to the department within 30 days from the date of the aggrieved party’s receipt of the
department’s order. The address is: lowa Department of Public Health, Division of Health Protection,
Tattoo Permit Program, Lucas State Office Building, Des Moines, lowa 50319-0075. If such a request
is made within the 30-day time period, the order shall be deemed to be suspended. Prior to or at the
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hearing, the department may rescind the order upon satisfaction that the reason for the order has been or
will be removed. After the hearing, or upon default of the aggrieved party, the administrative law judge
shall affirm, modify or set aside the order. If no request for appeal is received within the 30-day time
period, the department’s order shall become the department’s final agency action.

22.9(4) Upon receipt of an appeal that meets contested case status, the appeal shall be forwarded
within five working days to the department of inspections and appeals pursuant to the rules adopted
by that agency regarding the transmission of contested cases. The information upon which the adverse
action is based and any additional information which may be provided by the aggrieved party shall also
be provided to the department of inspections and appeals.

22.9(5) The hearing shall be conducted according to the procedural rules of the department of
inspections and appeals found in 481—Chapter 10.

22.9(6) When the administrative law judge makes a proposed decision and order, it shall be served
by certified mail, return receipt requested, or delivered by personal service. That proposed decision and
order then becomes the department’s final agency action without further proceedings ten days after it is
received by the aggrieved party unless an appeal to the director is taken as provided in subrule 22.9(7).

22.9(7) Any appeal to the director for review of the proposed decision and order of the administrative
law judge shall be filed in writing and mailed to the director by certified mail, return receipt requested, or
delivered by personal service within ten days after the receipt of the administrative law judge’s proposed
decision and order by the aggrieved party. A copy of the appeal shall also be mailed to the administrative
law judge. Any request for an appeal shall state the reason for appeal.

22.9(8) Upon receipt of an appeal request, the administrative law judge shall prepare the record of
the hearing for submission to the director. The record shall include the following:

All pleadings, motions, and rules.

All evidence received or considered and all other submissions by recording or transcript.
A statement of all matters officially noticed.

All questions and offers of proof, objections and rulings thereon.

All proposed findings and exceptions.

The proposed decision and order of the administrative law judge.

22 9(9) The decision and order of the director becomes the department’s final agency action upon
receipt by the aggrieved party and shall be delivered by certified mail, return receipt requested, or by
personal service.

22.9(10) It is not necessary to file an application for a rehearing to exhaust administrative remedies
when appealing to the director or the district court as provided in lowa Code section 17A.19. The
aggrieved party to the final agency action of the department who has exhausted all administrative
remedies may petition for judicial review of the action pursuant to lowa Code chapter 17A.

22.9(11) Any petition for judicial review of a decision and order shall be filed in the district court
within 30 days after the decision and order becomes final. A copy of the notice of appeal shall be sent to
the department by certified mail, return receipt requested, or by personal service. The address is: lowa
Department of Public Health, Division of Health Protection, Tattoo Permit Program, Lucas State Office
Building, Des Moines, lowa 50319-0075.

22.9(12) The party who appeals a final agency action to the district court shall pay the cost of the
preparation of a transcript of the contested case hearing for the district court.

These rules are intended to implement lowa Code section 135.37.

[Filed 11/9/89, Notice 10/4/89—published 11/29/89, effective 1/3/90]
[Filed 11/15/93, Notice 9/1/93—published 12/8/93, effective 1/12/94]
[Filed 11/15/02, Notice 10/2/02—published 12/11/02, effective 1/15/03]
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CHAPTER 23
Reserved
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CHAPTER 24
PRIVATE WELL TESTING, RECONSTRUCTION, AND

PLUGGING—GRANTS TO COUNTIES
[Prior to 3/29/06, see 567—Ch 47]

641—24.1(135) Applicability. These rules apply to administration of the grants to counties program by
the department in accordance with lowa Code sections 135.11(29) and 455E.11, subsection 2, paragraph
“b,” subparagraph (3), subdivision (b), for the purpose of testing private water wells, reconstructing
private water wells, and the proper plugging of abandoned private water wells (including cisterns that
present a contamination risk to groundwater), within the jurisdiction of each county board of health.

641—24.2(135) Definitions.

“Abandoned private water well” means a private water well which is no longer in use or which
is in such a state of disrepair that continued use for the purpose of accessing groundwater is unsafe or
impractical.

“Administrative authority” means the county board of health or the county board of health’s
designee.

“Administrative expenses” means salary, transportation and other associated costs for conducting
the private well testing, reconstruction, and plugging program.

“Certified laboratory” means a laboratory certified by the lowa department of natural resources in
accordance with 567 IAC 83.1(3)“a.”

“Cistern” means an artificial reservoir or tank constructed underground in which rainwater or private
well water is stored.

“County board of health” means the board of health of a county as established in accordance with
Iowa Code chapter 137.

“Department” means the lowa department of public health.

“Plugging” means the closure of an abandoned well with plugging materials by procedures which
will permanently seal the well from contamination by surface drainage and permanently seal off the
well from contamination into an aquifer. “Well plugging” includes the proper application of filling and
sealing materials.

“Private water well” means any excavation that is drilled, cored, driven, dug, bored, augered, jetted,
washed or otherwise constructed for the purpose of supplying water for human consumption which has
fewer than 15 service connections and regularly serves fewer than 25 individuals daily at least 60 days
out of the year and agricultural use wells.

“Reconstruction” means modification of the original construction of a well. “Reconstruction”
includes, but is not limited to, deepening the well, installing a liner, installing or replacing a screen with
one of a different diameter or length, installing a pitless adapter, extending the casing, or hydrofracturing
a well. Replacing a screen with one of identical diameter and length or replacing a pitless adapter is
considered repair, not reconstruction.

“Total funds available” means the sum of the pesticide/fertilizer taxes allocated within lowa Code
section 455E.11(2) “b” (agricultural management account), within a specific state fiscal year, plus any
carryover funds remaining from the previous fiscal year, which are returned to the section 455E.11(2) “b”
(agricultural management account) grants to counties fund.

641—24.3(135) Eligibility. Grant applications must be submitted by a county board of health. Only
counties which have adopted standards for private water supply and private sewage disposal facilities
(on-site wastewater treatment systems) at least as stringent as and consistent with 567 IAC 49 and 567
IAC 69 and demonstrate an effort to enforce such standards will be eligible to receive grant funds. A
county is eligible to submit only one application, either as an individual applicant or as a member of a
multicounty application.
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641—24.4(135) Goal and objectives.

24.4(1) The goal of the program is to protect groundwater quality by providing assistance in testing
all private water supply wells and to use the test information to improve the quality of water in these
supplies; to assist in reconstructing eligible private wells; and to assist in plugging all abandoned private
water wells (including cisterns that present a contamination risk to groundwater).

24.4(2) During each fiscal year, the amount granted each eligible applicant shall be the total funds
available as defined in lowa Code section 455E.11 divided by the number of eligible counties applying.

24.4(3) Specific program objectives for each county.

a. The specific objectives of the well testing program are:

(1) To provide for regular and periodic testing of private water supply wells using proper sampling,
handling and analytical techniques.

(2) To provide for timely responses and corrective action in instances of contamination of private
water supply wells.

(3) To establish a reliable and accurate database of information on the location and construction of
private water supply wells and water quality of private water supply wells.

b.  The specific objectives of the well reconstruction program are:

(1) To identify all private wells eligible for reconstruction cost assistance and to administer private
well reconstruction programs.

(2) To ensure the proper reconstruction of all eligible private wells.

(3) To provide cost-sharing grants to owners to assist in the costs of properly reconstructing private
wells.

c¢.  The specific objectives of the abandoned private water well plugging program are:

(1) To identify all abandoned private water wells and administer abandoned private water well
plugging programs.

(2) To develop abandoned private water well plugging plans in accordance with administrative
rules relating to the priority order and the proper plugging of abandoned wells (including cisterns that
present a contamination risk to groundwater).

(3) To ensure the proper plugging of all abandoned private water wells (including cisterns that
present a contamination risk to groundwater).

(4) To provide cost-sharing grants to owners to assist in the costs of properly plugging abandoned
private water wells (including cisterns that present a contamination risk to groundwater).

641—24.5(135) Eligible grant costs. The following are annual eligible costs for which the department
will reimburse participating counties:

24.5(1) Up to $500 for private water well-related training expenses, including registration, mileage,
and per diem for employees attending department-approved trainings. Training approval is granted to
water well-related training sponsored by the department, lowa Water Well Association, lowa department
of natural resources, and the lowa Ground Water Association. Other trainings must receive approval of
the department prior to submitting a voucher for expenses.

24.5(2) Up to $250 for equipment expenses related to the grants to counties program. Eligible
equipment includes, but is not limited to, Global Positioning System (GPS) units, private water well
data software, inspection equipment, cameras, and sampling equipment.

24.5(3) Up to $250 for advertising and promotional expenses to educate county residents about the
availability of funds for private water well testing, abandoned well plugging, and private water well
reconstruction.

24.5(4) $75 will be paid for each private water well test conducted under the program, including
$45 for administrative expenses. At a minimum, well sampling shall include analyses for total nitrate
(including nitrite) and total coliform bacteria.

24.5(5) $475 will be paid for each abandoned private water well plugging conducted in accordance
with 567 IAC 39, including $75 for administrative expenses. Private water well plugging must be
conducted by a certified individual as defined in 567 IAC 82 or by the well owner under direct supervision
by the county.
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24.5(6) $375 will be paid for each cistern plugging but only for those cisterns deemed by the
administrative authority to impact groundwater, including $75 for administrative expenses. Cistern
plugging must be conducted by a certified individual as defined in 567 IAC 82 or by the well owner
under direct supervision by the county.

24.5(7) Up to $600 in reconstruction costs plus 33 percent of actual reconstruction costs for
administrative purposes will be paid for each private water well reconstruction. Grant funds may be
used to conduct reconstruction intended to preclude contamination due to surface water intrusion by
coliform or other infectious bacteria. Examples include repairs of casing, well caps, or pitless adapters,
and elimination of well pits.

641—24.6(135) Ineligible grant costs. Grant funds shall not be used for the following:

24.6(1) Conducting environmental health programs other than those related to the private well
testing, reconstruction, and plugging program.

24.6(2) Conducting activities outlined in rule 24.5(135) prior to or after the grant period specified.

24.6(3) Analytical services performed by other than a certified laboratory.

24.6(4) Sampling and analytical costs for testing public water supply wells.

24.6(5) Cost of laboratory analytical equipment.

24.6(6) Sampling and analytical costs for testing of wells other than private water supply wells.

24.6(7) Sampling and analytical costs for testing of parameters which have not had either a maximum
contaminant level or an Environmental Protection Agency (EPA) health advisory level established.

24.6(8) Reconstructing a well which does not meet separation distances as established in 567 IAC
49. Grant moneys cannot be used for reconstruction of a well which, in the judgment of the administrative
authority, will remain a hazard to groundwater quality.

641—24.7(135) Performance requirements. The following minimum standards must be met by all
grantees:

24.7(1) Sample collection. Private water supply well samples are to be collected using proper sample
collection and handling techniques as specified by the department. Samples shall be collected by a
qualified staff person pursuant to 24.7(3) who is employed by or under contract with the local board of
health.

24.7(2) Background information. For each well tested, reconstructed, or plugged, all appropriate
information must be verified by a qualified staff person pursuant to 24.7(3) who is employed by or under
contract with the local board of health and must be entered into the private well tracking system (PWTS)
managed by the lowa department of natural resources. Information shall include at a minimum:

a. The name and address of the private water well owner or abandoned private water well owner.

b.  Private water well or abandoned private water well location to the quarter, quarter, quarter
section or latitude and longitude coordinates.

c¢.  Records of dates for reconstructing private water wells or plugging abandoned private water
wells (including cisterns).

d.  The name and the license number of the water well contractor conducting the private water well
reconstruction or the abandoned private water well plugging.

24.7(3) Qualified staff. Staff performing services under this agreement shall complete a minimum of
12 hours of continuing education every year as approved by the lowa Environmental Health Association
Environmental Health Registry Program.

24.7(4) Laboratory analyses. All analyses must be performed by a laboratory certified by the
department of natural resources in accordance with 567 IAC 83.1(3) “a” and shall conform with the
following:

a. The total coliform bacteria analyses must be performed using an EPA-approved reference
method suitable for producing accurate results considering the conditions of the water being tested.

b.  Copies of test results must be retained by the grantee and be provided to the owner and user
and to the board of health of the county in which the well is located. Copies of the test results will be
provided to the department upon request.
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24.7(5) Follow-up. The grantee will be responsible for follow-up and response to requests from
the well owner or well user for assistance relative to well test results, the well testing program, and
satisfactory well construction and location.

24.7(6) Adopted standards. All counties participating in the program must have adopted standards
for private water supplies and private sewage disposal facilities which are at least as stringent as and
consistent with the standards adopted by the commission in 567 IAC 49 for nonpublic water wells and
567 IAC 69 for on-site wastewater treatment and disposal systems.

24.7(7) Quarterly reports. All counties participating in the program shall submit quarterly reports
to claim expenses incurred under this program on a claim voucher provided by the department.

24.7(8) Workplan. A detailed workplan including, but not limited to, the following:

a. The names and qualifications of personnel responsible for carrying out the program.

b.  The name and address of the certified laboratory(ies) which will be providing analytical
services.

c. A description of any proposed environmental health and public information programs related
to the private well testing, abandoned well plugging, or private well reconstruction programs.

d.  Methods to be used by the applicant for selecting private water wells for testing, abandoned
private water wells for plugging, or private water wells for reconstruction.

The duties to be performed by any subcontractor for any part of the grant.

A description of the follow-up activities to be performed by staff in responding to test results.
A record-keeping and reporting policy.

Methods of notifying participating well owners.

=0 e

641—24.8(135) Contents of grant application. The application shall include:

24.8(1) The name, address, and telephone number of the chairperson of the county board of health.
For applications representing more than one county, the applicant is the chairperson of the county board
of health of the lead county responsible for administering the grant.

24.8(2) The name of each county represented in the grant application.

24.8(3) Upon request from the department, a copy of the adopted standards outlined in subrule
24.7(6) for each county represented in the application.

24.8(4) For multicounty applications, signed lowa Code chapter 28E agreements between each
participating county and the applicant.

24.8(5) If applicable, an identification of any subcontractor who will participate in the private water
well testing, abandoned private water well plugging program, or private water well reconstruction
program, including mailing address and telephone number.

641—24.9(135) Grant application submission.

24.9(1) Application form. Participating counties shall complete an application form provided by the
department.

24.9(2) Submission. The department will notify each county board of health at least 60 days prior
to the grant application due date. Completed applications must be received by the lowa Department of
Public Health, Division of Environmental Health, 321 E. 12th Street, Des Moines, lowa 50319, by the
close of business on the application due date. Applications not received by the application due date will
be considered ineligible to receive funding during the appropriate fiscal year.

641—24.10(135) Multicounty grant applications. Two or more counties may join together to apply
for a grant. However, for the purposes of multicounty grant programs, the department will accept only
one application from the counties involved. The application shall identify the lead county responsible
for administering the grant. For multicounty programs, the department will make one grant to the lead
county and not to each individual participating county. However, each county represented in the grant
application will receive an equal distribution of dollars.
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641—24.11(135) Grant period. Grants will be awarded to successful applicants on an annual basis
concurrent with the state fiscal year beginning on July 1 and ending on June 30 of the following calendar
year.

641—24.12(135) Record keeping and retention. A grantee shall retain all records and supporting
documents related to the administration of the grant for a period of three years. Representatives of
the state auditor’s office and the department or the department’s designee shall have access to all files,
accounts and documents pertaining to the grant.

641—24.13(135) Grant amendments. Grant agreements which have been approved may be amended,
if funds are available, to increase or decrease the program scope or to increase or decrease the program
costs.

641—24.14(135) Termination or forfeiture of grant funds.

24.14(1) The grant will be forfeited if the grant was obtained by fraud or misrepresentation regardless
of whether grant moneys have already been given to the grantee. Any grant moneys received or spent
shall be repaid to the department.

24.14(2) If the department determines that activities agreed upon in the grant agreement have not
been satisfactorily completed, forfeiture of a portion of or the entire grant may result.

24.14(3) The continuation or renewal of a grant shall be contingent upon the county’s acceptable
performance in carrying out its responsibilities described in the workplan and in meeting the grant
program goals and objectives. All grants will be issued for not more than a period of one year
concurrent with a state fiscal year. Applicants must reapply to continue or renew any grant within the
specified grant application acceptance period. The department may deny awarding of a grant extension
or withdraw a grant if it is determined that the county has not carried out the grant responsibilities.

24.14(4) An applicant may appeal the denial of a properly submitted grant application. Appeals
shall be governed by rule 641 IAC 176.8(135,17A).

These rules are intended to implement lowa Code sections 455E.11 and 135.11(29).

[Filed 3/9/06, Notice 2/1/06—published 3/29/06, eftective 7/1/06]
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CHAPTER 25

STATE PLUMBING CODE
[Prior to 7/29/87, see Health Department[470] Ch 25]

641—25.1(135) Adoption. Sections of Chapter 1 listed below, Chapters 2 to 10, and Chapters 13 to
15 of the Uniform Plumbing Code, 2000 Edition, as published by the International Association of
Plumbing and Mechanical Officials, 20001 South Walnut Drive, Walnut, California 91789-2825, are
hereby adopted by reference with amendments as the state plumbing code authorized by Iowa Code
section 135.11(5).

101.3 101.5 103.8
101.4 103.5.3

Local ordinances or rules and regulations may provide for higher but not lower standards than those
found in the state plumbing code. Local ordinances or rules and regulations shall be consistent with lowa
Code section 364.3(3).

641—25.2(135) Applicability. The provisions of this code are applicable to the plumbing in buildings
or on premises within cities and to plumbing in a building or on premises located outside the corporate
limits of any city if the building or premises is served by an individual connection to a municipally owned
water distribution system or wastewater collection system.

641—25.3(135) Fuel gas piping. Fuel gas piping shall comply with the requirements of ANSI/NFPA 54,
National Fuel Gas Code, 1999 Edition. Liquefied petroleum gas facilities and appliances shall comply
with the requirements of ANSI/NFPA 58, Standard for the Storage and Handling of Liquefied Petroleum
Gases, 2001 Edition.

641—25.4(135) Amendments to the Uniform Plumbing Code.

25.4(1) Section 413.1. Add the following after the table and before the footnotes:

A restaurant with an occupancy of 50 or less complies with these requirements if it has one restroom
with one water closet and one lavatory.

NOTE: The rules of the Iowa department of inspections and appeals require that separate restrooms
for males and females be provided in facilities that serve beer or liquor (481—31.9(137F)).

Urinal requirements apply only to male-only restrooms.

The division of occupancy is to be based upon one half being male and one half being female. The
number of occupants shall be determined by use and the occupancy class of the state building code or
the local building code that is in effect.

The number of fixtures may be graduated within the group. Example: 8:101-200

4 fixtures are required for 100 persons.

5 fixtures are required for 101-125 persons.

6 fixtures are required for 126-150 persons.

7 fixtures are required for 151-175 persons.

8 fixtures are required for 176-200 persons.

Accessibility for the physically disabled shall be provided as required by lowa Code chapter 103A.

25.4(2) Section 501.0. Delete the second sentence of the section and delete Table 5-1.

25.4(3) Section 510.8. Delete the section.

25.4(4) Section 603.2. Delete subsection 603.2.3.

25.4(5) Section 603.4. Delete the text of subsection 603.4.13 and insert in lieu thereof the following:

The potable water supply to carbonator shall be protected by a stainless steel dual check valve with
an atmospheric vent as approved by the administrative authority for the specific use.

25.4(6) Section 604.1.

Add a note to the end of the section:
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NOTE: The use of plastic water supply pipe above grade inside certain licensed care facilities is
prohibited by the rules of the Iowa department of inspections and appeals [481—subrules 60.11(4) and
61.11(4), lowa Administrative Code].

25.4(7) Section 604.2. Delete the section and insert in lieu thereof the following:

604.2 Copper tube for water piping shall have a weight of not less than Type M copper tubing.

EXCEPTION: Copper tube for underground water piping shall have a weight of not less than Type K
copper tubing.

25.4(8) Section 701.1. Delete subsections 701.1.4 and 701.1.5 and insert in lieu thereof:

701.1.4 Copper tube for underground drainage and vent piping shall have a weight of not less than
that of copper drainage tube Type L.

701.1.5 Copper tube for aboveground drainage and vent piping shall have a weight of not less than
that of copper drainage tubing Type M.

EXCEPTION: Type DWV may be used in one- and two-family dwellings.

25.4(9) Section 703.1. Add this sentence to the end of the section:

No underground drainage piping shall be less than two inches in diameter.

25.4(10) Section 710.1. Add the following sentences to the end of the section:

The requirement for the installation of a backwater valve shall apply only when it is determined
necessary by the administrative authority based on local conditions. When a valve is required by the
administrative authority, it shall be a manually operated gate valve or fullway ball valve. An automatic
backwater valve may also be installed, but is not required.

25.4(11) Section 710.14. Delete the section.

25.4(12) Section 717.0. Add this sentence to the end of the section:

The minimum diameter for a building sewer shall be four inches.

25.4(13) Section 807.4. Delete the section and insert in lieu thereof the following:

807.4 No domestic dishwashing machine shall be directly connected to a drainage system or food
waste disposer without the use of an approved dishwasher air gap fitting on the discharge side of the
dishwashing machine, or by looping the discharge line of the dishwasher as high as possible near the
flood level of the kitchen sink where the waste disposer is connected. Listed air gap fittings shall be
installed with the flood level (FL) marking at or above the flood level of the sink or drainboard, whichever
is higher.

25.4(14) Section 903.2. Delete subsections 903.2.1 and 903.2.2 and insert in lieu thereof the
following:

903.2.1 Copper tube for underground drainage and vent piping shall have a weight of not less than
that of copper drainage tube Type L.

903.2.2 Copper tube for aboveground drainage and vent piping shall have a weight of not less than
that of copper drainage tubing Type M.

EXCEPTION: Type DWV may be used in one- and two-family dwellings.

25.4(15) Section 904.1. Delete the third sentence of the section and the exception and insert in lieu
thereof the following:

No underground vent piping shall be less than two inches in diameter. Each building shall have a
vent stack or main vent equal in size or larger than the required building sewer. The vent stack or main
vent shall extend through the roof undiminished in size.

EXCEPTION: In residential buildings of four stories or less, a three-inch vent stack or main vent is
permitted. For the purposes of this exception, “residential” includes hotels and motels.

25.4(16) Section 906.7. Change “two (2) inches (50.8 mm)” to “three (3) inches (76.2 mm)”.

25.4(17) Section 908.0. Delete “Vertical” from the section title.

25.4(18) Section 908.1. Delete “vertical” in the first sentence of the section.

25.4(19) Section 1002.2. Delete Table 10-1 and insert in lieu thereof the following:
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TABLE 10-1

Horizontal Distance of Trap Arms
(Except for water closets and similar fixtures)*

Trap Arm Size Distance Trap to Vent
Inches Millimeters Feet Meters
1% 31.8 5 1.52
1% 38.1 6 1.83
2 50.8 8 2.44
3 76.2 12 3.66
4 and larger 102 and larger 12 3.66

Slope one-fourth (%) inch per foot (20.9 mm/m)
*The developed length between the trap of a water closet or similar fixture (measured from the top of the
closet ring (closet flange) to the inner edge of the vent) and its vent shall not exceed six (6) feet (1.8 m).

25.4(20) Appendices. Chapter 11 and the appendices in the Uniform Plumbing Code are not
approved as part of the Iowa state plumbing code; however, except for Appendix K (private sewage
disposal), Chapter 11 and the appendices may be used as a point of reference when circumstances
warrant. 567—Chapter 69, lowa Administrative Code, is the standard for private sewage disposal.
Chapter 12 of the Uniform Plumbing Code, 2000 Edition, may be used to govern fuel gas piping except
as it conflicts with ANSI/NFPA 54, National Fuel Gas Code, 1999 Edition, or ANSI/NFPA 58, Standard
for the Storage and Handling of Liquefied Petroleum Gases, 2001 Edition.

641—25.5(135) Backflow prevention with containment. Cities with populations of 15,000 or greater
as determined by the 1990 census or any subsequent special census shall enact a backflow prevention
program with containment by January 1, 1996. The minimum requirements for a program are given in
subrules 25.5(1) through 25.5(5). These requirements are in addition to the applicable requirements of
Section 603 of the Uniform Plumbing Code, 2000 Edition.

25.5(1) Definitions. The following definitions are added to those in Chapter 2 and Section 603 of
the Uniform Plumbing Code, 2000 Edition, or are modified from those definitions for the purposes of
rule 641—25.5(135) only.

a.  Administrative authority. The administrative authority for this rule is the city council and its
designees.

b.  Approved backflow prevention assembly for containment. Approved backflow prevention
assembly for containment means a backflow prevention assembly which is approved by the University
of Southern California—Foundation for Cross Connection Control and Hydraulic Research. The
approval listing shall include the limitations of use based on the degree of hazard. The backflow
prevention assembly shall also be listed by the International Association of Plumbing and Mechanical
Officials (IAPMO) or by the American Society of Sanitary Engineering (ASSE) as having met the
requirements of one of the standards listed below.

Standard Product Covered

ANSI*/ASSE* 1013-1999 Reduced Pressure Principle Backflow Preventers

ANSI*/ASSE* 1015-1999 Double Check Backflow Prevention Assembly

ANSI?/ASSE* 1047-1999 Reduced Pressure Detector Backflow Preventer

ANSI?/ASSE* 1048-1999 Double Check Detector Assembly Backflow
Preventer

ANSIF/AWWAT C510-97 Double Check Valve Backflow Prevention
Assembly

ANSI/AWWAT C511-97 Reduced-Pressure Principle Backflow Prevention
Assembly




Ch 25, p.4 Public Health[641] IAC 7/2/08

“American National Standards Institute, 1819 L Street NW, Washington, DC 20036
* American Society of Sanitary Engineering, 28901 Clemens Road, Suite 100, Westlake, OH 44145
fAmerican Water Works Association, 6666 West Quincy Avenue, Denver, CO 80235

c.  Approved backflow prevention assembly for containment in a fire protection system. Approved
backflow prevention assembly for containment in a fire protection system means a backflow prevention
assembly to be used in a fire protection system which meets the requirements of Factory Mutual Research
Corporation (FM) and Underwriters Laboratory (UL) in addition to the requirements of 25.5(1) “b.”

d.  Containment. Containment is a method of backflow prevention which requires a backflow
prevention assembly on certain water services. Containment requires that the backflow prevention
assembly be installed on the water service as close to the public water supply main as is practical.

e.  Customer. Customer means the owner, operator or occupant of a building or property which
has a water service from a public water system, or the owner or operator of a private water system which
has a water service from a public water system.

f- Degree of hazard. Degree of hazard means the rating of a cross connection or a water service
which indicates if it has the potential to cause contamination (high hazard) or pollution (low hazard).

g Water service. Depending on the context, water service is the physical connection between a
public water system and a customer’s building, property or private water system, or the act of providing
potable water from a public water system to a customer.

25.5(2) Proposed water service.

a. No person shall install, or cause to have installed, a water service to a building, property or
private water system before the administrative authority has evaluated the proposed water service for
degree of hazard.

b.  The administrative authority shall require the submission of plans, specifications and other
information deemed necessary for a building, property or private water system to which a water service
is proposed. The administrative authority shall review the information submitted to determine if cross
connections will exist and the degree of hazard.

c¢.  The owner of a building, property or private water system shall install, or cause to have installed,
an approved backflow prevention assembly for containment as directed by the administrative authority
before water service is initiated.

d.  Reconstruction of an existing water service shall be treated as a proposed water service for the
purposes of rule 641—25.5(135).

25.5(3) Existing water services.

a. The administrative authority shall publish the standards which it uses to determine the degree
of hazard for a water service. These shall be consistent with standards published by the lowa department
of public health.

b.  Each customer shall survey the activities and processes which receive water from the water
service and shall report to the administrative authority if cross connections exist and the degree of hazard.

¢.  The administrative authority may inspect the plumbing of any building, property and private
water system which has a water service to determine if cross connections exist and the degree of hazard.

d. If, based on information provided through 25.5(3)“h” and “c,” the administrative authority
determines that a water service may contaminate the public water supply, the administrative authority
shall require that the customer install the appropriate backflow prevention assembly for containment.

e. If a customer refuses to install a backflow prevention assembly for containment when it is
required by the administrative authority, the administrative authority may order that water service to the
customer be discontinued until an appropriate backflow prevention assembly is installed.

25.5(4) Backflow prevention assemblies for containment.

a. Backflow prevention assemblies for containment shall be installed immediately following the
water meter or as close to that location as deemed practical by the administrative authority.

b. A water service determined to present a high hazard shall be protected by an air gap or an
approved reduced-pressure principle backflow prevention assembly.

c. A water service determined to present a low hazard shall be protected by an approved double
check valve assembly or as in 25.5(4) “b.”
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d. A water service to a fire protection system shall be protected from backflow in accordance with
the recommendations of American Water Works Association Manual M14. Where backflow prevention
is required for a fire protection system, an approved backflow prevention assembly for containment in a
fire protection system shall be used.

25.5(5) Backflow incidents.

a.  The customer shall immediately notify the agency providing water service when the customer
becomes aware that backflow has occurred in the building, property or private water system receiving
water service.

b.  The administrative authority may order that a water service be temporarily shut off when a
backflow occurs in a customer’s building, property or private water system.

These rules are intended to implement lowa Code chapter 135.

[Filed 12/3/81, Notice 9/2/81—published 12/23/81, effective 1/27/82]
[Filed 2/24/84, Notice 10/26/83—published 3/14/84, effective 4/18/84]
[Filed emergency 7/11/86 after Notice 4/23/86—published 7/30/86, effective 7/11/86]
[Filed emergency 7/10/87—published 7/29/87, effective 7/10/87]
[Filed 1/17/89, Notice 11/16/88—published 2/8/89, effective 3/15/89]
[Filed 7/17/92, Notice 1/22/92—published 8/5/92, effective 9/9/92]
[Filed 5/13/96, Notice 3/13/96—published 6/5/96, effective 7/10/96]
[Filed 9/14/01, Notice 8/8/01—published 10/3/01, effective 11/19/01]
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CHAPTER 26
BACKFLOW PREVENTION ASSEMBLY TESTER REGISTRATION

641—26.1(135K) Applicability. This chapter applies to all persons who test or repair backflow
prevention assemblies in Towa.

641—26.2(135K) Definitions.

“ABPA” means the American Backflow Prevention Association, P.O. Box 3051, Bryan, Texas
77805-3051.

“Administrative authority” means an individual, board, department, or agency employed by a city,
county or other political subdivision of the state and authorized by local ordinance to administer and
enforce the provisions of the plumbing code.

“Approved continuing education course” means a department-approved course that is designed to
supplement or refresh the knowledge of a registered tester and to meet the requirements of subparagraph
26.5(2)“a”(2).

“Approved training course” means a department-approved course that is designed to train
individuals to test and repair backflow prevention assemblies.

“ASSE” means the American Society of Sanitary Engineering, 28901 Clemens Road, Suite 100,
Westlake, Ohio 44145.

“AWWA” means the American Water Works Association, 6666 West Quincy Avenue, Denver,
Colorado 80235.

“Backflow prevention assembly” for the purposes of this chapter means a device or means to prevent
backflow into a potable water system for which a method of testing the device in-line has been published
by the Foundation of Cross-Connection Control and Hydraulic Research at the University of Southern
California.

NOTE: As of May 7, 2003, the following assemblies are included under this definition. This is not
intended to be an exclusive list. If new devices and test methods are introduced that meet the definition,
they are included under the rules.

Backflow Prevention Assembly Product Standards
Double Check Valve Assembly ASSE 1015-99, AWWA C510-97
Double Check Detector Assembly ASSE 1048-99
Pressure Vacuum Breaker ASSE 1020-98
Reduced Pressure Principle Backflow Preventer ASSE 1013-99, AWWA 511-97
Reduced Pressure Detector Assembly ASSE 1047-99
Spill Resistant Pressure Vacuum Breaker ASSE 1056-2001

“Certified” as used in these rules means certified as a backflow prevention assembly tester under the
requirements of ABPA or another third-party certification agency.

“Department” means the lowa department of public health.

“Proctor” means an individual designated by a third-party certification agency to conduct
certification examinations of backflow prevention assembly testers.

“Registered backflow prevention assembly tester” or “registered tester” means a person who has
successfully completed an approved training course, or who is certified, and who has registered with the
department in accordance with 641—26.5(135K).

“Third-party certification agency” means the ABPA or another agency approved by the department
to certify the knowledge and skills of backflow prevention assembly testers.

641—26.3(135K) Registration required. No person shall test or repair a backflow prevention assembly
unless the person is a registered backflow prevention assembly tester.
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641—26.4(135K) Backflow prevention assembly tester training.

26.4(1) Tester training.

a. A person or organization that plans to conduct or sponsor a backflow prevention assembly tester
training course in lowa shall apply to the department for approval of the course at least 15 days before
the first time the course is held. If a training course has been approved prior to May 7, 2003, the sponsor
is not required to reapply for approval. The application shall include:

(1) Sponsoring organization name, contact person, address, and telephone number.

(2) Course dates and times, if a course has been scheduled.

(3) Course location, including street address, if a course has been scheduled.

(4) Course outline, including the approximate time allotted to each training segment.

(5) A list of reference materials, texts and audio-visual materials used in the course.

(6) A copy of the written examination for the course and a written description of the elements and
standards of proficiency for the practical examination.

(7) The name(s) and qualifications of the instructor(s).

(8) A list of the backflow prevention assemblies available for classwork and the number of test
stations available for the students.

(9) The maximum class size.

(10) A $100 nonrefundable fee.

b.  The department shall review the application and respond to the applicant within 10 business
days after the department receives the application.

¢.  The course sponsor shall notify the department at least 15 days before an approved training
course is started. The notification shall include:

(1) Sponsoring organization name, contact person, address, and telephone number.

(2) Course dates and times.

(3) Course location, including street address.

(4) A $25 nonrefundable fee.

d. A training course shall be at least 32 instructional hours and shall cover at least the following
subjects:

(1) Backflow definitions, causes and examples.

(2) Description of backflow prevention assemblies, their proper application and installation, and
their operational characteristics.

(3) Description and operational characteristics of test equipment.

(4) Techniques for testing backflow prevention assemblies.

(5) Troubleshooting of backflow prevention assemblies.

(6) Record keeping and the responsibilities of regulatory agencies and the registered tester.

The course shall conclude with a written examination of at least 100 questions and a practical
examination of testing techniques on all types of testable backflow prevention assemblies. The time
for testing shall be in addition to the required instructional hours. To have successfully completed the
course, the student must achieve a passing mark of at least 70 percent on the written examination and
demonstrate proficiency in testing and troubleshooting procedures.

ABPA or other approved third-party certification agency testing may be substituted for the course
test.

e. The lead course instructor shall:

(1) Have successfully completed an approved training course, document the successful completion
of a course that meets the requirements of an approved training course, or be certified.

(2) Have at least three years of experience in cross connection control.

1. Backflow prevention assembly testing instruction laboratory.

(1) The testing laboratory for a training course shall be equipped with examples of each of
the backflow prevention assemblies from at least three different manufacturers. If fewer than three
manufacturers make a type of backflow prevention assembly, at least one example of that type of
backflow prevention assembly shall be provided. At least one double check valve assembly and one
reduced pressure principle assembly larger than two inches shall be provided.
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(2) The testing laboratory shall provide at least one test station per three students.

26.4(2) Continuing education training.

a. A person or organization that plans to conduct or sponsor a continuing education course for
registered testers in lowa shall apply to the department for approval of the course at least 15 days before
the course is scheduled to begin. The application shall include:

(1) Sponsoring organization name, contact person, address, and telephone number.

(2) Course date and time.

(3) Course location, including street address.

(4) Course outline, including the approximate time allotted to each training segment.

(5) A list of reference materials, texts and audio-visual materials used in the course.

(6) A list of backflow prevention assemblies that will be used for the course (if applicable).

(7) The name(s) and qualifications of the instructor(s).

(8) A $25 nonrefundable fee.

b.  The department shall review the application and respond to the applicant within ten business
days after the department receives the application.

¢. A continuing education course shall be on cross connection control theory and practice;
backflow prevention devices and methods; backflow prevention assembly installation, testing,
troubleshooting and repair; codes and rules affecting cross connection control; safety issues related
to installation and testing of backflow prevention assemblies; or related subjects approved by the
department.

26.4(3) Third-party certification agencies.

a. An agency that wishes to be a third-party certification agency in Iowa shall submit to the
department a request for approval in writing on agency letterhead, signed by an authorized representative
of the agency. The request shall include at least the following information:

(1) A copy of the written examination and whether it is open- or closed-book.

(2) A copy of the testing procedures that are the basis for the practical examination.

(3) A description of the procedures for the practical examination and the criteria for evaluating the
performance on the practical examination.

(4) Proctor qualifications and training.

(5) Procedures and criteria for renewing the certification. The renewal of certification shall be done
at least every five years and shall include knowledge and skills testing.

(6) A history of the development and implementation of the program, as applicable.

(7) A list of other jurisdictions where the certification is allowed and regulatory contacts in those
jurisdictions.

(8) A nonrefundable fee of $100.

b. A third-party certification agency shall not certify an individual who was trained by the agency.
An individual proctor shall not certify individuals who have taken a course at which the proctor was an
instructor.

641—26.5(135K) Registration.

26.5(1) Initial registration.

a. A person who has successfully completed an approved training course may register with the
department within the 12 months after the date of course completion. A person who is certified may
register with the department. The applicant must submit:

(1) A completed application form (form provided by the department).

(2) Documentation of successful completion of an approved training course or documentation that
the person is certified.

(3) A nonrefundable fee in accordance with Table 1.

The registration shall expire as shown in Table 1.
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Table 1
Registration Fees
Registration Month Eve.:n Ye.ar — Od.d YeAar —

Fee Registration Expiration Fee Registration Expiration
January - February $55 October 31 + one year $25 October 31
March - April $50 October 31 + one year $20 October 31
May - June $45 October 31 + one year $15 October 31
July - August $40 October 31 + one year $70 October 31 + two years
September - October $35 October 31 + one year $65 October 31 + two years
November - December $30 October 31 $60 October 31 + one year

b. A person who has completed a course of training in another state may be registered in lowa.
The person shall submit:

(1) A completed lowa application form (form provided by the department).

(2) Documentation that:

1. The person has successfully completed a training course that meets the hour and subject
requirements for an approved training course (if the person completed the training course more than 12
months before the date of the application, the person shall document that the person has attended an
average of at least 2.5 hours of continuing education training per year since completing the course), or

2. The person is certified, or

3. The person is registered as a backflow prevention assembly tester in a jurisdiction that has
similar or greater requirements for training and continuing education than does the state of lowa.

(3) A nonrefundable fee in accordance with Table 1.

The registration shall expire as shown in Table 1.

26.5(2) Renewal registration.

a. Starting in 2005, except as provided in 26.5(1), each registered tester shall renew the registration
between August 1 and October 1 of each odd-numbered year. The registered tester shall submit:

(1) A completed registration renewal application form (form provided by the department).

(2) Documentation that the registered tester has completed at least five hours of training in
approved continuing education courses after October 31 of the previous odd-numbered year (after June
30, 2003, for 2005) or documentation that the registered tester is certified. Registered testers with
an initial registration date of January 1 or later in an odd-numbered year are not required to obtain
continuing education prior to renewal in that year.

(3) A nonrefundable fee of $60.

(4) Registration renewal applications received after October 1 shall include a $10 penalty per month
or fraction thereof that the application is received after October 1 to a maximum of a $50 penalty.

b.  Before a renewal may be issued for a registration that has lapsed for more than 24 months, the
person applying for renewal of the registration shall document that one of the following conditions is
true:

(1) The person has successfully completed an approved training course within the 12 months before
applying for registration renewal, or

(2) The person is certified, or

(3) The person is registered as a backflow prevention assembly tester in a jurisdiction that has
similar or greater requirements for training and continuing education than does the state of lowa.

641—26.6(135K) Standards of conduct.

26.6(1) A registered tester shall comply with these rules and with the ordinances, rules and policies
of the administrative authority in each jurisdiction in which the registered tester tests or repairs a backflow
prevention assembly.
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26.6(2) A registered tester shall maintain a record for each backflow prevention assembly tested for
at least five years after the date on which the assembly was tested. Where required by ordinance, the
registered tester shall submit to the administrative authority a completed test report on a form approved by
the administrative authority. The record may be reviewed during normal business hours by an authorized
representative of the department or by an authorized representative of the administrative authority of the
jurisdiction in which the assembly is located. The assembly record shall include at least:

The name, address and telephone number of the assembly owner.
The location of the facility in which the assembly is located.

The location of the assembly within the facility.

The type, brand, model, size, and serial number of the assembly.
The date and time of the test.

Results of the test.

Any assembly repairs or maintenance.

RN I OSSN

641—26.7(135K) Penalty. A person who violates a provision of this chapter shall be guilty of a simple
misdemeanor pursuant to the authority of lowa Code section 135K.5.

641—26.8(135K) Denial, suspension or revocation. This rule pertains to denial, suspension or
revocation of registration; denial or revocation of training course approval; and denial or revocation of
approval as a third-party certification agency.

26.8(1) The department may deny an application for registration or renewal, or may suspend or
revoke a registration, when it finds that the registrant has committed any of the following acts:

a. Negligence or incompetence in the testing of a backflow prevention assembly.

b.  Fraud in obtaining registration or renewal.

c.  Falsification of the assembly records required by subrule 26.6(2).

d.  Failure to comply with these rules and with the ordinances of an administrative authority in
whose jurisdiction the registered tester tests a backflow prevention assembly.

26.8(2) The department may deny or revoke the approval for a training course when it finds:

a. The lead instructor is not qualified in accordance with paragraph 26.4(1) “e.”

b.  The training course did not comply with paragraph 26.4(1) “d.”

c¢.  The course testing laboratory did not comply with paragraph 26.4(1) “f.”

26.8(3) The department may deny or revoke the approval for a third-party certification agency when
it finds:

a. The application for approval contains material misinformation regarding the conduct and
standards of the certification program or its acceptance in other jurisdictions.

b.  Failure to adhere to the standards and procedures stated in the application for approval in the
process of certifying or renewing the certification of testers.

¢.  Violations of paragraph 26.4(3)“b.”

26.8(4) Complaints. Complaints regarding a registered tester, an approved training course or a
third-party certification agency shall be made in writing and sent to the department at lowa Department
of Public Health, Division of Health Protection and Environmental Health, 321 East 12th Street, Des
Moines, lowa 50319-0075. The complainant shall provide:

a. The name of the registered tester, the person or organization sponsoring an approved course, or
the third-party certification agency, as applicable; and

b.  The specific details of the action(s) by the registered tester that did not comply with the rules;
or

c.  The specific way(s) that an approved course did not comply with the rules, including the date(s)
and location(s) of the alleged violation(s); or

d.  The specific way(s) that a third-party certification agency or its representative failed to comply
with the rules, including date(s) and location(s) of the alleged failure to comply.

26.8(5) Appeals.
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a. Notice of denial, suspension or revocation of registration; denial or revocation of course
approval; or denial or revocation of third-party certification agency approval shall be sent to the affected
individual or organization by restricted certified mail, return receipt requested, or by personal service.
The affected individual or organization shall have a right to appeal the denial, suspension or revocation.

b.  An appeal of a denial, suspension or revocation shall be submitted by certified mail, return
receipt requested, within 30 days of receipt of the department’s notice. The appeal shall be sent to lowa
Department of Public Health, Division of Health Protection and Environmental Health, Lucas State
Office Building, 321 East 12th Street, Des Moines, lowa 50319-0075. If such a request is made within
the 30-day time period, the notice of denial, suspension or revocation shall be deemed to be suspended.
Prior to or at the hearing, the department may rescind the notice upon satisfaction that the reason for the
denial, suspension or revocation has been or will be removed. After the hearing, or upon default of the
applicant or alleged violator, the administrative law judge shall affirm, modify or set aside the denial,
suspension or revocation. If no appeal is submitted within 30 days, the denial, suspension or revocation
shall become the department’s final agency action.

c¢.  Uponreceipt of an appeal that meets contested case status, the appeal shall be transmitted to the
department of inspections and appeals within five working days of receipt pursuant to the rules adopted
by that agency regarding the transmission of contested cases. The information upon which the denial,
suspension or revocation is based shall be provided to the department of inspections and appeals.

d.  The hearing shall be conducted in accordance with 481—Chapter 10.

e.  When the administrative law judge makes a proposed decision and order, it shall be served by
restricted certified mail, return receipt requested, or delivered by personal service. The proposed decision
and order then becomes the department’s final agency action without further proceedings ten days after
it is received by the aggrieved party unless an appeal to the director is taken as provided in paragraph
26.8(5)1.”

/- Any appeal to the director of the department for review of the proposed decision and order of
the administrative law judge shall be filed in writing and mailed to the director by certified mail, return
receipt requested, or delivered by personal service within ten days after the receipt of the administrative
law judge’s proposed decision and order by the aggrieved party. A copy of the appeal shall also be mailed
to the administrative law judge. Any request for appeal shall state the reason for appeal.

g Upon receipt of an appeal request, the administrative law judge shall prepare the record of the
hearing for submission to the director. The record shall include the following:

(1) All pleadings, motions and rules.

(2) All evidence received or considered and all other submissions by recording or transcript.

(3) A statement of all matters officially noticed.

(4) All questions and offers of proof, objections, and rulings thereon.

(5) All proposed findings and exceptions.

(6) The proposed findings and order of the administrative law judge.

The decision and order of the director becomes the department’s final agency action upon receipt
by the aggrieved party and shall be delivered by restricted certified mail, return receipt requested.

i.  Itisnotnecessary to file an application for a rehearing to exhaust administrative remedies when
appealing to the director or the district court as provided in lowa Code section 17A.19. The aggrieved
party to the final agency action of the department who has exhausted all administrative remedies may
petition for judicial review of that action pursuant to lowa Code chapter 17A.

j. Any petition for judicial review of a decision and order shall be filed in the district court within
30 days after the decision and order becomes final. A copy of the notice of appeal shall be sent by
certified mail, return receipt requested, or by personal service to the department at lowa Department
of Public Health, Division of Health Protection and Environmental Health, 321 East 12th Street, Des
Moines, Iowa 50319-0075.

k. The party who appeals a final agency action to the district court shall pay the cost of the
preparation of a transcript of the contested case hearing for the district court.

These rules are intended to implement lowa Code chapter 135K.

[Filed 1/15/93, Notice 11/11/92—published 2/3/93, effective 3/10/93]
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[Filed 3/14/03, Notice 2/5/03—published 4/2/03, effective 5/7/03]



Ch 26, p.8 Public Health[641] IAC 7/2/08



IAC 11/5/08 Public Health[641] Ch 27, p.1

CHAPTER 27
PLUMBING AND MECHANICAL SYSTEMS EXAMINING BOARD—ADMINISTRATIVE AND
REGULATORY AUTHORITY

641—27.1(17A,105) Definitions. For purposes of this chapter, the following definitions apply:

“Board” means the plumbing and mechanical systems examining board.

“Board office” means the office of the administrative staff.

“Department” means the department of public health.

“Disciplinary proceeding ” means any proceeding under the authority of the board pursuant to which
licensee discipline may be imposed.

“License” means a license to work in the plumbing trade, HVAC trade, refrigeration trade, or
hydronic trade.

“Licensee” means a person licensed to work in the plumbing trade, HVAC trade, refrigeration trade,
or hydronic trade.

“Overpayment”’ means payment in excess of the required fee. Overpayment of less than $10 received
by the board shall not be refunded.

641—27.2(17A,105) Purpose of board. The purpose of the board is to administer and enforce the
provisions of Iowa Code chapters 17A and 105 with regard to the licensing and regulation of plumbers
and mechanical professionals. The mission of the board is to protect the public health, safety and
welfare by licensing qualified individuals who provide services to consumers and by fair and consistent
enforcement of the statutes and regulations of the licensure board. Responsibilities include, but are not
limited to:

27.2(1) Licensing of qualified applicants to work in the plumbing trade, HVAC trade, refrigeration
trade, or hydronic trade by examination, renewal, endorsement, and reciprocity.

27.2(2) Developing and administering a program of continuing education to ensure the continued
competency of individuals licensed by the board.

27.2(3) Imposing discipline on licensees as provided by statute or rule.

641—27.3(17A,105) Organization of board and proceedings.

27.3(1) The board shall be composed of 11 members appointed by the governor and confirmed by
the senate.

27.3(2) The members of the board shall include:

The director of public health or the director’s designee;

The commissioner of public safety or the commissioner’s designee;

One plumbing inspector;

One mechanical inspector;

One contractor who works primarily in rural areas;

One individual licensed as a journeyperson plumber pursuant to the provisions of lowa Code
chapter 105 or, for the initial membership of the board, an individual eligible for such licensure;

g One individual working as a plumbing contractor and licensed as a master plumber pursuant
to the provisions of Iowa Code chapter 105 or, for the initial membership of the board, an individual
eligible for such licensure;

h.  Two individuals licensed as journeyperson mechanical professionals pursuant to the provisions
of Iowa Code chapter 105 or, for the initial membership of the board, two individuals eligible for such
licensure; and

i.  Two individuals licensed as master mechanical professionals pursuant to the provisions of lowa
Code chapter 105 or, for the initial membership of the board, two individuals eligible for such licensure.
One of these individuals shall be a mechanical systems contractor.

27.3(3) The board shall elect a chairperson, vice chairperson, and secretary from its membership at
the first meeting after April 30 of each year.

27.3(4) The board shall hold at least four meetings annually.

SR RN =R
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27.3(5) A majority of the members of the board shall constitute a quorum.

27.3(6) Board meetings shall be governed in accordance with lowa Code chapter 21, and the board’s
proceedings shall be conducted in accordance with Robert’s Rules of Order, Revised.

27.3(7) The department shall furnish the board with the necessary facilities and employees to
perform the duties required by this chapter but shall be reimbursed for all costs incurred from funds
appropriated to the board and subsequent fees from licensing activities.

27.3(8) The board has the authority to:

a. Develop and implement a program of continuing education to ensure the continued competency
of individuals licensed by the board.

b.  Establish fees.

c.  Establish committees of the board, the members of which shall be appointed by the board
chairperson and shall not constitute a quorum of the board. The board chairperson shall appoint
committee chairpersons.

d.  Hold a closed session if the board votes to do so in a public roll-call vote with an affirmative
vote of at least two-thirds if the total board is present or a unanimous vote if fewer are present. The
board will recognize the appropriate statute allowing for a closed session when voting to go into closed
session. The board shall keep minutes of all discussion, persons present, and action occurring at a closed
session and shall tape-record the proceedings. The records shall be stored securely in the board office
and shall not be made available for public inspection.

e. Investigate alleged violations of statutes or rules that relate to work in the plumbing trade,
HVAC trade, refrigeration trade, or hydronic trade upon receipt of a complaint or upon the board’s own
initiation. The investigation will be based on information or evidence received by the board.

£ Initiate and impose licensee discipline.

g Monitor licensees that are restricted by a board order.

h.  Perform any other functions authorized by a provision of law.

641—27.4(17A,105) Official communications.

27.4(1) All official communications, including submissions and requests, may be addressed to the
Plumbing and Mechanical Systems Examining Board, Lucas State Office Building, 321 E. 12th Street,
Des Moines, Iowa 50319-0075.

27.4(2) Notice of change of address. Each licensee and licensed entity shall notify the board of a
change of the current mailing address within 30 days after the occurrence.

27.4(3) Notice of change of name. Each licensee shall notify the board in writing of a change of
name within 30 days after the occurrence.

641—27.5(17A,105) Office hours. The board office is open for public business from 8 a.m. to 4:30 p.m.,
Monday to Friday of each week, except holidays.

641—27.6(21) Public meetings. Members of the public may be present during board meetings unless
the board votes to hold a closed session. Dates and location of board meetings may be obtained through
the Iowa department of public health’s Web site (http://www.idph.state.ia.us) or directly from the board
office.

27.6(1) At every regularly scheduled board meeting, time will be designated for public comment.
During the public comment period, any person may speak for up to two minutes. Requests to speak for
two minutes per person later in the meeting when a particular topic comes before the board should be
made at the time of the public comment period and may be granted at the discretion of the chairperson.
No more than ten minutes will be allotted for public comment at any one time unless the chairperson
stipulates otherwise.

27.6(2) Persons who have not asked to address the board during the public comment period may
raise their hands to be recognized by the chairperson. Acknowledgment and an opportunity to speak
will be at the discretion of the chairperson.
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27.6(3) The person presiding at a meeting of the board may exclude a person from an open meeting
for behavior that obstructs the meeting.

27.6(4) Cameras and recording devices may be used at open meetings, provided the cameras or
recording devices do not obstruct the meeting. If the user of a camera or recording device obstructs the
meeting by the use of such device, the person presiding at the meeting may request the user to discontinue
use of the camera or device.

These rules are intended to implement Iowa Code chapters 17A and 105.

[Filed 10/17/08, Notice 9/10/08—published 11/5/08, effective 12/10/08]
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CHAPTER 28
PLUMBING AND MECHANICAL SYSTEMS LICENSURE FEES

641—28.1(105) Fees. All fees are nonrefundable.

28.1(1) License fee for:

a. An apprentice license as defined in 641—subrule 29.2(1) is $50.

b. A journey license as defined in 641—subrule 29.2(2) is $100.

¢. A master license as defined in 641—subrule 29.2(3) is $250.

d. A combined license is the sum total of each of the separate license fees.

e. A medical gas pipe certificate as defined in 641—29.3(105) is $50.

f. An inactive license as defined in 641—subrule 29.2(4) is $50.

28.1(2) Reciprocal license fee for:

a. An apprentice license as defined in 641—subrule 29.2(1) is $50.

b. A journey license as defined in 641—subrule 29.2(2) is $100.

¢. A master license as defined in 641—subrule 29.2(3) is $250.

d. A combined license is the sum total of each of the separate license fees. [See Objection at end of
chapter]

e. A medical gas pipe certificate as defined in 641—29.3(105) is $50.

28.1(3) Renewal license fee for:

a.  An apprentice license as defined in 641—subrule 29.2(1) is $50.

b. A journey license as defined in 641—subrule 29.2(2) is $100.

c. A master license as defined in 641—subrule 29.2(3) is $250.

d. A combined license is the sum total of each of the separate license fees. [See Objection at end of
chapter]

e. A medical gas pipe certificate as defined in 641—29.3(105) is $50.

/. An inactive license as defined in 64 1—subrule 29.2(4) is $50.

28.1(4) The examination application fee is $35.

28.1(5) A late fee for failure to renew before expiration is determined as follows:

a. A licensee who allows a license to lapse for one month or less may reinstate and renew the
license without examination upon payment of a $60 late fee and appropriate renewal of license fee.

b. A licensee who allows a license to lapse for more than one month but less than two months
may reinstate and renew the license without examination upon payment of a late fee equivalent to the
appropriate license fee and appropriate renewal of license fee.

c¢.  Alicensee who allows a license to lapse for more than two months is required to retake and pass
the applicable licensing examination and pay the appropriate renewal of license fee in order to obtain
reinstatement. A licensee whose license has lapsed continues to hold the privilege of licensure in lowa,
but may not work as a plumbing or mechanical professional in Iowa until the license is renewed. A
licensee who works as a plumbing or mechanical professional in the state of lowa with a lapsed license
may be subject to disciplinary action by the board, injunctive action pursuant to lowa Code section
147.83, criminal sanctions pursuant to lowa Code section 147.86, and other available legal remedies.

28.1(6) The duplicate or reissued license certificate or wallet card fee is $20.

28.1(7) The fee for written verification of licensee status is $20.

28.1(8) The returned check fee is $25.

28.1(9) The disciplinary hearing fee is a maximum of $75.

28.1(10) The paper application fee is $25 plus the appropriate license fee. [See Objection at end of chapter]
[Editorial change: IAC Supplement 2/25/09]

641—28.2(105) Biennial review of fee schedule. Commencing July 2010 and every biennium
thereafter, the plumbing and mechanical systems examining board shall review its revenue, including
amounts generated from licensure fees set forth in this chapter, and its expenses for purposes of
revisiting and reevaluating the fee structures.

These rules are intended to implement Iowa Code chapters 105 and 272C.
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[Filed emergency 12/23/08 after Notice 11/5/08—published 1/14/09, effective 1/1/09]
[Editorial change: IAC Supplement 2/25/09]
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OBJECTION

At its February 6, 2009 meeting the Administrative Rules Review Committee voted two separate
objections to certain provisions of ARC 7516B relating to plumbing and mechanical systems licensure.
This filing appears in IAB Vol. XXXI, No. 15 (01-14-09). The committee takes this action pursuant to
the authority of §17A.4(5).

The committee objects to paragraphs 28.1(2)"d" and (3)"d" relating to the total fee for combined
licenses. Committee members believe that it is unreasonable, and imposes an unnecessary hardship, to
charge the face value of each license for individuals who need combined licenses.

The committee also objects to paragraph 28.1(10) which imposes a twenty-five dollar surcharge
for applicants who file paper applications instead of electronic. Committee members believe that it is
unreasonable to impose a penalty on individuals who may not have access to, or have the expertise to
use internet-based application and payment procedures.

Objection filed February 10, 2009
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CHAPTER 29
PLUMBING AND MECHANICAL SYSTEMS PROFESSIONALS—
APPLICATION, LICENSURE, AND EXAMINATION

641—29.1(105) Definitions. For purposes of these rules, the following definitions shall apply:

“Applicable” means having relevance; appropriate.

“Apprentice” means any person, other than a helper, journeyperson, or master, who, as a principal
occupation, is engaged in working as an employee of a plumbing, HVAC, refrigeration, or hydronic
systems contractor under the supervision of either a master or a journeyperson and is progressing toward
completion of an apprenticeship training program registered by the Office of Apprenticeship of the
United States Department of Labor while learning and assisting in the design, installation, and repair
of plumbing, HVAC, refrigeration, or hydronic systems, as applicable.

“Board” means the plumbing and mechanical systems examining board.

“Corresponding” means the same discipline.

“Department” means the lowa department of public health.

“HVAC” means heating, ventilation and air conditioning in ducted systems. “HVAC” includes all
natural, propane, liquid propane, or other gas lines associated with any component of an HVAC system.

“Hydronic” means a heating or cooling system that transfers heating or cooling by circulating fluid
through a closed system, including boilers, pressure vessels, refrigerated equipment in connection with
chilled water systems, all steam piping, hot or chilled water piping together with all control devices and
accessories, installed as part of, or in connection with, any comfort heating or comfort cooling system
or appliance using a liquid water or steam as the heating or cooling media. “Hydronic” includes all
low-pressure and high-pressure systems.

“Inactive license” means a license that is available for a plumbing, HVAC, refrigeration, or
hydronic professional who is not actively engaged in running a business or working in the business in
the corresponding discipline, in cases such as a retirement, military deployment, or medical leave.

“Journeyperson” means any person, other than a master, who, as a principal occupation, is engaged
as an employee of, or otherwise working under the direction of, a master in the design, installation, and
repair of plumbing, HVAC, refrigeration, or hydronic systems, as applicable.

“Licensee” means a person licensed by the board as an apprentice, journeyperson, or master who
provides services in the plumbing, HVAC, refrigeration, or hydronics disciplines.

“Master” means any person who works in the planning or superintending of the design, installation,
or repair of plumbing, HVAC, refrigeration, or hydronic systems and is otherwise lawfully qualified to
conduct the business of plumbing, HVAC, refrigeration, or hydronic systems, and who is familiar with
the laws and rules governing the same.

“Mechanical systems” means HVAC, refrigeration, and hydronic systems.

“Medical gas system installer” means any person who installs or repairs medical gas piping,
components, and vacuum systems, including brazers, who has been issued a valid certification from
the National Inspection Testing Certification (NITC) Corporation, or an equivalent authority approved
by the board.

“Plumbing” means all potable water building supply and distribution pipes, all plumbing fixtures
and traps, all drainage and vent pipes, and all building drains and building sewers, storm sewers, and
storm drains, including their respective joints and connections, devices, receptors, and appurtenances
within the property lines of the premises, and including the connection to sanitary sewer, storm sewer,
and domestic water mains. “Plumbing” includes potable water piping, potable water treating or using
equipment, medical gas piping systems, fuel gas piping, water heaters and vents, including all natural,
propane, liquid propane, or other gas lines associated with any component of a plumbing system.

“Refrigeration” means any system of refrigeration regardless of the level of power, if such
refrigeration is intended to be used for the purpose of food and product preservation and is not intended
to be used for comfort systems.

“Routine maintenance,” as the term applies in lowa Code section 105.11(9), is the regular upkeep of
plumbing, HVAC, refrigeration, and hydronic systems and equipment, including recurring, preventive
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and ongoing maintenance necessary to delay or prevent failure, for which no changes in original design or
construction are made. Examples of routine maintenance include replacing wax seals, gaskets, washers,
air filters, or belts; oiling a blower motor; cleaning a condensing coil; and repairing damaged ductwork.
“Routine maintenance” shall not be interpreted to allow the repair or replacement of furnaces, condensing
units, blower motors, boilers, chillers, ductwork systems, water heaters, water pipe systems, waste and
vent systems or similar work.

641—29.2(105) Requirements for licensure. For each discipline (plumbing, HVAC, refrigeration and
hydronics), the following licenses will be available:

29.2(1) An applicant for an apprentice license shall:

a.  File an application in accordance with 641—29.5(105).

b.  Certify that the applicant will work under the supervision of a licensed journeyperson or master
in the applicable discipline by providing the department with the United States Department of Labor
Office of Apprenticeship indenture number.

c¢. Be enrolled in an applicable apprentice program which is registered with the United States
Department of Labor Office of Apprenticeship and provide the department with the United States
Department of Labor sponsorship agreement.

29.2(2) An applicant for a journeyperson license shall:

a.  File an application and pay application fees as established by the board, which application shall
establish that the applicant meets the minimum educational and experience requirements adopted by the
board.

b.  Pass the state journeyperson licensing examination in the applicable discipline.

c¢.  Provide the board with evidence of having completed at least four years of practical experience
as an apprentice. Commencing January 1, 2010, the four years of practical experience required by this
paragraph must be an apprenticeship training program registered by the United States Department of
Labor Office of Apprenticeship. Documentation must be submitted on a form provided by the board.

29.2(3) An applicant for a master license shall:

a. File an application and pay application fees as established by the board, which application shall
establish that the applicant meets the minimum educational and experience requirements adopted by the
board.

b.  Pass the state master licensing examination for the applicable discipline.

c. Provide evidence to the examining board that the applicant has previously been a licensed
journeyperson for a minimum of two years in the applicable discipline or satisfies all requirements for
licensure as a journeyperson in the applicable discipline.

29.2(4) Inactive license. An applicant for an inactive license shall provide verifiable documentation
that the applicant is not actively engaged in running a business or working in the business of plumbing,
HVAC, refrigeration, or hydronic discipline, in cases such as a retirement, military deployment, or
medical leave.

641—29.3(105) Medical gas piping certification. For the plumbing discipline, the following
certification is required for a person who performs work as a medical gas system installer. An applicant
for a medical gas certificate shall:

29.3(1) File an application and pay applicable fees.

29.3(2) Possess valid certification from the National Inspection Testing Certification (NITC)
Corporation, or an equivalent authority approved by the board. Documentation must be submitted on a
form provided by the board.

641—29.4(105) Minimum qualifications for licensure. The following minimum requirements shall
apply to all licenses issued after July 1, 2008.

29.4(1) An applicant for any type of license must be at least 18 years old.

29.4(2) Effective January 1, 2010, all apprentice applicants must have completed a high school
education or attained GED equivalent.
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29.4(3) An applicant shall have no record of felony conviction relating to the profession as
determined by the board.

29.4(4) An applicant of any unit of state or local government, including but not limited to cities,
counties, or school corporations, is exempt from licensing requirements if the applicant only performs
routine maintenance on a mechanical system or plumbing system, which serves a state-owned facility,
while acting within the scope of the state employee’s employment. Any other type of work on a
mechanical system or plumbing system requires licensing in the applicable discipline.

641—29.5(105) General requirements for application for licensure. The following criteria shall
apply to application for licensure.

29.5(1) On-line or paper application.

a. An applicant shall complete a board-approved application either on-line or on a paper
application according to instructions contained in the application.

b.  Applications should be completed on-line since paper applications will incur
an additional processing fee. However, paper applications are available to download at
http://www.idph.state.ia.us/eh/plumbing.asp or to request from the board office by writing to: Plumbing
and Mechanical Systems Examining Board, lowa Department of Public Health, 312 E. 12th Street, 5th
Floor, Des Moines, lowa 50319-0075, or by calling 1-866-280-1521.

29.5(2) Fees. In order to be processed, each application must be accompanied by the appropriate
fees as determined by the board. All fees are nonrefundable.

a.  On-line application fees shall be paid by credit card only.

b. A paper application shall be accompanied by the appropriate fees payable by check or money
order to the Jowa Plumbing and Mechanical Systems Examining Board.

29.5(3) If the applicant is notified that the application is incomplete, the applicant must contact
the board office within 90 days. The board may be contacted at: Plumbing and Mechanical Systems
Examining Board, Iowa Department of Public Health, 312 E. 12th Street, 5th Floor, Des Moines, lowa
50319, or by calling 1-866-280-1521.

29.5(4) No application will be considered by the board without the appropriate verifiable
documentation. An applicant must submit the following verifiable documentation:

a. A passing score for a discipline-appropriate examination provided by the testing vendor under
contract with the board, when testing is required for a license.

b.  Verification that the applicant has met the minimum requirements as defined in 641—29.4(105)
and the established employment experience criteria for each type of license.

29.5(5) Complete applications shall be filed with the plumbing and mechanical systems examining
board. Incomplete applications shall be considered invalid and after 90 days shall be destroyed.

641—29.6(105) Examination.

29.6(1) An applicant for licensure as a plumbing or mechanical system professional shall
successfully pass the licensing examination for the discipline.

a. The examination will be administered by the board-approved vendor.

b.  The board shall approve the specific examination to be used for each license type.

c¢.  Through December 31, 2009, a waiver may be granted to a resident of the state of lowa or
a person employed by a plumbing, HVAC, refrigeration or hydronic business registered with the lowa
division of labor contractor registration program as of July 1, 2008, who meets one of the following
conditions:

(1) The applicant has passed a discipline-appropriate examination provided or sponsored by a city,
county or subdivision in lowa and has completed at least eight classroom hours of continuing education
in courses or seminars approved by the board within the two-year period immediately preceding the date
of the applicant’s license application; or

(2) The applicant can provide proof of five years of applicable experience, as determined by the
board, between July 2, 1998, and July 1, 2008, the last two years of which have to be within the last five
years, between July 2, 2003, and July 1, 2008.
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29.6(2) Examination requirements.

a. The examination will be written and proctored by a nationally recognized testing agency
selected by the board through a competitive bid process.

b.  The examination will be offered periodically during the year. The time and location will rotate
between multiple sites in the state of lowa, as determined by the department, with approval of the board.

c¢.  The examination will not be subject to review by applicants. The testing vendor shall, upon
request from an applicant, provide information about the sections that the applicant failed, but shall not
provide an applicant access to actual examination questions or answers. Any fees associated with the
review process will be assessed by and payable to the testing vendor. The applicant is responsible for
paying all associated examination fees.

d. A score of 75 percent or better will be considered passing.

29.6(3) Examination application requirements.

a. An applicant shall complete and submit a board-approved examination application either
on-line or on a paper application a minimum of 15 business days prior to taking an examination. An
applicant shall complete the application form according to instructions contained in the application.

b.  Examination applications should be completed on-line since paper applications will
incur an additional processing fee. However, paper applications are available to download at
http://www.idph.state.ia.us/eh/plumbing.asp or to request from the board office by writing to: Plumbing
and Mechanical Systems Examining Board, lowa Department of Public Health, 312 E. 12th Street, 5th
Floor, Des Moines, lowa 50319-0075, or by calling 1-866-280-1521.

c¢.  Fees. In order to be processed, each application must be accompanied by the appropriate fees
as determined by the board. All fees are nonrefundable.

(1) On-line examination application fees shall be paid by credit card only.

(2) A paper examination application shall be accompanied by the appropriate fees payable by check
or money order to the lowa Plumbing and Mechanical Systems Examining Board.

d. No application will be considered by the board without the appropriate verifiable
documentation.

e.  The applicant will be notified and issued an examination entrance letter upon approval of the
examination application.

£ Iftheapplicant is notified that the application is incomplete, the applicant must contact the board
office within 90 days. The board may be contacted at: Plumbing and Mechanical Systems Examining
Board, lowa Department of Public Health, 312 E. 12th Street, 5th Floor, Des Moines, lowa 50319, or
by calling 1-866-280-1521.

g Incomplete applications shall be considered invalid and after 90 days shall be destroyed.

h.  Examination fees shall be payable directly to the board-approved testing vendor.

(1) All transactions shall be the responsibility of the applicant and testing vendor.

(2) The board shall not be held responsible for refunds from the testing vendor.

i.  An applicant shall present current photo identification in order to sit for the examination.

j- An applicant for licensure by examination who does not pass the examination within one year
from the original application date will be required to submit a new application.

k. A master applicant shall be licensed with the state of lowa as a journeyperson in the discipline
for a minimum of two years prior to application for examination.

[, Ajourneyperson examination applicant may apply to sit for the examination up to 60 days prior
to completion of the 48 months of required apprentice credit which shall include the granting of advanced
standing or credit for previously acquired experience, training, or skills. The application for licensure
will not be processed until all required criteria are complete and the certificate of completion from the
United States Department of Labor Office of Apprenticeship has been issued.

641—29.7(105) License renewal.
29.7(1) The period of licensure to practice as an apprentice, journeyperson, or master in the
plumbing, HVAC, refrigeration, or hydronics disciplines shall be biennial (every two years).
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a. The board shall send a renewal notice by regular mail to each licensee at the address on record
at least 60 days prior to the expiration of the license.

b.  The licensee is responsible for renewing the license prior to its expiration.

c.  Failure of the licensee to receive the notice does not relieve the licensee of the responsibility
for renewing the license.

29.7(2) Specific renewal requirements.

a. A licensee seeking renewal shall:

(1) Meet the continuing education requirements, at least eight classroom hours of instruction during
each two-year licensing term. A licensee whose license was reactivated during the current renewal
compliance period may use continuing education credit earned during the compliance period for the first
renewal following reactivation; and

(2) Submit the completed renewal application and renewal fee before the license expiration date.

b.  Failure to renew a license within a reasonable time after the expiration of the license shall not
invalidate the license, but a reasonable penalty may be assessed as adopted by rule, in addition to the
license renewal fee, to allow reinstatement of the license.

(1) A licensee who allows a license to lapse for one month or less may reinstate and renew the
license without examination upon payment of a late fee and appropriate renewal of license fee as defined
in 641—subrule 28.1(5).

(2) A licensee who allows a license to lapse for more than one month but less than two months
may reinstate and renew the license without examination upon payment of a late fee equivalent to the
appropriate license fee and appropriate renewal of license fee as defined in 641—subrule 28.1(5).

c. A licensee who allows a license to lapse for more than two months is required to retake and
pass the applicable licensing examination and pay appropriate renewal of license fee as defined in
641—subrule 28.1(5) in order to obtain reinstatement and renewal of that person’s license.

(1) A licensee who fails to renew the license by the end of the two-month period has a lapsed
license.

(2) A licensee whose license is lapsed may not practice as a plumbing or mechanical professional
until the license is reinstated and renewed.

(3) A licensee who practices as a plumbing or mechanical professional in the state of lowa with a
lapsed license may be subject to disciplinary action by the board, injunctive action pursuant to lowa Code
chapter 105, criminal sanctions pursuant to lowa Code chapter 105, and other available legal remedies.

641—29.8(105) Denial of license.

29.8(1) When the board denies an applicant licensure, the board shall notify the applicant of the
denial in writing by certified mail, return receipt requested, or in the manner of service of an original
notice, and shall cite the reasons for which the application was denied.

29.8(2) An applicant who has been denied licensure by the board may appeal the denial and request
a hearing on the issues related to the licensure denial by serving a written notice of appeal and request
for hearing upon the board by certified mail, return receipt requested, not more than 30 days following
the date of mailing of the notification of licensure denial to the applicant. The request for hearing shall
specifically describe the facts to be contested and determined at the hearing.

29.8(3) If an applicant who has been denied licensure by the board appeals the licensure denial and
requests a hearing pursuant to this rule, the hearing and subsequent procedures shall be held pursuant to
the process outlined in lowa Code chapters 17A and 272C.

These rules are intended to implement lowa Code chapter 105.

[Filed emergency 12/23/08 after Notice 11/5/08—published 1/14/09, effective 1/1/09]
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CHAPTERS 30 to 36
Reserved
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CHAPTER 37
BREAST AND CERVICAL CANCER
EARLY DETECTION PROGRAM

641—37.1(135) Definitions. For purposes of this chapter, the following definitions apply:

“Abnormal screen” means a suspicion of breast or cervical cancer.

1. A suspicion of breast cancer includes clinical breast exam findings of: palpable breast mass,
breast dimpling, nipple retraction, bloody nipple discharge, palpable lymph nodes around clavicle or
axilla, nipple erythema and scaliness, a mammography result of breast imaging reporting and data
systems (BI-RADS) category 4 (suspicious abnormality suggesting need for biopsy) or category 5
(highly suggestive of malignancy) (ICD-9 793.8), breast biopsy result of ductal cancer in situ, lobular
cancer in situ (ICD-9 233.0), or breast or lymph node (or other) biopsy result of breast cancer.

2. Suspicion of cervical cancer is a Pap test result of atypical squamous cells cannot exclude
high-grade squamous intraepithelial lesions (ASC-H) (ICD-9 795.02), atypical glandular cells (AGC)
(ICD-9 795.00), low-grade squamous intraepithelial lesions (LSIL) (ICD-9 622.11 or 795.03), or
high-grade squamous intraepithelial lesions (HSIL) (ICD-9 622.12 or 795.04), leukoplakia of the cervix
(ICD-9 622.2), or cervical biopsy result of cervical intraepithelial neoplasia II or III (ICD-9 622.10,
622.11, 622.12, 795.03, or 795.04), or cancer in situ (ICD-9 233.1).

“Advanced registered nurse practitioner” means an individual licensed to practice under 655 lowa
Administrative Code Chapter 7.

“American College of Radiology” or “ACR” means one of the Food and Drug
Administration-recognized accreditation bodies for minimum quality standards for personnel,
equipment, and record keeping in facilities that provide mammography.

“Benign” means a noncancerous condition that does not spread to other parts of the body.

“Bethesda system” or “TBS” means a system that was developed to provide uniform diagnostic
terminology for reporting cervical or vaginal cytologic findings to facilitate communication between the
laboratory and the clinician.

“Biopsy” means the removal of a sample or an entire abnormality for microscopic examination to
diagnose a problem. Examples of a sampling would be a core biopsy or incisional biopsy; an example
of entire removal would be an excisional biopsy.

“Breast image reporting and data systems” or “BI-RADS” means a standardized reporting system
for mammography reports.

“Breast ultrasound” means the use of high-energy sound waves that are bounced off internal tissues
and make echoes to produce a pictorial representation of the internal structure of the breast.

“Cancer” means a malignant tumor of potentially unlimited growth of new cells that expand locally
by invasion and systemically by metastasis.

“Carcinoma in situ” means cell changes in which malignant cells are localized and may press against
adjoining tissue but have not penetrated or spread beyond their site of origin.

“Case management” means the IA BCCEDP component that involves establishing, brokering, and
sustaining a system of available clinical and essential support services for all women enrolled in the
program.

“Clinical breast examination” or “CBE” means complete examination of a woman’s breast and
axilla with palpation, including examination of the breast in both the upright and supine positions by a
health care provider.

“Clinical Laboratory Improvement Act of 1988” or “CLIA” means the law which established
minimum quality standards for personnel and quality assurance methods that monitor patient test
management and assess quality control, proficiency testing, and personnel handling of laboratory and
pathology specimens.

“Colposcopy” means a procedure that allows close examination of the surface of the cervix with a
high-powered microscope.
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“Cooperative agreement” means a signed contract between the department and another party, for
example, a health care provider. This contract allows the department to pay the health care provider for
providing services to IA BCCEDP participants.

“Creditable coverage” means any insurance that pays for medical bills incurred for the screening,
diagnosis, or treatment of breast and cervical cancer. Creditable coverage as described by the Health
Insurance Portability and Accountability Act of 1996 includes, but is not limited to, group health plans or
health insurance coverage consisting of medical care under any hospital or medical service policy, health
maintenance organization, Medicare Part A or B, Medicaid, armed forces insurance, or state health risk
pool. A woman who has creditable coverage shall not be eligible for the Medicaid coverage option of
breast and cervical cancer treatment.

“Creditable coverage circumstances” means those instances in which a woman has creditable
coverage but is not actually covered for treatment of breast or cervical cancer.

1. When there is a preexisting-condition exclusion or when the annual or lifetime limit on benefits
has been exhausted, a woman is not considered to have creditable coverage for this treatment.

2. If the woman has limited coverage, such as a high deductible, limited drug coverage, or limits
on the number of outpatient visits, the woman is still considered to have creditable coverage and is not
eligible for coverage under the breast and cervical cancer treatment (BCCT) option of Medicaid.

3. If the woman has a policy with a limited scope of coverage, such as only dental, vision, or
long-term care, or has a policy that covers only a specific disease or illness, she is not considered to have
creditable coverage, unless the policy provides coverage for breast and cervical cancer treatment.

4. For the purposes of this program, eligibility for Indian Health Services or tribal health care
is not considered creditable coverage (according to United States Senate File 1741 — Native American
Breast and Cervical Cancer Treatment Technical Amendment Act of 2001).

“Cytology” means the scientific study of cells.

“Cytopathology”” means the scientific study of cells in disease.

“Cytotechnologist” means a medical technician trained in the identification of cells and cellular
abnormalities.

“Department” means the lowa department of public health.

“Diagnostic mammography” means a radiological examination performed for appropriate clinical
indications such as breast mass(es), other breast signs or symptoms (spontaneous nipple discharge, skin
changes), or special cases, such as a history of breast cancer with breast conservation or augmented
breasts.

“Follow-up” means the IA BCCEDP component that involves a system for seeking information
about or reviewing an abnormal condition, rescreening, or recall for annual visits.

“Food and Drug Administration” or “FDA” means the federal governmental body which certifies
that a mammography facility meets minimum quality standards for personnel, equipment, and record
keeping.

“Gynecologist” means a physician who specializes in diseases of the reproductive organs in women.

“Health care provider” means any physician, advanced registered nurse practitioner, or physician
assistant who is licensed by the state of lowa and provides care to IA BCCEDP-enrolled women.

“Infrastructure” means the basic framework of sufficient staff and adequate support systems to plan,
implement, and evaluate the components of the IA BCCEDP.

“In need of treatment” means that a medical or surgical intervention is required because of an
abnormal finding of breast or cervical cancer or precancer that was determined as a result of a screening
or diagnostic procedure for breast or cervical cancer/precancer under the NBCCEDP.

“International Classification of Disease, 9th edition” or “ICD-9” means a standardized
classification of diseases, injuries, and reasons of death, by cause and anatomic localization and
systematically put into a number of up to six digits, which allows clinicians, statisticians, politicians,
health planners and others to speak a common language, both in the United States and internationally.

“lowa breast and cervical cancer early detection program” or “IA BCCEDP” means a
comprehensive breast and cervical cancer screening program established and funded under Title XV of
the federal Public Health Service Act and administered by the lowa department of public health, with
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the delegated responsibility of implementation and evaluation from the Centers for Disease Control and
Prevention, Division of Cancer Prevention and Control.

“Medicaid” means the program of medical aid designed for those unable to afford regular medical
service, financed by federal and state payment sources, and authorized by Title XIX of the Social Security
Act.

“Medical advisory task force” or “MATF” means an advisory board utilized by the IA BCCEDP
to offer knowledge and experience as related to the fields of expertise of the members of the task force.
Duties of the MATF may include, but are not limited to, the following:

1. Review and make recommendations for clinical service expansion.

Review of program-developed clinical protocols.

Provision of recommendations related to other clinical and client-related issues.
Input related to quality assurance issues.

Review of program screening and diagnostic data.

“Medzcare means the program of federal payment source for health benefits, especially for the
aged, that is authorized by Title XVIII of the Social Security Act.

“Minimum data elements” or “MDEs” means a set of standardized data elements used to collect
demographic and clinical information on women whose screening or diagnosis was paid for with
NBCCEDP funds. MDEs were developed by the Centers for Disease Control and Prevention, Division
of Cancer Prevention and Control, to ensure that consistent and complete information is collected on
women whose screening or diagnosis was paid for with NBCCEDP funding.

“National breast and cervical cancer early detection program” or “NBCCEDP” means a program
established with the passage of the Breast and Cervical Cancer Mortality Prevention Act of 1990 (Public
Law 101-354). The law authorizes the Centers for Disease Control and Prevention to establish a program
of grants to states, tribes, and territories for the purpose of increasing the early detection of breast and
cervical cancer, particularly among low-income, uninsured, and underserved women.

“Oncologist” means a physician who is a specialist who treats or studies the physical, chemical, and
biologic properties and features of neoplasms, including causation, pathogenesis, and treatment.

“Outreach” means the IA BCCEDP component that involves recruiting targeted populations or
persons who never or rarely utilize preventive health services.

“Pap test” means a screening test that collects cells from the cervix for examination under a
microscope. The Pap test can detect abnormal cells or precancerous cells before cancer develops.

“Pathologist” means a physician who is a specialist in identifying diseases by studying cells and
tissues under a microscope.

“Physician” means an individual licensed to practice under lowa Code chapter 148.

“Physician assistant” means an individual licensed to practice under lowa Code chapter 148C.

“Precancerous” means a condition that may become or is likely to become cancer.

“Program and fiscal management” means the IA BCCEDP component that conducts planning,
organizing, directing, coordinating, managing, budgeting, and evaluating program activities.

“Radiologist” means a physician who specializes in creating and interpreting pictures of areas inside
the body. The pictures are produced with X-rays, sound waves, or other types of energy.

“Rarely been screened” means, as defined for the NBCCEDP, that a woman has not had cervical
cancer screening within the last five years.

“Recruitment” means the IA BCCEDP component that involves enrolling targeted populations or
persons who never or rarely utilize preventive health services.

“Referral” means the IA BCCEDP component that involves directing women with abnormal
screening results to appropriate resources for follow-up action.

“Screening mammography” means the use of X-ray of the breasts of asymptomatic women in an
attempt to detect abnormal lesions of the breast when they are small, nonpalpable, and confined to the
breast.

“Service delivery” means providing, either directly or through contractual arrangements,
comprehensive breast and cervical cancer screening, diagnosis, and treatment services through tracking
of screening intervals, timeliness of diagnosis, and timeliness of treatment of clients.

PIEERRN
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“Surgeon” means a physician who treats disease, injury, or deformity by physical operation or
manipulation.

“Surveillance” means the IA BCCEDP component that involves the systematic collection, analysis,
and interpretation of health data.

“Susan G. Komen for the Cure” means an international organization with a network of volunteers
working through local affiliates and Komen Race for the Cure® events to eradicate breast cancer as a

life-threatening disease by advancing research, education, screening, and treatment.
[ARC 7670B, IAB 4/8/09, effective 5/13/09]

641—37.2(135) Components of the IA BCCEDP. The IA BCCEDP shall include the following key
components:

37.2(1) Program and fiscal management shall be conducted by ensuring strategic planning,
implementation, coordination, integration, and evaluation of all programmatic activities and
administrative systems, as well as the development of key communication channels and oversight
mechanisms to aid in these processes. Program management shall ensure that infrastructure adequately
supports service delivery.

37.2(2) Service delivery of specific and appropriate clinical procedures to detect breast and cervical
abnormalities for women enrolled in the IA BCCEDP shall be directly provided or provided through
contractual arrangements.

a. 1A BCCEDP shall cover services including, but not limited to, the following when those
services are provided by a participating health care provider who has a signed cooperative agreement
with TA BCCEDP. Payment shall be based on Medicare Part B rates (Title XIX).

(1) Physical examinations, which must include one or more of the following screening services:
CBE, pelvic exam, or Pap test;

(2) Mammography (screening and diagnostic);

(3) Breast ultrasound, when used as an adjunct to mammography;

(4) Fine-needle aspiration of breast cysts;

(5) Breast biopsies, excisional and nonexcisional (physician charges only; hospital charges are not
covered);

(6) Colposcopy of the cervix, with or without biopsy;

(7) Surgical consultations for diagnosis of breast and cervical cancer;

(8) Pathology charges for breast and cervical biopsies;

(9) Anesthesia for breast biopsies (health care provider charges only; hospital charges and supplies
are not covered).

b.  Services not covered by A BCCEDP include, but are not limited to, the following:

(1) Services not related to breast or cervical cancer screening or diagnosis;

(2) Treatment procedures and services;

(3) Services provided by nonparticipating providers;

(4) Hospital charges for breast biopsies and anesthesia;

(5) Inpatient services.

¢. A health care provider who has a signed cooperative agreement with the IA BCCEDP shall be
subject to the following:

(1) The health care provider agrees that reimbursement of procedures and services provided shall
not exceed the amount that would be paid under Medicare Part B rates of Title XVIII of the Social
Security Act;

(2) A mammography health care provider shall ensure that the provider’s facility has current FDA
certification and ACR or state of lowa accreditation and is a Medicare and Medicaid-approved facility
utilizing BI-RADS and following ACR guidelines for mammography report content;

(3) A board-certified radiologist must be immediately available to determine selection of views and
readings when a diagnostic mammogram is performed;

(4) The health care provider shall submit cytology and pathology specimens obtained to a
CLIA-certified laboratory for processing. The laboratory shall provide cytological reading and analysis
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of cervical and vaginal Pap tests by certified/registered cytotechnologists. Cytology (Pap) tests shall be
reported using current TBS. The laboratory shall provide board-certified pathologists or experienced
certified cytotechnologists to rescreen all analyses and readings of cervical and breast biopsies;

(5) The health care provider shall practice according to the current standards of medical care for
breast and cervical cancer early detection, diagnosis, and treatment;

(6) Service delivery may be provided in a variety of settings. Service delivery must, however,
include:

1. Providing screening services for specific geographic areas;

Providing a point of contact for scheduling appointments;

Providing age and income eligibility screening;

Providing comprehensive breast and cervical cancer screening to eligible women;
Providing referral and follow-up for women with abnormal screening results;
Providing the required reporting system for screening and follow-up activities;

7.  Providing population-based education, outreach, and recruitment activities;

(7) The health care provider shall ensure compliance with this chapter and other terms and
conditions included in the signed cooperative agreement.

37.2(3) Referral, tracking, and follow-up utilizing a data system to monitor each enrolled woman’s
receipt of screening/rescreening, diagnostic, and treatment procedures shall be conducted by IA
BCCEDP and contracted county board of health designated agency staff.

a. The enrolled woman shall be notified by contracted county board of health designated agency
staff of the results of the service, whether the results are normal, benign, or abnormal.

b.  The data system shall provide tracking of appropriate and timely clinical services following an
abnormal test result or diagnosis of cancer.

c.  If the enrolled woman has an abnormal Pap test or breast screening, the health care provider
shall provide to the woman a comprehensive referral directing her to appropriate additional diagnostic
or treatment services.

d. The comprehensive referral shall be written. Follow-up shall be conducted to determine
whether services were timely, completed, or met.

37.2(4) 1A BCCEDP and contracted county board of health designated agency staff shall provide
case management and assist clients diagnosed with cancer through the program to obtain needed
treatment services.

37.2(5) 1A BCCEDP staff shall use quality assurance and improvement techniques including use of
established standards, systems, policies and procedures to monitor, assess and identify practical methods
for improvement of the program and its components.

a. Quality assurance tools shall include utilizing FDA and ACR minimum standards for
mammography facilities and CLIA minimum standards for cytopathology and pathology laboratories.

b.  Quality assurance measures shall contribute to the identification of corrective actions to be taken
to remedy problems found as a result of investigating quality of care.

37.2(6) Professional development shall be provided by IA BCCEDP and contracted county board of
health designated agency staff through a variety of channels and activities that enable professionals to
perform their jobs competently, identify needs and resources, and contribute to ensuring that health care
delivery systems provide positive clinical outcomes.

37.2(7) IA BCCEDP and contracted county board of health designated agency staff shall provide
population-based education and recruitment that involve the systematic design and delivery of clear and
consistent messages about breast and cervical cancer and the benefits of early detection, using a variety
of methods and strategies to reach priority populations. Outreach activities should focus on women who
have never or rarely been screened and should work toward the removal of barriers to care (i.e., the need
for child care, respite care, interpreter services and transportation) through collaborative activities with
other community organizations.

37.2(8) IA BCCEDP may develop coalitions and partnerships to bring together groups and
individuals that establish a reciprocal agreement for sharing resources and responsibilities to achieve
the common goal of reducing breast and cervical cancer mortality.

Sk
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37.2(9) IA BCCEDP shall conduct surveillance utilizing continuous, proactive, timely and
systematic collection, analysis, interpretation and dissemination of breast and cervical cancer screening
behaviors and incidence, prevalence, survival, and mortality rates. Epidemiological studies shall be
conducted utilizing minimum data elements and other data sources to establish trends of disease,
diagnosis, treatment, and research needs. Program planning, implementation, and evaluation shall be
based on the epidemiological evidence.

37.2(10) Evaluation of the program shall be conducted through systematic documentation of the
operations and outcomes of the program, compared to a set of explicit or implicit standards or objectives.

a. MATF shall review the service delivery contractual agreements as to their outcomes.

b.  MATF shall make recommendations based on the evaluation in its annual report.
[ARC 7670B, IAB 4/8/09, effective 5/13/09]

641—37.3(135) Client eligibility criteria. An applicant for IA BCCEDP must satisfy the criteria
outlined in this rule. If a woman does not meet these criteria, she shall be provided information by
contracted county board of health designated agency staff regarding lowaCare, free care, or sliding-fee
clinics available in the area in which she lives.

37.3(1) Age. An applicant for IA BCCEDP must satisfy only one of these criteria.

a. Women 50 through 64 years of age shall be the priority population to receive annual breast and
cervical (if appropriate) cancer screening.

b.  Women 40 through 49 years of age shall receive annual breast and cervical (if appropriate)
cancer screening.

c¢.  If symptomatic for breast cancer, women under 40 years of age shall receive services.

d.  Women 65 years of age and older shall be eligible to receive annual breast and cervical (if
appropriate) cancer screening if they do not have Medicare Part B coverage.

37.3(2) Income.

a. TA BCCEDP income guidelines are based upon 250 percent of the federal poverty level, which
is set annually by the Centers for Medicare and Medicaid Services (CMS). New IA BCCEDP income
guidelines will be adjusted following any change in CMS guidelines.

b.  Self-declaration of income may be accepted.

c.  Eligibility shall be based on net income for the household.

d.  Assets shall not affect income status and shall not be counted when eligibility under the
IA BCCEDP is determined.

37.3(3) Insurance.

a. 1A BCCEDP shall determine a woman to be uninsured if the woman does not have health
insurance coverage.

b. 1A BCCEDP shall determine a woman to be underinsured if the woman has health insurance
with unreasonably high copayments, deductibles, or coinsurance or the insurance does not cover
IA BCCEDP-covered services.

c¢. Women who have Medicaid or Medicare Part B are not eligible. EXCEPTIONS: lowaCare,
Medicaid with spenddown, lowa family planning network.

37.3(4) Residency.

a. A woman must be a resident of lowa or of a state that shall enroll a woman in the BCCT option
of Medicaid if screened or diagnosed by the IA BCCEDP.

b. A woman who is a resident of a state that does not accept women into the BCCT option of
Medicaid and who chooses to continue to receive services in the A BCCEDP must be informed that she
may not be able to have her treatment paid for by the BCCT option of Medicaid if she does not receive
services in her state of residence.

¢.  Proof and length of residency in Iowa are not required.

37.3(5) Ineligible. 1A BCCEDP does not provide coverage for:

a. Men.

b.  Women with Medicare Part B coverage.
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c¢.  Women 39 years of age and younger unless they have symptoms of breast cancer.
[ARC 7670B, IAB 4/8/09, effective 5/13/09]

641—37.4(135) Client application procedures for IA BCCEDP services.

37.4(1) Enrollment. After a woman is determined eligible for services:

a. The woman must complete, sign, and return a consent and release form to IA BCCEDP. The
date on the signed form shall be the client’s enrollment date.

b.  Upon enrollment, the client must select an IA BCCEDP health care provider and is eligible for
services for 12 months from the enrollment date, subject to restrictions in program coverage as provided
in rule 641—37.5(135).

c. If a client is unable to access a particular health care provider due to unavailability of
appointments or if a client requests to change to another health care provider, designated agency staff
shall assist the client in choosing another IA BCCEDP health care provider who is available in the
client’s area.

37.4(2) Reenrollment.

a. A client’s continued eligibility for program coverage shall be determined annually.

b.  No more than 45 days prior to the end of the 12-month coverage period, IA BCCEDP shall
contact the client to see if she wishes to reenroll in the program.

c. If a client wishes to reenroll, she must complete, sign and return a consent and release form
before receiving any further services.

37.4(3) Termination of enrollment. 1A BCCEDP shall terminate a client’s enrollment if the client:

a. Requests termination from the program;

b.  No longer meets the criteria set forth in rule 641—37.3(135);

c¢.  Does not return a signed IA BCCEDP consent and release form; or

d. Refuses to receive screening and diagnostic services through an IA BCCEDP health care

provider.
[ARC 7670B, IAB 4/8/09, effective 5/13/09]

641—37.5(135) Priority for program expenditures.

37.5(1) In the event the IA BCCEDP program director certifies that there are inadequate funds to
meet clients’ needs, either attributable to a reduction in federal funding from the CDC or to a projected
enrollment of women in excess of anticipated enrollment, the program director may restrict new
applicants’ participation in IA BCCEDP as follows:

a.  First priority shall be given to women 50 through 64 years of age.

b.  Second priority shall be given to women 40 through 49 years of age who are symptomatic.

c.  Third priority shall be given to women 40 through 49 years of age who are asymptomatic.

d.  Fourth priority shall be given to women 65 years of age and older if they do not have Medicare
Part B coverage.

37.5(2) In the event that the financial demand abates, the program director shall withdraw
the financial shortfall certification, at which time women shall be eligible for program services in

accordance with rule 641—37.3(135).
[ARC 7670B, IAB 4/8/09, effective 5/13/09]

641—37.6(135) Right to appeal. If an individual disagrees with or is dissatisfied with program
eligibility, the covered-service determination, or the decision of the program, the individual has the
right to appeal the decision or action.

37.6(1) The appeal shall be in writing and shall be submitted to the designated agency personnel
with whom the individual has been working, within ten working days of the decision or action.

37.6(2) The designated agency staft shall contact a state IA BCCEDP staff person with the
information regarding the appeal.

37.6(3) State IA BCCEDP staff shall confer with the bureau chief of the department and provide a
decision to the designated agency staff within five business days. A decision made by state [A BCCEDP
staff shall be delivered by telephone, if possible, to the individual making the appeal and shall be followed
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by a written notification of the decision. The decision of state [A BCCEDP staff shall be considered a

final agency decision in accordance with lowa Code chapter 17A.
[ARC 7670B, TAB 4/8/09, effective 5/13/09]

641—37.7(135) Verification for breast or cervical cancer treatment (BCCT) option of
Medicaid. The Iowa department of public health and the department of human services have
coordinated to develop procedures for women to access Medicaid coverage for treatment of breast or
cervical cancer.

37.7(1) Before referring a woman to her county of residence’s local office of the department of
human services, a contracted county board of health designated agency staff member shall document the
following regarding the woman:

a. The woman is currently enrolled in the IA BCCEDP. To be considered enrolled in the program,
the woman must meet program age guidelines, have at least one of the basic screening services (Pap
test, screening mammogram, or CBE) or diagnostic procedures paid by the IA BCCEDP or with Susan
G. Komen for the Cure funds, and be in need of treatment for breast or cervical cancer or precancerous
conditions; or

b.  The woman was enrolled in NBCCEDP and has moved to Iowa. To be considered enrolled
in NBCCEDP, the woman must meet the lowa program age guidelines, have at least one of the basic
screening services (Pap test, screening mammogram, or CBE) or a diagnostic procedure paid by the
NBCCEDP or with Susan G. Komen for the Cure funds, and be in need of treatment for breast or cervical
cancer or precancerous conditions; and

c¢.  The woman has creditable coverage circumstances or has no creditable health insurance for
breast or cervical cancer treatment.

37.7(2) The BCCT option of Medicaid is administered by the lowa department of human services

under 441 lowa Administrative Code Chapter 75, “Conditions of Eligibility.”
[ARC 7670B, IAB 4/8/09, effective 5/13/09]

These rules are intended to implement lowa Code chapter 135.
[Filed ARC 7670B (Notice ARC 7538B, IAB 1/28/09), IAB 4/8/09, effective 5/13/09]
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CHAPTER 38
GENERAL PROVISIONS FOR RADIATION MACHINES
AND RADIOACTIVE MATERIALS

641—38.1(136C) Purpose and scope.

38.1(1) Except as otherwise specifically provided, these rules apply to all persons who receive,
possess, use, transfer, own, or acquire any source of radiation; provided, however, that nothing in these
rules shall apply to any person to the extent such person is subject to regulation by the U.S. Nuclear
Regulatory Commission. Attention is directed to the fact that regulation by the state of source material,
by-product material, and special nuclear material in quantities not sufficient to form a critical mass is
subject to the provisions of the agreement between the state and the U.S. Nuclear Regulatory Commission
and to 10 CFR Part 150 of the Commission’s regulations.

38.1(2) All references to Code of Federal Regulations (CFR) in this chapter are those in effect as of
July 9, 2008.

38.1(3) The provisions of Chapter 38 are in addition to, and not in substitution for, any other
applicable portions of 641—Chapters 39 to 45.

641—38.2(136C) Definitions. As used in these rules, these terms have the definitions set forth below
and are adopted by reference and included herein for 641—Chapters 39 to 45.

“Absorbed dose” means the energy imparted by ionizing radiation per unit mass of irradiated
material. It is determined as the quotient of dE by dM, where dE is the mean energy imparted by
ionizing radiation to matter of mass dM. The SI unit of absorbed dose is joule per kilogram and the
special name of the unit of absorbed dose is the gray (Gy). The units of absorbed dose are the gray
(Gy) and the rad.

“Absorbed dose rate” means absorbed dose per unit time, for machines with timers, or dose monitor
unit per unit time for linear accelerators.

“Accelerator” means any machine capable of accelerating electrons, protons, deuterons, or other
charged particles in a vacuum and of discharging the resultant particulate or other radiation into a medium
at energies usually in excess of 1 MeV. For purposes of this definition, “particle accelerator” is an
equivalent term.

“Accelerator-produced material” means any material made radioactive by a particle accelerator.

“Act” means 1984 Iowa Acts, chapter 1286, relating to regulation of radiation machines and
radioactive materials. (Iowa Code chapter 136C)

“Activity” means the rate of disintegration or transformation or decay of radioactive material. The
units of activity are the curie (Ci) and the becquerel (Bq).

“Adult” means an individual 18 years of age or older.

“Agency” means the lowa department of public health.

“Agreement state” means any state with which the U.S. Nuclear Regulatory Commission or the
U.S. Atomic Energy Commission has entered into an effective agreement under Subsection 274b of the
Atomic Energy Act of 1954 as amended (73 Stat. 689).

“dirborne radioactive material” means any radioactive material dispersed in the air in the form of
dusts, fumes, particles, mists, vapors, or gases.

“Airborne radioactivity area” means a room, enclosure, or area in which airborne radioactive
material (composed wholly or partly of licensed material) exists in concentrations (1) in excess of the
derived air concentrations (DACs) specified in Appendix A of 641—Chapter 40; or (2) to such a degree
that an individual present in the area without respiratory protective equipment could exceed, during the
hours an individual is present in a week, an intake of 0.6 percent of the annual limit on intake (ALI)
or 12 DAC-hours.

“Air kerma (K) ” means the kinetic energy released in air by ionizing radiation. Kerma is determined
as the quotient of dE by dM, where dE is the sum of the initial kinetic energies of all the charged ionizing
particles liberated by uncharged ionizing particles in air of mass dM. The SI unit of air kerma is joule
per kilogram and the special name for the unit of kerma is the gray (Gy).



Ch 38, p.2 Public Health[641] IAC 7/2/08

“Air-purifying respirator” means a respirator with an air-purifying filter, cartridge, or canister that
removes specific air contaminants by passing ambient air through the air-purifying element.

“Annually” means at least once every 365 days.

“As low as is reasonably achievable” (ALARA) means making every reasonable effort to maintain
exposures to radiation as far below the dose limits in these rules as is practical, consistent with the purpose
for which the licensed or registered activity is undertaken, taking into account the state of technology,
the economics of improvements in relation to state of technology, the economics of improvements in
relation to benefits to the public health and safety, and other societal and socioeconomic considerations,
and in relation to utilization of nuclear energy and licensed or registered sources of radiation in the public
interest.

“Assembler” means any person engaged in the business of assembling, replacing, or installing one
or more components into an X-ray system or subsystem. The term includes the owner of an X-ray system
or the employee or agent who assembles components into an X-ray system that is subsequently used to
provide professional or commercial services.

“Assigned protection factor (APF)” means the expected workplace level of respiratory protection
that would be provided by a properly functioning respirator or a class of respirators to properly fitted
and trained users. Operationally, the inhaled concentration can be estimated by dividing the ambient
airborne concentration by the APF.

“Atmosphere-supplying respirator” means a respirator that supplies the respirator user with
breathing air from a source independent of the ambient atmosphere, and includes supplied-air respirators
(SARs) and self-contained breathing apparatus (SCBA) units.

“Authorized medical physicist” means an individual who meets the requirements of 641—subrule
41.2(74) and 641—subrule 41.2(77); or before May 3, 2006, meets the requirements in 10 CFR 35.961(a)
or (b) and 10 CFR 35.59; or is identified as an authorized medical physicist or teletherapy physicist on
a specific medical license issued by this agency, the NRC, or an agreement state, a medical use permit
issued by the NRC master material licensee, a permit issued by an NRC or agreement state broad scope
medical use licensee, a permit issued by an NRC or agreement state broad scope medical use licensee,
or a permit issued by an NRC master material license broad scope medical use permittee.

“Background radiation” means radiation from cosmic sources; naturally occurring radioactive
materials, including radon (except as a decay product of source or special nuclear material); and global
fallout as it exists in the environment from the testing of nuclear explosive devices or from past nuclear
accidents such as Chernobyl that contribute to background radiation and are not under the control of
the licensee. “Background radiation” does not include sources of radiation from radioactive materials
regulated by the agency.

“Barrier” (see “Protective barrier”).

“Beam axis” means a line from the source through the centers of the X-ray fields.

“Beam-limiting device” means a field defining collimator, integral to the system, which provides a
means to restrict the dimensions of the X-ray field or useful beam.

“Beam monitoring system” means a system designed and installed in the radiation head to detect
and measure the radiation present in the useful beam.

“Becquerel” (Bq) means the SI unit of activity. One becquerel is equal to 1 disintegration or
transformation per second (dps or tps).

“Bioassay” means the determination of kinds, quantities or concentrations and, in some cases, the
locations of radioactive material in the human body, whether by direct measurement, in vivo counting,
or by analysis and evaluation of materials excreted or removed from the human body. For purposes of
these rules, “radiobioassay” is an equivalent term.

“Bone densitometry unit” means a medical device which uses electronically produced ionizing
radiation to determine the density of bone structures of human patients.

“Brachytherapy” means a method of radiation therapy in which sealed sources are utilized to deliver
a radiation dose at a distance of up to a few centimeters, by surface, intracavitary, intraluminal, or
interstitial application.



IAC 7/2/08 Public Health[641] Ch 38, p.3

“Brachytherapy source” means a radioactive source or a manufacturer-assembled source train or a
combination of these sources that is designed to deliver a therapeutic dose within a distance of a few
centimeters.

“By-product material” means (1) any radioactive material, except special nuclear material, yielded
in or made radioactive by exposure to the radiation incident to the process of producing or utilizing
special nuclear material, and (2) the tailings or wastes produced by the extraction or concentration of
uranium or thorium from any ore processed primarily for its source material content, including discrete
surface wastes resulting from uranium or thorium solution extraction processes. Underground ore
bodies depleted by these solution extraction operations do not constitute “by-product material” within
this definition.

“Cabinet radiography” means industrial radiography conducted in an enclosure or cabinet
shielded so that radiation levels at every location on the exterior meet the limitations specified in
641—40.26(136C).

“Calendar quarter” means not less than 12 consecutive weeks nor more than 14 consecutive weeks.
The first calendar quarter of each year shall begin in January and subsequent calendar quarters shall be
so arranged such that no day is included in more than one calendar quarter and no day in any one year is
omitted from inclusion within a calendar quarter. No licensee or registrant shall change the method of
determining calendar quarters for purposes of these rules except at the beginning of a year.

“Calibration” means the determination of (1) the response or reading of an instrument relative to
a series of known radiation values over the range of the instrument, or (2) the strength of a source of
radiation relative to a standard.

“Carrier” means a person engaged in the transportation of passengers or property by land or water
as a common, contract, or private carrier, or by civil aircraft.

“CFR” means Code of Federal Regulations.

“Changeable filters ” means any filter, exclusive of inherent filtration, which can be removed from
the useful beam through any electronic, mechanical, or physical process.

“Collective dose” means the sum of the individual doses received in a given period of time by a
specified population from exposure to a specified source of radiation.

“Committed dose equivalent” (Ht 50) means the dose equivalent to organs or tissues of reference (T)
that will be received from an intake of radioactive material by an individual during the 50-year period
following the intake.

“Committed effective dose equivalent” (Hg s0) is the sum of the products of the weighting factors
applicable to each of the body organs or tissues that are irradiated and the committed dose equivalent to
each of these organs or tissues (Hg 590 = Zw,Hr 50).

“Consignment” means each shipment of a package or groups of packages or load of radioactive
material offered by a shipper for transport.

“Constraint” or “dose constraint” means a value above which specified licensee actions are
required.

“Controlled area” means an area, outside of a restricted area but inside the site boundary, access to
which can be limited by the licensee or registrant for any reason.

“Critical group ” means the group of individuals reasonably expected to receive the greatest exposure
to residual radioactivity for any applicable set of circumstances.

“Curie” means a unit of quantity of radioactivity. One curie (Ci) is that quantity of radioactive
material which decays at the rate of 3.7E+10 transformations per second (tps).

“Decay-in-storage” means the holding of radioactive material having half-lives of less than 65 days,
except Cobalt-57, until it decays to background levels. Before disposal in ordinary trash, the material
must have been held for a minimum of ten half-lives and its radioactivity is indistinguishable from
background as indicated by a survey meter set on its most sensitive scale with no interposing shielding.

“Decommission” means to remove a facility or site safely from service and reduce residual
radioactivity to a level that permits:

1. Release of the property for unrestricted use and termination of the license; or

2. Release of the property under restricted conditions and termination of the license.
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“Deep dose equivalent” (Hy), which applies to external whole body exposure, means the dose
equivalent at a tissue depth of 1 centimeter (1000 mg/cm?2).

“Demand respirator” means an atmosphere-supplying respirator that admits breathing air to the
facepiece only when a negative pressure is created inside the facepiece by inhalation.

“Depleted uranium” means the source material uranium in which the isotope uranium-235 is less
than 0.711 weight percent of the total uranium present. Depleted uranium does not include special nuclear
material.

“Detector” (see “Radiation detector”).

“Diagnostic clinical procedures manual” means a collection of written procedures that describes
each method (and other instructions and precautions) by which the licensee performs diagnostic clinical
procedures; where each diagnostic clinical procedure has been approved by the authorized user and
includes the radiopharmaceutical, dosage, and route of administration.

“Diagnostic imaging system” means an assemblage of components for the generation, emission,
reception, transformation, storage and visual display of the resultant image.

“Diagnostic X-ray imaging system” means an assemblage of components for the generation,
emission and reception of X-rays and the transformation, storage and visual display of the resultant
X-ray image which are designed and used for irradiation of any part of the human or animal body for
the purpose of diagnosis or visualization.

“Direct supervision” means guidance and instruction by a qualified individual who is physically
present and watching the performance of the radiological operation or procedure and in such proximity
that contact can be maintained and immediate assistance can be given as required.

“Disposable respirator” means a respirator for which maintenance is not intended and that is
designed to be discarded after excessive breathing resistance, sorbent exhaustion, physical damage, or
end-of-service-life renders it unsuitable for use. Examples of this type of respirator are a disposable
half-mask respirator or a disposable escape-only self-contained breathing apparatus (SCBA).

“Distinguishable from background” means that the detectable concentration of a radionuclide is
statistically different from the background concentration of that radionuclide in the vicinity of the site
or, in the case of structures, in similar materials using adequate measurement technology, survey, and
statistical techniques.

“Dose” is a generic term that means absorbed dose, dose equivalent, effective dose equivalent,
committed dose equivalent, committed effective dose equivalent, total organ dose equivalent, or total
effective dose equivalent. For purposes of these rules, “radiation dose” is an equivalent term.

“Dose equivalent (Hy) ” means the product of the absorbed dose in tissue, quality factor, and all other
necessary modifying factors at the location of interest. The units of dose equivalent are the sievert (Sv)
and rem.

“Dose limits” means the permissible upper bounds of radiation doses established in accordance with
these rules. For purposes of these rules, “limits” is an equivalent term.

“Effective dose equivalent (Hg) ” means the sum of the products of the dose equivalent to each organ
or tissue (Hy) and the weighting factor (wr) applicable to each of the body organs or tissues that are
irradiated (Hg = ZwrHr).

“Embryo/fetus” means the developing human organism from conception until the time of birth.

“Entrance or access point” means any opening through which an individual or extremity of an
individual could gain access to radiation areas or to licensed or registered radioactive materials. This
includes entry or exit portals of sufficient size to permit human entry, irrespective of their intended use.

“Exposure” means being exposed to ionizing radiation or to radioactive material.

“Exposure” means the quotient of dQ by dm where “dQ” is the absolute value of the total charge of
the ions of one sign produced in air when all the electrons (negatrons and positrons) liberated by photons
in a volume element of air having mass “dm” are completely stopped in air. (The special unit of exposure
is the roentgen (R) (see 38.2(136C) for SI equivalent coulomb per kilogram). When not underlined as
above or when indicated as ‘exposure’ or (X), the term “exposure” has a more general meaning in these
rules.



IAC 7/2/08 Public Health[641] Ch 38, p.5

“Exposure rate” means the exposure per unit of time, such as roentgen per minute and milliroentgen
per hour.

“External dose” means that portion of the dose equivalent received from any source of radiation
outside the body.

“Extremity” means hand, elbow, arm below the elbow, foot, knee, and leg below the knee. See
641—subrule 42.1(2) for definitions of “lower extremities” and “upper extremities” for purposes of
certification standards.

“Facility” means the location, building, vehicle, or complex under one administrative control, at
which radioactive material is stored or used or at which one or more radiation machines are installed,
located or used.

“Filtering facepiece (dust mask)” means a negative pressure particulate respirator with a filter as an
integral part of the facepiece or with the entire facepiece composed of the filtering medium, which is not
equipped with elastomeric sealing surfaces and adjustable straps.

“Fit factor” means a quantitative estimate of the fit of a particular respirator to a specific individual,
and typically estimates the ratio of the concentration of a substance in ambient air to its concentration
inside the respirator when worn.

“Fit test” means the use of a protocol to qualitatively or quantitatively evaluate the fit of a respirator
on an individual.

“Former U.S. Atomic Energy Commission (AEC) or U.S. Nuclear Regulatory Commission (NRC)
licensed facilities ” means nuclear reactors, nuclear fuel reprocessing plants, uranium enrichment plants,
or critical mass experimental facilities where AEC or NRC licenses have been terminated.

“Generally applicable environmental radiation standards” means standards issued by the U.S.
Environmental Protection Agency (EPA) under the authority of the Atomic Energy Act of 1954,
as amended, that impose limits on radiation exposures or levels, or concentrations or quantities of
radioactive material, in the general environment outside the boundaries of locations under the control
of persons possessing or using radioactive material.

“Gray (Gy)” means the SI unit of absorbed dose. One gray is equal to an absorbed dose of 1 joule
per kilogram (1 Gy=100 rad).

“Half-value layer (HVL)” means the thickness of a specified material which attenuates X-radiation
or gamma radiation to an extent such that the air kerma rate, exposure rate or absorbed dose rate is
reduced to one-half of the value measured without the material at the same point. The contribution of
all scattered radiation, other than any which might be present initially in the beam concerned, is deemed
to be excluded.

“Hazardous waste” means those wastes designated as hazardous by U.S. Environmental Protection
Agency regulations in 40 CFR Part 261.

“Healing arts” means the occupational fields of diagnosing or treating disease, providing
health care and improving health by the practice of medicine, osteopathy, chiropractic, podiatry,
dentistry, nursing, veterinary medicine, and supporting professions, such as physician assistants, nurse
practitioners, radiologic technologists, and dental hygienists.

“Helmet” means a rigid respiratory inlet covering that also provides head protection against impact
and penetration.

“High dose-rate remote afterloader” means a brachytherapy device that remotely delivers a dose
rate in excess of 1200 rads (12 gray) per hour at the point or surface where the dose is prescribed.

“High-level radioactive waste” or “HLW” means (1) irradiated reactor fuel; (2) liquid wastes
resulting from the operation of the first cycle solvent extraction system, or equivalent, and the
concentrated wastes from subsequent extraction cycles, or equivalent, in a facility for reprocessing
irradiated reactor fuel; and (3) solids into which such liquid wastes have been converted.

“High radiation area” means an area, accessible to individuals, in which radiation levels from
radiation sources external to the body could result in an individual’s receiving a dose equivalent in excess
of 0.1 rem (1 mSv) in 1 hour at 30 centimeters from any source of radiation or 30 centimeters from any
surface that the radiation penetrates.

“Highway route controlled quantity” means a quantity within a single package which exceeds:



Ch 38, p.6 Public Health[641] IAC 7/2/08

1. 3,000 times the A, value of the radionuclides as specified in 49 CFR 173.435 for special form
Class 7 (radioactive) material;

2. 3,000 times the A, value of the radionuclides as specified in 49 CFR 173.435 for normal form
Class 7 (radioactive) material; or

3. 1,000 TBq (27,000 Ci), whichever is least.

“Hood” means a respiratory inlet covering that completely covers the head and neck and may also
cover portions of the shoulders and torso.

“Human use” means the internal or external administration of radiation or radioactive material to
human beings.

“Individual” means any human being.

“Individual monitoring” means the assessment of:

1. Dose equivalent by the use of devices designed to be worn by an individual or by the use of
survey data; or

2. Committed effective dose equivalent by bioassay or by determination of the time-weighted
air concentrations to which an individual has been exposed, that is, DAC-hours. See the definition of
DAC-hours in 641—Chapter 40.

“Individual monitoring devices” means devices designed to be worn by a single individual for the
assessment of dose equivalent. For purposes of these rules, “personnel dosimeter” and “dosimeter”
are equivalent terms. Examples of individual monitoring devices are film badges, thermoluminescent
dosimeters (TLDs), pocket ionization chambers, optically stimulated luminescent (OSL) devices, and
personal air sampling devices.

“Industrial radiography” means an examination of the structure of materials by nondestructive
methods, utilizing ionizing radiation to make radiographic images.

“Inspection” means an official examination or observation including, but not limited to, tests,
surveys, and monitoring to determine compliance with rules, regulations, orders, requirements, and
conditions of the agency.

“Instrument traceability” means, for ionizing radiation measurements, the ability to show that
an instrument has been calibrated at specified time intervals using a national standard or a transfer
standard. If a transfer standard is used, the calibration must be from a laboratory accredited by a
program which required continuing participation in measurement quality assurance with the National
Institute of Standards and Technology or other equivalent national or international program.

“Interlock” means a device preventing the start or continued operation of equipment unless certain
predetermined conditions prevail.

“Internal dose” means that portion of the dose equivalent received from radioactive material taken
into the body.

“lonizing radiation.” See “Radiation.”

“Irradiation” means the exposure of a living being or matter to ionizing radiation.

“Kilovolt (kV)(kilo electron volt (keV))” means the energy equal to that acquired by a particle with
one electron charge in passing through a potential difference of 1000 volts in a vacuum.

“Lead equivalent” means the thickness of lead affording the same attenuation, under specified
conditions, as the material in question.

“Leakage radiation” means radiation emanating from the diagnostic or therapeutic source assembly
except for:

1.  The useful beam, and

2. Radiation produced when the exposure switch or timer is not activated.

“Lens dose equivalent (LDE) " applies to the external exposure of the lens of the eye and is taken as
the dose equivalent at a tissue depth of 0.3 centimeter (300 mg/cm?2).

“License” means a license issued by the agency in accordance with the rules adopted by the agency.

“Licensed (or registered) material” means radioactive material received, possessed, used,
transferred or disposed of under a general or specific license (or registration) issued by the agency.

“Licensed practitioner” means a person licensed or otherwise authorized by law to practice
medicine, osteopathy, chiropractic, podiatry, or dentistry in lowa, or certified as a physician assistant as



IAC 7/2/08 Public Health[641] Ch 38, p.7

defined in Towa Code section 148C.1, subsection 6, and is authorized to prescribe X-ray tests for the
purpose of diagnosis or treatment.

“Licensee” means any person who is licensed by the agency in accordance with these rules and the
Act.

“Licensing state” means any state with regulations equivalent to the suggested state regulations for
control of radiation relating to, and an effective program for, the regulatory control of NARM and which
has been granted final designation by the Conference of Radiation Control Program Directors, Inc.

“Light field” means that area of the intersection of the light beam from the beam-limiting device and
one of the set of planes parallel to and including the plane of the image receptor, whose perimeter is the
locus of points at which the illumination is one-fourth of the maximum in the intersection.

“Limits.” See “Dose limits.”

“Loose-fitting facepiece” means a respiratory inlet covering that is designed to form a partial seal
with the face.

“Lost or missing licensed (or registered) source of radiation” means licensed (or registered) source
of radiation whose location is unknown. This definition includes licensed (or registered) material that
has been shipped but has not reached its planned destination and whose location cannot be readily traced
in the transportation system.

“Lot tolerance percent defective” means, expressed in percent defective, the poorest quality in an
individual inspection lot that should be accepted.

“Low dose-rate remote afterloader” means a brachytherapy device that remotely delivers a dose rate
of less than or equal to 200 rads (2 gray) per hour at the point or surface where the dose is prescribed.

“mA” means milliampere.

“Major processor” means a user processing, handling, or manufacturing radioactive material
exceeding Type A quantities as unsealed sources or material, or exceeding four times Type B quantities
as sealed sources, but does not include nuclear medicine programs, universities, industrial radiographers,
or small industrial programs. Type A and B quantities are defined in this rule.

“Mammography” means the radiography of the breast except as defined in 641—subrule 41.6(1).

“Mammography unit” means an assemblage of components for the production of X-rays for use
during mammography, including, at a minimum: an X-ray generator, an X-ray control, a tube housing
assembly, a beam-limiting device, and the supporting structures for these components.

“Manual brachytherapy” means a type of brachytherapy in which the brachytherapy sources (e.g.,
seeds, ribbons) are manually placed topically on or inserted either into the body cavities that are in close
proximity to a treatment site or directly into the tissue volume.

“Medical use” means the intentional internal or external administration of radioactive material or
the radiation therefrom to patients or human research subjects under the supervision of an authorized
user.

“Medium dose-rate remote afterloader” means a brachytherapy device that remotely delivers a dose
rate of greater than 200 rads (2 gray), but less than 1200 rads (12 gray) per hour at the point or surface
where the dose is prescribed.

“Member of the public” means any individual except when that individual is receiving an
occupational dose.

“Minor” means an individual less than 18 years of age.

“Misadministration” means the administration of:

Radiation doses received from linear accelerator therapy, deep X-ray machine therapy or superficial
therapy; involving;

Administration of external beam radiation that results, or will result, in unintended permanent
functional damage to an organ or a physiological system as determined by a physician.

A dose that differs from the prescribed dose by more than 5 rem (0.05 sievert) effective dose
equivalent, 50 rem (0.5 sievert) to an organ or tissue, or 50 rem (0.5 sievert) shallow dose equivalent
to the skin; and either:

(1) The total dose delivered differs from the prescribed dose by 20 percent or more; or
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(2) The fractionated dose delivered differs from the prescribed dose for a single fraction by 50 percent
or more.

A dose that exceeds 5 rem (0.05 sievert) effective dose equivalent, 50 rem (0.5 sievert) to an organ
or tissue, or 50 rem (0.5 sievert) shallow dose equivalent to the skin from either of the following:

(1) An administration of the wrong treatment modality.

(2) An administration to the wrong patient or human research subject.

A dose to the skin or an organ or tissue other than the treatment site that exceeds by 50 rem (0.5
sievert) to an organ or tissue and 50 percent or more of the dose expected from the administration defined
in the written directive.

“Monitoring (radiation monitoring, radiation protection monitoring)” means the measurement
of radiation levels, radioactive material concentrations, surface area concentrations or quantities of
radioactive material and the use of the results of these measurements to evaluate potential exposures
and doses.

“NARM” means any naturally occurring or accelerator-produced radioactive material. It does not
include by-product, source, or special nuclear material.

“Natural radioactivity” means radioactivity of naturally occurring nuclides. For the purpose of
meeting the definition of a licensing state by the Conference of Radiation Control Program Directors,
Inc., (CRCPD), NARM refers only to discrete sources of NARM. Diffuse sources of NARM are excluded
from consideration by the CRCPD for licensing state designation purposes.

“Negative pressure respirator (tight fitting)” means a respirator in which the air pressure inside the
facepiece is negative during inhalation with respect to the ambient air pressure outside the respirator.

“Nuclear Regulatory Commission (NRC)” means the U.S. Nuclear Regulatory Commission or its
duly authorized representatives.

“Occupational dose” means the dose received by an individual in the course of employment in which
the individual’s assigned duties involve exposure to radiation or to radioactive material from licensed or
unlicensed and registered or unregistered sources of radiation, whether in the possession of the licensee,
registrant, or other person. Occupational dose does not include dose received from background radiation,
from any medical administration the individual has received, from exposure to individuals administered
sources of radiation or radioactive material and released in accordance with 641—subrule 41.2(27), from
voluntary participation in medical research programs, or as a member of the public.

“Package” means the packaging together with its radioactive contents as presented for transport.

“Particle accelerator.” See “Accelerator.”

“Patient” means an individual or animal subjected to healing arts examination, diagnosis or
treatment.

“Peak tube potential” means the maximum value of the potential difference across the X-ray tube
during an exposure.

“Person” means any individual, corporation, partnership, firm, association, trust, estate, public
or private institution, group, agency, political subdivision of this state, any other state or political
subdivision or agency thereof, and any legal successor, representative, agent, or agency of the foregoing,
but shall not include federal government agencies.

“Personnel monitoring equipment.” See “Individual monitoring devices.”

“Phantom” means a volume of material behaving in a manner similar to tissue with respect to the
attenuation and scattering of radiation. This requires that both the atomic number (Z) and the density of
the material be similar to that of tissue.

“Pharmacist” means an individual licensed by this state to compound and dispense drugs,
prescriptions, and poisons.

“Physician” means a person who is currently licensed in Iowa to practice medicine and surgery,
osteopathic medicine and surgery, or osteopathy.

“Positive pressure respirator” means a respirator in which the pressure inside the respiratory inlet
covering exceeds the ambient air pressure outside the respirator.

“Powered air-purifying respirator (PAPR)” means an air-purifying respirator that uses a blower to
force the ambient air through air-purifying elements to the inlet covering.
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“Preceptor” means an individual who provides, directs, or verifies training and experience required
for an individual to become an authorized user, an authorized medical physicist, an authorized nuclear
pharmacist, or a radiation safety officer.

“Prescribed dosage” means the specified activity or range of activity of unsealed radioactive
material as documented:

1. In a written directive; or

2. In accordance with the directions of the authorized user for procedures performed in
subrules 41.2(31) and 41.2(33).

“Prescribed dose” means:

1. For gamma stereotactic radiosurgery, the total dose as documented in the written directive;

2. For teletherapy, particle accelerators and X-ray therapy systems, the total dose and dose per
fraction as documented in the written directive;

3. For manual brachytherapy, either the total source strength and exposure time or the total dose,
as documented in the written directive; or

4. For remote brachytherapy afterloaders, the total dose and dose per fraction as documented in
the written directive.

“Pressure demand respirator” means a positive pressure atmosphere-supplying respirator that
admits breathing air to the facepiece when the positive pressure is reduced inside the facepiece by
inhalation.

“Primary dose monitoring system” means a system which will monitor the useful beam during
irradiation and which will terminate irradiation when a preselected number of dose monitor units have
been delivered.

“Primary protective barrier” (see “Protective barrier”).

“Principal activities,” as used in this part, means activities authorized by the license which are
essential to achieving the purpose(s) for which the license was issued or amended. Storage during
which no licensed material is accessed for use or disposal and activities incidental to decontamination
or decommissioning are not principal activities.

“Protective barrier” means a barrier used to reduce radiation exposure. The types of protective
barriers are as follows:

1. “Primary protective barrier” means the material, excluding filters, placed in the useful beam.

2. “Secondary protective barrier” means a barrier sufficient to attenuate the stray radiation to the
required degree.

“Public dose” means the dose received by a member of the public from exposure to radiation or to
radioactive material released by a licensee, registrant, or other person, or to any other source of radiation
under the control of a licensee, registrant, or other person. It does not include occupational dose or
doses received from background radiation, from any medical administration the individual has received,
from exposure to individuals administered sources of radiation or radioactive material and released under
641—subrule 41.2(27) or from voluntary participation in medical research programs.

“Pyrophoric material” means any liquid that ignites spontaneously in dry or moist air at or below
130° F (54.4° C) or solid, other than one classed as an explosive, which under normal conditions is liable
to cause fires through friction, retained heat from manufacturing or processing, or which can be ignited
readily and, when ignited, burns so vigorously and persistently as to create a serious transportation,
handling, or disposal hazard. Included are spontaneously combustible and water-reactive materials.

“Qualified expert” means an individual having the knowledge and training to measure ionizing
radiation, to evaluate safety techniques, and to advise regarding radiation protection needs. For example,
individuals certified in the appropriate field by the American Board of Radiology, the American Board
of Medical Physics, or the American Board of Health Physics, or those having equivalent qualifications.
With reference to the calibration of radiation therapy equipment, an individual having, in addition to the
above qualifications, training and experience in the clinical applications of radiation physics to radiation
therapy, for example, individuals certified in Therapeutic Radiological Physics or X-Ray and Radium
Physics by the American Board of Radiology, or those having equivalent qualifications.

641
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“Qualitative fit test (QLFT)” means a pass-fail fit test to assess the adequacy of respirator fit that
relies on the individual’s response to the test agent.

“Quality factor” (Q) means the modifying factor, listed in Tables I and II of 38.4(4), that is used to
derive dose equivalent from absorbed dose.

“Quantitative fit test (ONFT)” means an assessment of the adequacy of respirator fit by numerically
measuring the amount of leakage into the respirator.

“Rad” means the special unit of absorbed dose. One rad is equal to an absorbed dose of 100 erg per
gram or 0.01 joule per kilogram (0.01 gray).

“Radiation” means alpha particles, beta particles, gamma rays, X-rays, neutrons, high-speed
electrons, high-speed protons, and other particles capable of producing ions. For purposes of these
rules, ionizing radiation is an equivalent term. Radiation, as used in these rules, does not include
nonionizing radiation, such as radiowaves or microwaves, visible, infrared, or ultraviolet light.

“Radiation area” means any area, accessible to individuals, in which radiation levels could result in
an individual receiving a dose equivalent in excess of 0.05 mSv (0.005 rem) in 1 hour at 30 centimeters
from the source of radiation or from any surface that the radiation penetrates.

“Radiation detector” means a device which, in the presence of radiation, by either direct or indirect
means, provides a signal or other indication suitable for use in measuring one or more quantities of
incident radiation.

“Radiation dose.” See “Dose.”

“Radiation machine” means any device capable of producing radiation except those devices with
radioactive material as the only source of radiation.

“Radiation safety officer” means an individual who has the knowledge and responsibility to apply
appropriate radiation protection regulations and has been assigned such responsibility by the licensee or
registrant.

“Radioactive material” means any solid, liquid, or gas which emits radiation spontaneously.

“Radioactivity” means the transformation of unstable atomic nuclei by the emission of radiation.

“Radiobioassay.” See “Bioassay.”

“Radiographic imaging system” means any system whereby a permanent or semipermanent image
is recorded on an image receptor by the action of ionizing radiation.

“Radionuclide” means a radioactive element or a radioactive isotope.

“Registrant” means any person who is registered with the agency or is legally obligated to register
with the agency pursuant to these rules and the Act.

“Registration” means registration with the agency in accordance with the rules adopted by the
agency.

“Regulations of the U.S. Department of Transportation” means the regulations in 49 CFR Parts
100-189.

“Rem” means the special unit of any of the quantities expressed as dose equivalent. The dose
equivalent in rem is equal to the absorbed dose in rad multiplied by the quality factor (1 rem = 0.01
sievert).

“Reportable medical event” means the medical event, except for an event that results from patient
intervention, in which the administration of by-product material or radiation from by-product material
results in:

a. A dose that differs from the prescribed dose or dose that would have resulted from the prescribed
dosage by more than 5 rem (0.05 Sv) effective dose equivalent, 50 rem (0.5 Sv) to an organ or tissue, or
50 rem (0.5 Sv) shallow dose equivalent to the skin; and

1.  The total dose delivered differs from the prescribed dose by 20 percent or more;

2. The total dosage delivered differs from the prescribed dosage by 20 percent or more or falls
outside the prescribed dosage range; or

3. The fractionated dose delivered differs from the prescribed dose, for a single fraction, by 50
percent or more.

b. A dose that exceeds 5 rem (0.05 Sv) effective dose equivalent, 50 rem (0.5 Sv) to an organ or
tissue, or 50 rem (0.5 Sv) shallow dose equivalent to the skin from any of the following:
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1.  An administration of the wrong radioactive drug containing by-product material;

2. An administration of a radioactive drug containing by-product material by the wrong route of
administration;

3. An administration of a dose or dosage to the wrong individual or human research subject;

4.  An administration of a dose or dosage delivered by the wrong mode of treatment; or

5. A leaking sealed source.

¢. A dose to the skin or an organ or tissue other than the treatment site that exceeds by 50 rem (0.5
Sv) to an organ or tissue and 50 percent or more of the dose expected from the administration defined
in the written directive (excluding, for permanent implants, seeds that were implanted in the correct site
but migrated outside the treatment site).

d. An event resulting from intervention of a patient or human research subject in which
administration of by-product material or radiation from by-product material results or will result in
unintended permanent functional damage to an organ or a physiological system, as determined by a
physician.

“Research and development” means (1) theoretical analysis, exploration, or experimentation; or
(2) the extension of investigative findings and theories of a scientific or technical nature into practical
application for experimental and demonstration purposes, including the experimental production and
testing of models, devices, equipment, materials, and processes. Research and development does not
include the internal or external administration of radiation or radioactive material to human beings.

“Residual radioactivity” means radioactivity in structures, materials, soils, groundwater, and other
media at a site resulting from activities under the licensee’s control. This includes radioactivity from all
licensed and unlicensed sources used by the licensee, but excludes background radiation. It also includes
radioactive materials remaining at the site as a result of routine or accidental releases of radioactive
material at the site and previous burials at the site, even if those burials were made in accordance with
the provisions of 641—Chapter 40 or any previous state or federal licenses, rules or regulations.

“Restricted area” means an area, access to which is limited by the licensee or registrant for the
purpose of protecting individuals against undue risks from exposure to sources of radiation. A restricted
area shall not include any areas used for residential quarters, although a separate room or rooms in a
residential building may be set apart as a restricted area.

“Roentgen” means the special unit of exposure. One roentgen (R) equals 2.58 x 10-4
coulombs/kilogram of air (see “Exposure” and 38.4(4)).

“Scattered radiation” means ionizing radiation emitted by interaction of ionizing radiation with
matter, the interaction being accompanied by a change in direction of the radiation. Scattered primary
radiation means that scattered radiation which has been deviated in direction only by materials irradiated
by the useful beam.

“Sealed source” means radioactive material that is encased in a capsule designed to prevent leakage
or escape of the radioactive material.

“Secondary dose monitoring system” means a system which will terminate irradiation in the event
of failure of the primary dose monitoring system.

“Secondary protective barrier” (see “Protective barrier”).

“Self-contained breathing apparatus (SCBA)” means an atmosphere-supplying respirator for which
the breathing air source is designed to be carried by the user.

“Shallow dose equivalent” (H,), which applies to the external exposure of the skin of the whole body
or the skin of an extremity, means the dose equivalent at a tissue depth of 0.007 centimeter (7 mg/cm?2).

“Shutter” means a device attached to the tube housing assembly which can intercept the entire
cross-sectional area of the useful beam and which has a lead equivalency not less than that of the tube
housing assembly.

“SI” means the abbreviation for the International System of Units.

“Sievert” means the SI unit of any of the quantities expressed as dose equivalent. The dose
equivalent in sievert is equal to the absorbed dose in gray multiplied by the quality factor (1 Sv = 100
rem).
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“Simulator (radiation therapy simulation system)” means any X-ray system intended for localizing
the volume to be exposed during radiation therapy and reproducing the position and size of the therapeutic
irradiation field.

“Site area emergency” means events may occur, are in progress, or have occurred that could lead
to a significant release of radioactive material and that could require a response by off-site response
organizations to protect persons off site.

“Site boundary” means that line beyond which the land or property is not owned, leased, or otherwise
controlled by the licensee or registrant.

“Source” means the focal spot of the X-ray tube.

“Source material” means:

1. Uranium or thorium, or any combination thereof, in any physical or chemical form; or

2. Ores that contain by weight one-twentieth of 1 percent (0.05 percent) or more of uranium,
thorium or any combination of uranium and thorium. Source material does not include special nuclear
material.

“Source material milling” means any activity that results in the production of by-product material
as defined by definition (2) of by-product material.

“Source of radiation” means any radioactive material or any device or equipment emitting, or
capable of producing, radiation.

“Source traceability” means the ability to show that a radioactive source has been calibrated either by
the national standards laboratory of the National Institute of Standards and Technology or by a laboratory
which participates in continuing measurement quality assurance programs with the National Institute of
Standards and Technology or other equivalent national or international program.

“Special form radioactive material” means radioactive material which satisfies the following
conditions:

1. Tt is either a single solid piece or is contained in a sealed capsule that can be opened only by
destroying the capsule;

2. The piece or capsule has at least one dimension not less than 5 millimeters (0.2 inch); and

3. It satisfies the test requirements specified by the U.S. Nuclear Regulatory Commission. A
special form encapsulation designed in accordance with the U.S. Nuclear Regulatory Commission
requirements in effect on June 30, 1983, and constructed prior to July 1, 1985, may continue to be
used. A special form encapsulation either designed or constructed after June 30, 1985, must meet
requirements of this definition applicable at the time of its design or construction.

“Special nuclear material ” means:

1.  Plutonium, uranium-233, uranium enriched in the isotope 233 or in the isotope 235, and any
other material that the agency declares by order to be special nuclear material after the U.S. Nuclear
Regulatory Commission, pursuant to the provisions of Section 51 of the Atomic Energy Act of 1954, as
amended, determines to be special nuclear material, but does not include source material; or

2. Any material artificially enriched by any of the foregoing but does not include source material.

“Special nuclear material in quantities not sufficient to form a critical mass” means uranium
enriched in the isotope U-235 in quantities not exceeding 350 grams of contained U-235; uranium-233
in quantities not exceeding 200 grams; plutonium in quantities not exceeding 200 grams; or any
combination of them in accordance with the following formula: For each kind of special nuclear
material, determine the ratio between the quantity of that special nuclear material and the quantity
specified above for the same kind of special nuclear material. The sum of such ratios for all of the kinds
of special nuclear material in combination shall not exceed 1. For example, the following quantities in
combination would not exceed the limitation and are within the formula:

175 (grams contained U-235) + 50 (grams U-233) +50 (grams Pu) =1
350 200 200

“SSD” means the distance between the source and the skin entrance plane of the patient (see
“Target-to-skin distance (TSD)”).
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“Stray radiation” means the sum of leakage and scattered radiation.

“Supplied-air respirator (SAR)” or “airline respirator” means an atmosphere-supplying respirator
for which the source of breathing air is not designed to be carried by the user.

“Survey” means an evaluation of the radiological conditions and potential hazards incident to the
production, use, transfer, release, disposal, or presence of sources of radiation. When appropriate,
such evaluation includes a physical survey of the location of radioactive material and measurements or
calculations of levels of radiation or concentrations or quantities of radioactive material present.

“Target-to-skin distance (TSD)”” means the distance measured along the beam axis from the center
of the front surface of the X-ray target or electron virtual source scattering foil to the surface of the
irradiated object or patient.

“Teletherapy” means therapeutic irradiation in which the source of radiation is at a distance from
the body.

“Termination of irradiation” means the stopping of irradiation in a fashion which will not permit
continuance of irradiation without the resetting of operating conditions at the control panel.

“Test” means the process of verifying compliance with an applicable regulation.

“These rules” means 641—Chapters 38 to 45.

“Tight-fitting facepiece” means a respirator inlet covering that forms a complete seal with the face.

“Total effective dose equivalent” (TEDE) means the sum of the deep dose equivalent for external
exposures and the committed effective dose equivalent for internal exposures.

“Total organ dose equivalent” (TODE) means the sum of the deep dose equivalent and the committed
dose equivalent to the organ receiving the highest dose as described in 641—40.86(1) “f.”

“Traceable to a national standard.” See “Instrument traceability” or “Source traceability.”

“Treatment site” means the anatomical description of the tissue intended to receive a radiation dose,
as described in the written directive.

“Tube” means an X-ray tube unless otherwise specified. See “X-ray tube.”

“Tube housing assembly” means the tube housing with tube installed. It includes high-voltage or
filament transformers, or both, and other appropriate elements when such are contained within the tube
housing.

“Type A quantity” means a quantity of radioactive material, the aggregate radioactivity of which
does not exceed A for special form radioactive material, or A,, for normal form radioactive material as
defined in 10 CFR 71.4.

“Type B quantity” means a quantity of radioactive material greater than a Type A quantity as defined
in 10 CFR 71.4.

“Unrefined and unprocessed ore” means ore in its natural form prior to any processing, such as
grinding, roasting, beneficiating, or refining.

“Unrestricted area” means an area to which access is neither limited nor controlled by the licensee
or registrant. For purposes of these rules, “uncontrolled area” is an equivalent term.

“U.S. Department of Energy” means the Department of Energy established by Public Law 95-91,
August 4, 1977, 91 Stat. 565, 42 U.S.C. 7101 et seq., to the extent that the department exercises
functions formerly vested in the U.S. Atomic Energy Commission, its chairman, members, officers
and components and transferred to the U.S. Energy Research and Development Administration and to
the administrator thereof pursuant to Sections 104(b), (c) and (d) of the Energy Reorganization Act
of 1974 (Public Law 93-438, October 11, 1974, 88 Stat. 1233 at 1237, effective January 19, 1975)
and retransferred to the Secretary of Energy pursuant to Section 301(a) of the Department of Energy
Organization Act (Public Law 95-91, August 4, 1977, 91 Stat. 565 at 577-578, 42 U.S.C. 7151,
effective October 1, 1977).

“User seal check (fit check)” means an action conducted by the respirator user to determine if the
respirator is properly seated to the face. Examples include negative pressure check, positive pressure
check, irritant smoke check, or isoamyl acetate check.

“Very high radiation area” means an area, accessible to individuals, in which radiation levels from
radiation sources external to the body could result in an individual’s receiving an absorbed dose in excess
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of 500 rad (5 Gy) in 1 hour at 1 meter from a source of radiation or 1 meter from any surface that the
radiation penetrates.

“Waste” means those low-level radioactive wastes that are acceptable for disposal in a land disposal
facility. For the purposes of this definition, low-level waste has the same meaning as in the Low-Level
Radioactive Waste Policy Act, P.L. 96-573, as amended by P.L. 99-240, effective January 15, 1986; that
is, radioactive waste (1) not classified as high-level radioactive waste, spent nuclear fuel, or by-product
material as defined in Section 11e(2) of the Atomic Energy Act (uranium or thorium tailings and waste)
and (2) classified as low-level radioactive waste consistent with existing law and in accordance with (1)
by the U.S. Nuclear Regulatory Commission.

“Waste handling licensees” means persons licensed to receive and store radioactive wastes prior to
disposal or persons licensed to dispose of radioactive waste.

“Wedge filter” means an added filter effecting continuous progressive attenuation on all or part of
the useful beam.

“Week” means seven consecutive days starting on Sunday.

“Whole body” means, for purposes of external exposure, head, trunk including male gonads, arms
above the elbow, or legs above the knee.

“Worker” means an individual engaged in work under a license or registration issued by the agency
and controlled by a licensee or registrant, but does not include the licensee or registrant.

“Working level” (WL) means any combination of short-lived radon daughters in 1 liter of air that
will result in the ultimate emission of 1.3E+5 MeV of potential alpha particle energy. The short-lived
radon daughters are—for radon-222: polonium-218, lead-214, bismuth-214, and polonium-214; and for
radon-220: polonium-216, lead-212, bismuth-212, and polonium-212.

“Working level month” (WLM) means an exposure to 1 working level for 170 hours—2,000 working
hours per year divided by 12 months per year is approximately equal to 170 hours per month.

“Written directive ” means an order in writing for a specific patient or human research subject, dated
and signed by an authorized user prior to the administration of a radiopharmaceutical or by an individual
qualified by training and experience to conduct particle accelerator therapy or radiation for X-ray therapy,
as specified in 641—subrule 41.2(87).

“X-radiation” means penetrating electromagnetic radiation with energy greater than 0.1 kV
produced by bombarding a metallic target with fast electrons in a high vacuum.

“X-ray tube” means any electron tube which is designed to be used primarily for the production of
X-rays.

“Year” means the period of time beginning in January used to determine compliance with the
provisions of these rules. The licensee or registrant may change the starting date of the year used to
determine compliance by the licensee or registrant provided that the change is made at the beginning of
the year and that no day is omitted or duplicated in consecutive years.

641—38.3(136C) Exemptions from the regulatory requirements.

38.3(1) General provision. The agency may, upon application therefor or upon its own initiative,
grant such exemptions or exceptions from the requirements of the rules in 641—Chapters 38 to 46 as
it determines are authorized by law and will not result in undue hazard to public health and safety or
property. Application for exemptions or exceptions should be made in accordance with 641—Chapter
178.

38.3(2) Persons using by-product material under certain Department of Energy and Nuclear
Regulatory Commission contracts.

a.  Except to the extent that NRC facilities or activities of the types subject to licensing pursuant
to the Energy Reorganization Act of 1974 are involved, any prime contractor of the NRC is exempt
from the license requirements of these rules and from the regulations of these rules to the extent that
such contractor, under the contractor’s prime contract with the NRC, manufactures, produces, transfers,
receives, acquires, owns, possesses, or uses by-product material for:
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(1) The performance of work for a department at the United States government-owned or
government-controlled site, including the transportation of by-product material to or from such site and
the performance of contract services during temporary interruptions of such transportation;

(2) Research in, or development, manufacture, storage, testing or transportation of, atomic weapons
or components thereof; or

(3) The use or operation of nuclear reactors or other nuclear devices in a United States
government-owned vehicle or vessel.

b.  In addition to the foregoing exemptions and subject to the requirement for licensing of NRC
facilities and activities pursuant to the requirements of the Energy Reorganization Act of 1974, any
prime contractor or subcontractor of the NRC is exempt from the requirements for a license set forth in
the Act and from the regulations in these rules to the extent that such prime contractor or subcontractor
manufactures, produces, transfers, receives, acquires, owns, possesses, or uses by-product material under
the contractor’s or subcontractor’s prime contract or subcontract when the NRC determines that the
exemption of the prime contractor or subcontractor is authorized by law; and that, under the terms of the
contract or subcontract, there is adequate assurance that the work can be accomplished without undue
risk to the public health and safety.

c¢.  Carriers. Common and contract carriers, freight forwarders, warehousemen, and the U.S. Postal
Service are exempt from these rules to the extent that they transport or store radioactive material in the
regular course of carriage for another or of storage incident thereto.

641—38.4(136C) General regulatory requirements.

38.4(1) Records.

a. Each licensee and registrant shall maintain records showing the receipt, transfer, and disposal
of all sources of radiation. Additional record requirements are specified elsewhere in these rules.

b.  Electronic records.

(1) A record or signature shall not be denied legal effect or enforceability solely because it is in
electronic form.

(2) A contract shall not be denied legal effect or enforceability solely because an electronic record
was used in its formation.

(3) Ifarule requires a record to be in writing, an electronic record shall satisfy the rule.

(4) If a rule requires a signature, an electronic signature shall satisfy the rule.

38.4(2) Inspections.

a. Eachlicensee and registrant shall afford the agency at all reasonable times opportunity to inspect
sources of radiation and the premises and facilities wherein such sources of radiation are used or stored.

b.  Each licensee and registrant shall make available to the agency for inspection, upon reasonable
notice, records maintained pursuant to these rules.

38.4(3) Tests. Each licensee and registrant shall perform upon instructions from the agency, or
shall permit the agency to perform, such reasonable tests as the agency deems appropriate or necessary
including, but not limited to, tests of:

a. Sources of radiation;

b.  Facilities wherein sources of radiation are used or stored;

c.  Radiation detection and monitoring instruments; and

d.  Other equipment and devices used in connection with utilization or storage of licensed or
registered sources of radiation.

38.4(4) Units of exposure and dose.

a. Asused in these rules, the quality factors for converting absorbed dose to dose equivalent are
shown in Table I.
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TABLE I
QUALITY FACTORS AND ABSORBED DOSE EQUIVALENCIES
TYPE OF RADIATION Quality Factor Absorbed Dose Equal to a
Q) Unit Dose Equivalent

(see footnote “17)
X, gamma, or beta radiation and 1 1
high-speed electrons

Alpha particles, multiple-charged 20 0.05
particles, fission fragments and
heavy particles of unknown charge

Neutrons of unknown energy 10 0.1

High-energy protons 10 0.1

1. Absorbed dose in rad equal to 1 rem or the absorbed dose in gray equal to 1 sievert.

b.  If it is more convenient to measure the neutron fluence rate than to determine the neutron dose
equivalent rate in sievert per hour or rem per hour, as provided in 38.4(4) “a, ” 1 rem (0.01 Sv) of neutron
radiation of unknown energies may, for purposes of these rules, be assumed to result from a total fluence
of 25 million neutrons per square centimeter incident upon the body. If sufficient information exists
to estimate the approximate energy distribution of the neutrons, the licensee or registrant may use the
fluence rate per unit dose equivalent or the appropriate Q value from Table II to convert a measured
tissue dose in gray or rad to dose equivalent in sievert or rem.

TABLE II
MEAN QUALITY FACTORS, Q, AND FLUENCE PER UNIT DOSE
EQUIVALENT FOR MONOENERGETIC NEUTRONS

Neutron Quality Fluence per Unit Fluence per Unit
Energy Factor2 Dose Equivalentd Dose Equivalentd
MeV) Q (neutrons cm-2 rem-1) (neutrons cm2 Sv-1)
(thermal) 2.5E-8 2 980E+6 980E+8
1E-7 2 980E+6 980E+8
1E-6 2 810E+6 810E+8
1E-5 2 810E+6 810E+8
1E4 2 840E+6 840E+8
1E-3 2 980E+6 980E+8
1E-2 2.5 1010E+6 1010E+8
1E-1 7.5 170E+6 170E+8
5E-1 11 39E+6 39E+8
1 11 27E+6 27E+8
2.5 9 29E+6 29E+8
5 8 23E+6 23E+8
7 7 24E+6 24E+8
10 6.5 24E+6 24E+8
14 7.5 17E+6 17E+8
20 8 16E+6 16E+8
40 7 14E+6 14E+8
60 5.5 16E+6 16E+8

1E+2 4 20E+6 20E+8
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Neutron Quality Fluence per Unit Fluence per Unit
Energy Factora Dose Equivalentb Dose Equivalentb
(MeV) Q) (neutrons cm-2 rem-1) (neutrons cm-2 Sv-1)
2E+2 3.5 19E+6 19E+8

3E+2 3.5 16E+6 16E+8

4E+2 3.5 14E+6 14E+8

aValue of quality factor (Q) at the point where the dose equivalent is maximum in a 30-centimeter diameter cylinder tissue-equivalent phantom.
bMonoenergetic neutrons incident normally on a 30-centimeter diameter cylinder tissue-equivalent phantom.

38.4(5) Units of activity. Rescinded IAB 4/8/98, effective 7/1/98.

38.4(6) Additional requirements. The agency may, by rule, regulation, or order, impose upon any
licensee or registrant such requirements in addition to those established in these rules as it deems
appropriate or necessary to minimize danger to public health and safety or property.

641—38.5(136C) Administrative actions. Rescinded IAB 4/3/02, effective 5/8/02.

641—38.6(136C) Prohibited uses. A hand-held fluoroscopic screen shall not be used with X-ray
equipment unless it has been accepted for certification by the U.S. Food and Drug Administration,
Center for Devices and Radiological Health. A shoe-fitting fluoroscopic device shall not be used.
Radiation from radiation-emitting machines or radioactive materials shall not be used on humans for
nonmedical purposes.

641—38.7(136C) Communications.

38.7(1) All communications and reports concerning these rules, and applications filed thereunder,
should be addressed to the agency at its office located at the lowa Department of Public Health, Bureau
of Radiological Health, Lucas State Office Building, 5th Floor, Des Moines, lowa 50319.

38.7(2) Drafts of proposed regulations released to the department from the federal government which
constitute essential information needed by the department to ensure compliance with federal regulations
are not available for public examination. Therefore, pursuant to lowa Code section 22.9, the department
waives the provision of lowa Code section 22.2 as it applies to these proposed draft regulations.

641—38.8(136C) Fees.

38.8(1) Radiation machines.

a. Each registrant shall, at the time of registration and the anniversary date thereafter, as long as
the registrant owns the radiation machine, remit to the agency a nonrefundable fee sufficient to defray
the cost of registering the equipment with the department. All fees shall be paid annually in the form
of a check or money order made payable to the lowa Department of Public Health. The fees to be paid
shall be in the amount computed by the following schedule:

ANNUAL FEE SCHEDULE

Type of X-ray machine Fee per tube Maximum fee
1. Medical $51 $1500

2. Osteopathy $51 $1500

3. Chiropractic $51 $1500

4. Dentistry $39 $1000

5. Podiatry $39 $1000

6. Veterinary Medicine $25 -

7. (Industrial/Nonmedical Use) $50 -

8. Food Sterilization $1000 -
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Type of X-ray machine Fee per tube Maximum fee
9. Accelerators $100 -
10. Electron Microscope $20 -
11. Bone Densitometry $25 -

Fees for radiation machines not listed in the above schedule shall not be less than $50 per unit/tube.

b.  Each registrant shall, where appropriate, pay the following special inspections/interpretation
fee at the written request of the department:

(1) Mammography unit inspections fees:

e  $900 for the first unit and, if the facility has additional units at the address of the first unit, a fee
of $325 for each additional unit; or

e  $900 per portable unit for each site where the unit is off-loaded and used and where the
processing and patient films are stored; or

e  Dollar amount to be determined and justified by the department on a case-by-case basis for
facilities which do not meet the above criteria; or

e  $450 for the second facility follow-up visit to review or determine the corrective action taken
to address noncompliances; or

e  $900 for each stereotactic breast biopsy unit.

(2) Mammography interpretation fees of $100 per mammography examination provided to the
department for the purpose of determining film diagnostic quality.

(3) Industrial and oncology accelerator registrants shall pay for each inspection a fee of $400 for
the first and $100 for each additional unit.

(4) Industrial radiography X-ray units/walk-in cabinet radiography X-ray unit registrants shall pay
for each inspection a fee of $250 for the first unit and $75 for each additional unit.

c¢.  Each person who is engaged in the business of installing or offering to furnish radiation
machines or is engaged in the business of furnishing or offering to furnish radiation machine servicing
or service in the state shall apply for registration of such service with the agency prior to furnishing or
offering to furnish any such service. Application shall be on a form provided by the department and
include an annual nonrefundable fee of $100.

d.  Eachperson engaged in providing health physics services in mammography in lowa, who meets
the requirements of 641—paragraph 41.6(3) “c” and is deemed qualified by this agency, must submit a
$40 annual listing fee to this agency.

e.  All mammography facilities providing services in [owa must submit a $50 annual authorization
certification fee.

1. All Iowa-accredited facilities providing mammography services in lowa must submit a $200
accreditation fee for initial accreditation and each reaccreditation.

38.8(2) Radioactive material licensing, inspection and registration fee.

a. Licensing.

(1) Fees associated with licensing of the possession and use of radioactive materials in lowa shall
not exceed those specified in 10 CFR 170.31. The radioactive materials fee schedule is available through
the agency.

(2) All required fees for new radioactive materials licenses, amendments to licenses, or renewal of
licenses shall accompany the application for the requested action.

b.  Inspections.

(1) After completion of an inspection, an inspection fee shall be assessed to a facility based on the
fees for inspection, which shall not exceed those found in 10 CFR 170.32 entitled “Schedule of Fees
for Health and Safety, and Safeguards Inspections for Materials Licenses.” The radioactive materials fee
schedule is available through the agency.

(2) All required fees for inspections conducted by the agency shall be paid within 30 days after
receipt of the agency notification following the inspection.
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¢.  Registration. Each person having generally licensed radioactive materials shall annually
register with the department and pay a nonrefundable annual fee of $200.

38.8(3) Industrial radiography testing and certification.

a. A nonrefundable fee of $175 shall be submitted with each application for taking an industrial
radiography examination to become certified by the agency.

b. A fee of $25 shall be submitted in order to replace lost identification cards issued to industrial
radiographers by the agency pursuant to 641—subrule 45.1(10).

c¢. A nonrefundable fee of $75 shall be submitted with each application, not associated with
an agency-administered industrial radiography examination, for a trainee or trainer card issued to a
radiographer’s assistant or an industrial radiographer.

38.8(4) Owner-assessed expenses. In cases in which the agency determines that the cost of
regulating or inspecting registered radiation machine facilities or radioactive materials licensees
significantly exceeds the fees charged to the facility, it may assess an additional fee to the owner or user
of the source(s) of radiation to cover the actual expenses incurred by the agency.

38.8(5) Environmental surveillance fee. A fee may be levied against any licensee, registrant,
corporation, company, business, or individual for environmental surveillance activities which are
necessary to assess the radiological impact of activities conducted by the licensee, registrant,
corporation, company, business, or individual. This fee shall be sufficient to defray actual costs incurred
by the agency, including, but not limited to, salaries of agency employees, per diem, travel, and costs
of laboratory analysis of samples, when required.

38.8(6) Certification fees. Diagnostic radiographers, radiologist assistants, radiation therapists, and
nuclear medicine technologists (as defined in 641—Chapter 42), other than licensed practitioners of the
healing arts, are required to pay fees sufficient to defray the cost of administering 641—Chapter 42. For
podiatry assistant fees, see 641—42.7(136C). Fees are as follows:

a. Annual fee. Each individual must submit a $60 initial fee for the first year and $50 annually.
These fees are nonrefundable.

b.  Examination fee. Each individual making application to take an examination given by the
agency as a limited or general nuclear medicine technologist, limited or general radiation therapist, or
limited or general diagnostic radiographer as defined in 641—Chapter 42 must pay a nonrefundable fee
of $110 each time the individual takes the examination required by 641—Chapter 42.

¢.  Recertification fees. Once certification has been terminated for failure to complete continuing
education requirements, any individual who requests permission to reestablish certification within six
months of the initial continuing education due date must meet the training and testing requirements
of 641—Chapter 42, submit proof of continuing education hours and shall submit a late fee of $30 in
addition to the annual fee in order to obtain reinstatement of certification.

d.  Continuing education late fee. Any individual who will not complete the required continuing
education before the continuing education due date and wishes to submit a plan of correction as set forth
in 64 1—subparagraph 42.2(3) “g ”(2) shall submit a nonrefundable fee of $25 along with the written plan
of correction.

38.8(7) Returned check and late fees. Persons who fail to pay required fees to the agency are subject
to the following penalties:

a. $25 for each payment received by the agency in accordance with these rules, for which
insufficient funds are available to fulfill the obligation of such payment to the agency.

b.  $25 for each month for failure to pay any fee administered by this agency starting 30 days after
the due date of the original notice. This fee is added to the unpaid fee.

38.8(8) Reciprocity. Fees paid for reciprocal recognition of out-of-state persons wishing to utilize
radiation machines or radioactive materials in lowa shall allow the out-of-state person to operate for a
total of 180 days during the 365-day reciprocity period starting the date the fee is received by the agency.

a. Radiation machines. Any out-of-state person who wishes to bring an X-ray machine or linear
accelerators into the state to perform work or services shall pay a reciprocity fee of $100 for each source
of radiation.
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b.  Radioactive materials. Out-of-state persons wishing to bring sources of radioactive material
into Iowa for business purposes may be subject to a reciprocity fee depending on the type of activity to
be performed and the type of radioactive materials license possessed (refer to 641—subrule 39.4(90)).
If a reciprocity fee is applicable, it shall be assessed at the rate for reciprocity specified in the radioactive
materials fee schedule available through the agency for each 365-day reciprocity period. In addition, if
the agency performs an inspection of the out-of-state person’s activities while in lowa, the appropriate
inspection fee as specified in the radioactive materials fee schedule will be assessed.

c.  Industrial radiographers wishing to operate in Iowa under an identification card from a
jurisdiction recognized by lowa that charges lowa card holders a fee will be assessed and must pay a
$100 fee prior to conducting industrial radiography in Towa.

38.8(9) Radon certification. Rescinded 1AB 4/3/02, effective 5/8/02.

38.8(10) Radon mitigation credentialing. Rescinded IAB 4/3/02, effective 5/8/02.

38.8(11) Radioactive material transport fee schedule.

a.  All shippers shall pay the following fee(s) unless the department obtains sufficient funding from
another source, which may include but is not limited to a federal agency or a contract with a shipper.

(1) $1800 per highway cask for each truck shipment of spent nuclear fuel, high-level radioactive
waste, transuranic waste, or highway route controlled quantity of radioactive materials or any material
shipped in accordance with 641—subrule 40.54(5) traversing the state or any portion thereof. Single
cask truck shipments are subject to a surcharge of $20 per mile for every mile over 250 miles traveled.

(2) $1300 for the first cask and $125 for each additional cask for each rail shipment of spent nuclear
fuel, high-level radioactive waste, transuranic waste, or highway route controlled quantity of radioactive
materials or any material shipped in accordance with 641—subrule 40.54(5) traversing the state or any
portion thereof.

(3) $175 for each shipment by truck or by rail paid by the shipper for low-level radioactive waste
shipped in or across Iowa. The department may accept an annual shipment fee as negotiated with a
shipper or accept payment per shipment. This fee applies to waste shipped to a site authorized by a
government agency to receive low-level radioactive waste or shipped to a storage site to be held for
future disposal.

b.  All fees must be received by the department prior to shipment. Fees must be in the form of
a check or money order made payable to the Iowa Department of Public Health and sent to the lowa
Bureau of Radiological Health, Lucas State Office Building, S5th Floor, Des Moines, lowa 50319. Other
methods of fee payment may be considered by the department on a case-by-case basis upon request of
the shipper. A request for an alternative method of payment must be made to the department prior to
shipment.

c.  All fees received pursuant to this subrule shall be used for purposes related to transporting
radioactive material, including enforcement and planning, developing, and maintaining a capability for
emergency response.

38.8(12) Fee waiver. Any fee may be waived in exchange for services (low-level waste disposal,
radiation detection instrument calibration, instrument repair, sample analysis, etc.) provided to the
agency. The waiver may only occur as a result of a 28E agreement between the parties.

641—38.9(136C) Administrative enforcement actions.

38.9(1) Scope.

a. This rule prescribes the procedure in cases initiated by the staff, or upon a request by any
person, to impose requirements by order, or to modify, suspend, or revoke a license, registration, or
certificate or to take other action as may be proper against any person subject to the jurisdiction of
the agency. The term “regulated entity” as used in this rule refers to any facility, person, partnership,
corporation or other organization which is regulated by the agency by virtue of these rules, the
Iowa Code, licensing documents, registrations, certificates, or other official regulatory promulgation.
“Authorization” means license, registration, certificate, permit, or any other document issued or
received by the agency that authorizes specific activities related to the possession and use of radioactive
materials or radiation-producing machines in lowa.
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b.  This rule also prescribes the procedures in cases initiated by the staff to impose civil penalties
pursuant to lowa Code section 136C.4, to impose serious misdemeanor penalties pursuant to lowa Code
section 136B.5 or to impose simple misdemeanor penalties pursuant to lowa Code section 136D.8.

38.9(2) Notice of violation.

a. In response to an alleged violation of any provision of the Iowa Code, these rules, the
conditions of an authorization issued by the agency or any order issued by the agency, the agency may
serve on the regulated entity a written notice of violation; a separate notice may be omitted if an order
pursuant to 38.9(3) or demand for information pursuant to 38.9(5) is issued that otherwise identifies
the apparent violation. The notice of violation will concisely state the alleged violation(s) and will
require that the regulated entity submit, within 30 days of the date of the notice or other specified time,
a written explanation or statement in reply including:

(1) Corrective steps which have been taken by the regulated entity and the results achieved;

(2) Corrective action which will be taken to prevent recurrence; and

(3) The date when full compliance will be achieved.

b.  The notice may require the regulated entity subject to the jurisdiction of the agency to admit
or deny the violation and to state the reasons for the violation, if admitted. It may provide that, if an
adequate reply is not received within the time specified in the notice, the agency may issue an order or
a demand for information as to why the authorization should not be modified, suspended, or revoked or
why such other action as may be proper should not be taken.

¢.  Violations are categorized according to five levels of severity, which are:

(1) Severity Levels I and II: Violations are of very significant regulatory concern involving actual
or high potential impact on the public health and safety.

(2) Severity Level III: Violations are cause for significant concern.

(3) Severity Level IV: Violations are less serious but are of more than minor concern and that, if
left uncorrected, could lead to a more serious health and safety concern.

(4) Severity Level V: Violations are of minor safety or environmental concern.

d. A group of violations may be evaluated in the aggregate and assigned a single higher severity
level if the violations have the same underlying cause or if the violations contributed to or were
unavoidable consequences of the underlying problem.

e.  The severity level of a violation may be increased if the violation can be considered a repetitive
violation. The term “repetitive violation” or “similar violation” means a violation that reasonably could
have been prevented by a regulated entity’s corrective action for a previous violation normally occurring
within the past two years of the inspection at issue or the period within the last two inspections, whichever
is longer.

/- The severity level of a violation may be increased if the violation involves casual disregard of
requirements, deception, or other indications of willfulness. The term “willfulness” is that characteristic
of violations ranging from deliberate intent to violate or falsify to intentional disregard for regulatory
requirements.

38.9(3) Orders.

a. The agency may institute a proceeding to modify, suspend, or revoke an authorization or to take
other action as may be proper by serving on the regulated entity an order which will:

(1) Allege the violations with which the regulated entity is charged, or the potentially hazardous
conditions or other facts deemed to be sufficient grounds for the proposed action;

(2) Provide that the regulated entity may file a written answer to the order under oath or affirmation
within 20 days of its date, or such other time as may be specified in the order;

(3) Inform the regulated entity of its right, within 20 days of the date of the order, or such other
time as may be specified in the order, to demand a hearing on all or part of the order, except in a case
where the regulated entity has consented in writing to the order;

(4) Specify the issues for hearing; and

(5) State the effective date of the order; if the agency finds that the public health, safety, or interest
so requires or that the violation or conduct causing the violation is willful, the order may provide, for
stated reasons, that the proposed action be immediately effective pending further order.
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b. A regulated entity who receives an order may respond to an order under this subrule by filing
a written answer under oath or affirmation. The answer shall specifically admit or deny each allegation
or charge made in the order and may set forth the matters of fact and law on which the regulated entity
relies, and, if the order is not consented to, the reasons as to why the order should not have been issued.
Except as provided in paragraph “d” of this subrule, the answer may demand a hearing.

c.  Ifthe answer demands a hearing, the agency will issue an order designating the time and place
of hearing.

d.  Ananswer or stipulation may consent to the entry of an order in substantially the form proposed
in the order with respect to all or some of the actions proposed in the order. The consent, in the answer
or other written document, of the regulated entity to whom the order has been issued shall constitute a
waiver by the regulated entity of a hearing, findings of fact and conclusions of law, and of all right to
seek agency and judicial review or to contest the validity of the order in any forum as to those matters
which have been consented to or agreed to or on which a hearing has not been requested. An order that
has been consented to shall have the same force and effect as an order made after hearing by a presiding
officer or the agency, and shall be effective as provided in the order.

38.9(4) Settlement and compromise. At any time after the issuance of an order designating the time
and place of hearing in a proceeding to modify, suspend, or revoke an authorization, the staff and a
regulated entity may enter into a stipulation for the settlement of the proceeding or the compromise of a
civil penalty.

38.9(5) Demand for information.

a. The agency may issue to a regulated entity a demand for information for the purpose of
determining whether an order under 38.9(3) should be issued, or whether other action should be taken,
which demand will:

(1) Allege the violations with which the regulated entity is charged, or the potentially hazardous
conditions or other facts deemed to be sufficient ground for issuing the demand; and

(2) Provide that the regulated entity must file a written answer to the demand for information
under oath or affirmation within 20 days of its date, or such time as may be specified in the demand
for information.

b. A regulated entity to whom the agency has issued a demand for information under this subrule
must respond to the demand by filing a written answer under oath or affirmation. The regulated entity’s
answer shall specifically admit or deny each allegation or charge made in the demand for information,
and shall set forth the matters of fact and law on which the licensee relies. A person other than a licensee
may answer as described above, or by setting forth its reasons why the demand should not have been
issued and, if the requested information is not provided, the reasons why it is not provided.

c¢.  Upon review of the answer filed pursuant to 38.9(5) “a ”(2), or if no answer is filed, the agency
may institute a proceeding pursuant to 38.9(3) to take such action as may be proper.

d. An answer may consent to the entry of an order pursuant to 38.9(3) in substantially the
form proposed in the demand for information. Such consent shall constitute a waiver as provided in
38.93)“d.”

38.9(6) Civil penalties.

a. Before instituting any proceeding to impose a civil penalty under lowa Code section 136C.4,
the agency shall serve a written notice of violation upon the person charged. This notice may be included
in a notice issued pursuant to 38.9(2). The notice of violation shall specify the date or dates, facts, and the
nature of the alleged act or omission with which the person is charged and shall identify specifically the
particular provision or provisions of the law, rule, regulation, license, permit, or cease and desist order
involved in the alleged violation and must state the amount of each proposed penalty. The notice of
violation shall also advise the person charged that the civil penalty may be paid in the amount specified
therein, or the proposed imposition of the civil penalty may be protested in its entirety or in part, by
a written answer, either denying the violation or showing extenuating circumstances. The notice of
violation shall advise the person charged that upon failure to pay a civil penalty subsequently determined
by the agency, if any, unless compromised, remitted, or mitigated, the fee shall be collected by civil
action, pursuant to Iowa Code section 136C.4.
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b.  Within 20 days of the date of a notice of violation or other time specified in the notice, the
person charged may either pay the penalty in the amount proposed or answer the notice of violation. The
answer to the notice of violation shall state any facts, explanations, and arguments denying the charges
of violation, or demonstrating any extenuating circumstances, error in the notice of violation, or other
reason why the penalty should not be imposed and may request remission or mitigation of the penalty.

c.  If the person charged with violation fails to answer within the time specified in 38.9(6) “b, ” an
order may be issued imposing the civil penalty in the amount set forth in the notice of violation described
in 38.9(6) “a.”

d.  Ifthe person charged with violation files an answer to the notice of violation, the agency, upon
consideration of the answer, will issue an order dismissing the proceeding or imposing, mitigating, or
remitting the civil penalty. The person charged may, within 20 days of the date of the order or other time
specified in the order, request a hearing.

e. If the person charged with violation requests a hearing, the agency will issue an order
designating the time and place of hearing.

£~ If a hearing is held, an order will be issued after the hearing by the presiding officer or the
agency dismissing the proceeding or imposing, mitigating, or remitting the civil penalty.

g The agency may compromise any civil penalty, subject to the provisions of 38.9(4).

h.  If the civil penalty is not compromised, or is not remitted by the presiding officer or the
agency, and if payment is not made within ten days following either the service of the order described
in 38.9(6) “c” or “f,” or the expiration of the time for requesting a hearing described in 38.9(6) “d, ” the
agency may refer the matter to the attorney general for collection.

i.  Except when payment is made after compromise or mitigation by the Department of Justice or
as ordered by a court of the state, following reference of the matter to the attorney general for collection,
payment of civil penalties imposed under Iowa Code section 136C.4 shall be made by check, draft, or
money order payable to the lowa Department of Public Health.

38.9(7) Requests for action under this rule.

a. Any person may file a request to institute a proceeding pursuant to 38.9(3) to modify, suspend,
or revoke an authorization as may be proper. Such a request shall be addressed to the Chief, Bureau of
Radiological Health, lowa Department of Public Health, Lucas State Office Building, Des Moines, lowa
50319. The requests shall specify the action requested and set forth the facts that constitute the basis
for the request. The bureau chief will discuss the matter with staff to determine appropriate action in
accordance with 38.9(7)“b.”

b.  Within a reasonable time after a request pursuant to 38.9(7) “a” has been received, the bureau
chief shall either institute the requested proceeding in accordance with this rule or shall advise the person
who made the request in writing that no proceeding will be instituted, in whole or in part, with respect
to the request, and the reasons for the decision.

¢. (1) The bureau chief’s decisions under this rule will be filed and within 25 days after the date
of the bureau chief’s decision under this rule that no proceeding will be instituted or other action taken
in whole or in part, the agency may on its own motion review that decision, in whole or in part, to
determine if the bureau chief has abused discretion. This review power does not limit in any way either
the agency’s supervisory power over delegated staff actions or the agency’s power to consult with the
staff on a formal or informal basis regarding institution of proceedings under this rule.

(2) No petition or other request for agency review of a bureau chief’s decision under this rule will
be entertained by the agency.

38.9(8) Impounding. The agency may impound or order the impounding of radioactive material in
the possession of a person who fails to observe the provisions of lowa Code chapter 136C, or any rules,
license or registration conditions, or orders issued by this agency.

a. If agency action is necessary to protect the public health and safety, no prior notice need be
given the owner or possessor. If agency action is not necessary to protect the public health and safety,
the agency will give to either the owner or the possessor of the source of radiation written notice of the
intention to impound the source of radiation.
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(1) Either the owner or the possessor shall have 20 days from the date of personal service of certified
mailing to request a hearing, except in the case where the regulated entity has consented in writing to
the impoundment.

(2) Ifahearingisrequested, the agency will issue an order designating the time and place of hearing.

b. At the agency’s direction, the impounded sources of radiation may be disposed of by:

(1) Returning the source of radiation to a properly licensed or registered owner that did not cause
the emergency;

(2) Returning the source of radiation to a licensee or registrant after the emergency is over and after
settlement of any compliance action; or

(3) Selling, destroying, or disposing of the source of radiation in another manner within the
agency’s discretion.

641—38.10(136C) Deliberate misconduct.

38.10(1) Any licensee, registrant, applicant for a license or certificate of registration, employee of
a licensee, registrant or applicant; or any contractor (including a supplier or consultant), subcontractor,
employee of a contractor or subcontractor of any licensee or registrant or applicant for a license or
certificate of registration, who knowingly provides to any licensee, applicant, registrant, contractor, or
subcontractor any components, equipment, materials, or other goods or services that relate to a licensee’s,
registrant’s or applicant’s activities in this rule, may not:

a. Engage in deliberate misconduct that causes or would have caused, if not detected, a licensee,
registrant, or applicant to be in violation of any rule, regulation, or order; or any term, condition, or
limitation of any license or registration issued by the agency; or

b.  Deliberately submit to the agency, a licensee, registrant, applicant, or a licensee’s, registrant’s,
or applicant’s contractor or subcontractor, information that the person submitting the information knows
to be incomplete or inaccurate in some respect material to the agency.

38.10(2) A person who violates paragraph 38.10(1) “a” or “b”” may be subject to enforcement action
in accordance with the procedures in 641—38.9(136C).

38.10(3) For the purposes of paragraph 38.10(1) “a, ”” deliberate misconduct by a person means an
intentional act or omission that the person knows:

a. Would cause a licensee, registrant, or applicant to be in violation of any rule, regulation, or
order; or any term, condition, or limitation of any license issued by the agency; or

b.  Constitutes a violation of a requirement, procedure, instruction, contract, purchase order, or
policy of a licensee, registrant, applicant, contractor, or subcontractor.

These rules are intended to implement lowa Code chapter 136C.

[Filed 4/7/80, Notice 2/6/80—published 4/30/80, effective 7/1/80]
[Filed 5/17/85, Notice 2/7/85—published 6/5/85, effective, see rule 38.18]
[Filed 11/24/86, Notice 10/8/86—published 12/17/86, eftective 1/21/87]
[Filed 11/6/87, Notice 9/23/87—published 12/2/87, effective 1/6/88]
[Filed 9/30/88, Notice 8/10/88—published 10/19/88, effective 11/23/88]
[Filed emergency 11/9/89 after Notice 10/4/89—published 11/29/89, effective 11/9/89]
[Filed 1/14/91, Notice 10/17/90—published 2/6/91, effective 3/13/91]°
[Filed 5/10/91, Notice 4/3/91—published 5/29/91, effective 8/28/91]
[Filed 5/8/92, Notice 4/1/92—published 5/27/92, effective 7/1/92]
[Filed 7/16/92, Notice 5/27/92—published 8/5/92, effective 9/9/92]
[Filed emergency 8/14/92—published 9/2/92, effective 9/9/92]
[Filed emergency 9/14/92 after Notice 7/22/92—published 9/30/92, effective 10/1/92]
[Filed 11/5/92, Notice 9/30/92—published 11/25/92, effective 1/13/93]
[Filed 9/17/93, Notice 8/4/93—published 10/13/93, effective 1/1/94]
[Filed emergency 11/15/93—published 12/8/93, effective 11/15/93]
[Filed 7/14/94, Notice 6/8/94—published 8/3/94, effective 9/7/94]
[Filed 5/15/95, Notice 3/29/95—published 6/7/95, effective 7/12/95]
[Filed 1/11/96, Notice 10/11/95—published 1/31/96, effective 3/6/96]
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[Filed 3/15/96, Notice 1/31/96—published 4/10/96, effective 5/15/96]
[Filed 9/16/96, Notice 7/17/96—published 10/9/96, effective 11/16/96]
[Filed 5/16/97, Notice 4/9/97—published 6/4/97, effective 7/9/97]
[Filed 2/26/98, Notice 9/10/97—published 3/25/98, effective 4/29/98]
[Filed 3/18/98, Notice 1/14/98—published 4/8/98, effective 7/1/98]
[Filed 4/2/99, Notice 1/13/99—published 4/21/99, effective 7/1/99]
[Filed 3/15/00, Notice 1/26/00—published 4/5/00, effective 5/10/00]
[Filed 3/16/01, Notice 2/7/01—published 4/4/01, effective 5/9/01']
[Filed 5/10/01, Notice 4/4/01—published 5/30/01, effective 7/4/01]
[Filed without Notice 1/10/02—published 2/6/02, effective 3/14/02]
[Filed 3/14/02, Notice 2/6/02—published 4/3/02, effective 5/8/02]
[Filed 11/15/02, Notice 10/2/02—published 12/11/02, effective 1/15/03]
[Filed 3/14/03, Notice 2/5/03—published 4/2/03, effective 5/7/03]
[Filed 11/17/03, Notice 10/1/03—published 12/10/03, effective 1/14/04]
[Filed 3/12/04, Notice 2/4/04—published 3/31/04, effective 5/5/04]
[Filed 3/11/05, Notice 2/2/05—published 3/30/05, effective 5/4/05]
[Filed 3/9/06, Notice 2/1/06—published 3/29/06, effective 5/3/06]
[Filed 3/16/07, Notice 1/31/07—published 4/11/07, effective 5/16/07]
[Filed 7/13/07, Notice 6/6/07—published 8/1/07, effective 9/5/07]
[Filed 5/14/08, Notice 4/9/08—published 6/4/08, effective 7/9/08]

Two or more ARCs

May 4, 2001.
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Effective date of 38.8(11) delayed 70 days from May 9, 2001, by the Administrative Rules Review Committee at its meeting held

At its meeting held July 10, 2001, the Committee delayed the effective date until adjournment of the 2002 Session of the

General Assembly.
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CHAPTER 39
REGISTRATION OF RADIATION MACHINE FACILITIES, LICENSURE OF RADIOACTIVE
MATERIALS AND TRANSPORTATION OF RADIOACTIVE MATERIALS

641—39.1(136C) Purpose and scope.

39.1(1) All persons possessing radiation machines within the state shall be registered in accordance
with this chapter, except as specifically exempted.

39.1(2) No person shall receive, possess, use, transfer, own, or acquire radioactive material except
as authorized in a specific or general license issued pursuant to this chapter or as otherwise provided in
these rules.

39.1(3) All references to any Code of Federal Regulations (CFR) in this chapter are those in effect
as of July 9, 2008.

39.1(4) In addition to the requirements of this chapter, all registrants are subject to the requirements
of 641—Chapters 38 and 40. Furthermore, registrants engaged in healing arts are subject to the
requirements of 641—Chapters 41 and 42; registrants engaged in industrial/nonmedical radiographic
operations are subject to the requirements of 641—Chapter 45.

39.1(5) In areas under exclusive federal jurisdiction, nothing in these rules applies to the extent that
persons are subject to regulation by the U.S. Nuclear Regulatory Commission (NRC) or other federal
agencies.

641—39.2(136C) Definitions. For the purpose of this chapter, the definitions in 641—Chapter 38 may
also apply to this chapter.

641—39.3(136C) Requirements for registration of X-ray and other electronic machines that
produce radiation.

39.3(1) Exemptions.

a. Electronic equipment that produces radiation incidental to its operation for other purposes
is exempt from the registration and notification requirements of this chapter, provided that the dose
equivalent rate averaged over an area of 10 square centimeters does not exceed 0.5 millirem (5 uSv)
per hour at 5 centimeters from any accessible surface of such equipment. The production, testing, or
factory servicing of such equipment shall not be exempt.

b.  Radiation machines while in transit or storage incident thereto are exempt from the requirements
of this chapter.

c.  Domestic television receivers are exempt from the requirements of this chapter.

39.3(2) Application for registration of radiation machine facilities. Each person having a radiation
machine facility shall:

a. Apply for registration of such facility with the agency prior to the operation of a radiation
machine facility. In order to register equipment, the person must have a storage area located in lowa
where records of equipment maintenance and quality assurance, personnel monitoring, and personnel
certification must be kept for review during an inspection. The records may be stored on a van, if
appropriate. An lowa mailing address is not required. Application for registration shall be completed on
forms furnished by the agency and shall include the appropriate fee from 641—38.8(136C).

b.  Designate on the application form an individual to be responsible for radiation protection.

c¢.  Each registrant shall prohibit any person from furnishing radiation machine servicing or
services as described in 39.3(3)“d” to the registrant’s radiation machine facility until such person
provides evidence that the person has been registered with the agency as a provider of services in
accordance with 39.3(3).

39.3(3) Application for registration of servicing and services.

a.  Eachperson who is engaged in the business of installing or offering to install radiation machines
or is engaged in the business of furnishing or offering to furnish radiation machine servicing or services
in this state shall apply for registration of such services with the agency prior to furnishing or offering
to furnish any such services.
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b.  Application for registration shall be completed on forms furnished by the agency and shall
contain all information required by the agency as indicated on the forms and accompanying instructions
and include the fee required in 641—paragraph 38.8(1) “c.”

c.  Each person applying for registration under this chapter shall specify:

(1) That the person has read and understands the requirements of these rules;

(2) The services for which the person is applying for registration;

(3) The training and experience that qualify the person to discharge the services for which the
person is applying for registration;

(4) The type of measurement instrument to be used, frequency of calibration, and source of
calibration; and

(5) The type of personnel dosimeters supplied, frequency of reading, and replacement or exchange
schedule.

d.  For the purpose of 39.3(3), services may include but shall not be limited to:

(1) Installation and servicing of radiation machines and associated radiation machine components;

(2) Calibration of radiation machines or radiation measurement instruments or devices;

(3) Radiation protection or health physics consultations or surveys; and

(4) Processor or processor servicing, or both.

(5) Calibration and compliance surveys of external beam radiation therapy units.

e.  No individual shall perform services which are not specifically stated for that individual on the
notice of registration issued by the agency.

f A registration may be revoked for violating or causing a facility to violate any of the rules in
641—Chapters 38 through 45.

g Radiation therapy physicists providing services for therapeutic radiation machines must provide
proof that the training requirements of 641—subrule 41.3(6) have been met.

39.3(4) Issuance of notice of registration.

a. Upon a determination that an applicant meets the requirements of this chapter, the agency shall
issue a notice of registration.

b.  The agency may incorporate in the notice of registration at the time of issuance or thereafter
by appropriate rule, regulation, or order, such additional requirements and conditions with respect to
the registrant’s receipt, possession, use, and transfer of radiation machines as it deems appropriate or
necessary.

39.3(5) Expiration of notice of registration. Except as provided by 39.3(6)“h,” each notice of
registration shall expire within 12 months of issuance or at the end of the specified day in the month
and year stated therein.

39.3(6) Renewal of notice of registration.

a. Application for renewal of registration shall be filed in accordance with 39.3(2) or 39.3(3).

b. In any case in which a registrant has properly filed an application for renewal of current
registration within 90 days prior to the expiration of the existing registration, such existing registration
shall not expire until the application status has been finally determined by the agency.

39.3(7) Report of changes. The registrant shall notify the agency in writing before making any
change which would render the information contained in the application for registration or the notice
of registration no longer accurate.

39.3(8) Approval not implied. No person, in any advertisement, shall refer to the fact that the person
or the person’s facility is registered with the agency pursuant to the provisions of 39.3(2) or 39.3(3), and
no person shall state or imply that any activity under such registration has been approved by the agency.

39.3(9) Assembler and transfer obligation.

a. Any person who sells, leases, transfers, lends, disposes of, assembles, or installs radiation
machines in this state shall notify the agency in writing within 15 days of:

(1) The name and address of persons who have received these machines;

(2) The manufacturer, model, and serial number of each radiation machine transferred; and

(3) The date of transfer of each radiation machine.
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b.  No person shall make, sell, lease, transfer, lend, assemble, or install radiation machines or the
supplies used in connection with such machines unless such supplies and equipment, when properly
placed in operation and used, shall meet the requirements of 641—Chapters 38, 39, 40 and 41.

c. In the case of diagnostic X-ray systems which contain certified components, a copy of the
assembler’s report prepared in accordance with the requirements of the federal diagnostic X-ray
standard (21 CFR 1020.30(d)) shall be submitted to the agency within 15 days following completion of
the assembly. Such report shall suffice in lieu of any other report by the assembler.

39.3(10) Reciprocity —out-of-state radiation machines.

a.  Whenever any radiation machine is to be brought into the state, for any temporary use, the
person proposing to bring such machine into the state shall give written notice to the agency at least
three working days before such machine is to be used in the state. The notice shall include:

(1) The type of radiation machine;

(2) The nature, duration, and scope of use;

(3) The exact location(s) where the radiation machine is to be used; and

(4) States in which this machine is registered.

b. If, for a specific case, the three-working-day period would impose an undue hardship on the
person, upon application to the agency, permission to proceed sooner may be granted.

c¢.  The person referred to in 39.3(10) “a” shall:

(1) Comply with all applicable rules of the agency;

(2) Supply the agency with such other information as the agency may reasonably request; and

(3) Not operate within the state on a temporary basis in excess of 180 calendar days in a 365-day
reciprocity period. The 365-day reciprocity period starts on the day the agency receives the appropriate
fee, as specified in 641—subrule 38.8(8), and ends exactly 365 days later. It is the registrant’s
responsibility to ensure the 180-day limit is not exceeded during the 365-day reciprocity period and
to ensure that the reciprocal recognition is renewed 30 days prior to the expiration of the 365-day
reciprocity period.

39.3(11) Exemption. Rescinded IAB 4/8/98, effective 7/1/98.

641—39.4(136C) Requirements for licensing of radioactive materials.

39.4(1) Additional requirements.

a. In addition to the requirements of this chapter, all licensees are subject to the requirements of
641—Chapters 38, 40 and 41. Furthermore, licensees engaged in industrial/nonmedical radiographic
operations are subject to the requirements of 641—Chapter 45; licensees using radionuclides in the
healing arts are subject to the requirements of 641—41.2(136C) and 641—Chapter 42; and licensees
engaged in land disposal of radioactive material are subject to the requirements of 641—Chapter 40.

b.  Anlowa radioactive materials license requires that the person have a permanent storage area in
Iowa where records are maintained pertaining to licensed activities, equipment maintenance and quality
assurance, personnel monitoring, and personnel certification and where material can be stored. The
records may be stored on a van, if appropriate. The storage area must be accessible during inspections.
An ITowa mailing address is not required.

39.4(2) Source material.

a.  Any person is exempt from this chapter to the extent that such person receives, possesses, uses,
owns, or transfers source material in any chemical mixture, compound, solution, or alloy in which the
source material is by weight less than 1/20 of 1 percent (0.05 percent) of the mixture, compound, solution,
or alloy.

b.  Any person is exempt from this chapter to the extent that such person receives, possesses, uses,
or transfers unrefined and unprocessed ore containing source material; provided that, except as authorized
in a specific license, such person shall not refine or process such ore.

c.  Any person is exempt from this chapter to the extent that such person receives, possesses, uses,
or transfers:

(1) Any quantities of thorium contained in:

1. Incandescent gas mantles,
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2. Vacuum tubes,

3. Welding rods,

4.  Electric lamps for illuminating purposes, provided that each lamp does not contain more than
50 milligrams of thorium,

5. Germicidal lamps, sunlamps, and lamps for outdoor or industrial lighting, provided that each
lamp does not contain more than 2 grams of thorium,

6. Rare earth metals and compounds, mixtures, and products containing not more than 0.25 percent
by weight thorium, uranium, or any combination of these, or

7.  Personnel neutron dosimeters, provided that each dosimeter does not contain more than 50
milligrams of thorium.

(2) Source material contained in the following products:

1.  Glazed ceramic tableware, provided that the glaze contains not more than 20 percent by weight
source material,

2. Glassware containing not more than 10 percent by weight source material, but not including
commercially manufactured glass brick, pane glass, ceramic tile, or other glass or ceramic used in
construction,

3. Glass enamel or glass enamel frit containing not more than 10 percent by weight source material
imported or ordered for importation into the United States, or initially distributed by manufacturers in
the United States, before July 25, 1983, or

4. Piezoelectric ceramic containing not more than 2 percent by weight source material.

(3) Photographic film, negatives, and prints containing uranium or thorium.

(4) Any finished product or part fabricated of, or containing, tungsten-thorium or
magnesium-thorium alloys, provided that the thorium content of the alloy does not exceed 4 percent by
weight and that this exemption shall not be deemed to authorize the chemical, physical, or metallurgical
treatment or processing of any such product or part.

(5) Uranium contained in counterweights installed in aircraft, rockets, projectiles, and missiles, or
stored or handled in connection with installation or removal of such counterweights, provided that:

1.  The counterweights are manufactured in accordance with a specific license issued by the U.S.
Nuclear Regulatory Commission, authorizing distribution by the licensee pursuant to 10 CFR Part 40,

2. Each counterweight has been impressed with the following legend clearly legible through any
plating or other covering: “DEPLETED URANIUM,”

3. Each counterweight is durably and legibly labeled or marked with the identification of the
manufacturer and the statement: “UNAUTHORIZED ALTERATIONS PROHIBITED,” and

4. This exemption shall not be deemed to authorize the chemical, physical, or metallurgical
treatment or processing of any such counterweights other than repair or restoration of any plating or
other covering.

(6) Natural or depleted uranium metal used as shielding constituting part of any shipping container,
provided that:

1. The shipping container is conspicuously and legibly impressed with the legend
“CAUTION—RADIOACTIVE SHIELDING—URANIUM,,” and

2. The uranium metal is encased in mild steel or equally fire-resistant metal of minimum wall
thickness of 1/8 inch (3.2 mm).

(7) Thorium contained in finished optical lenses, provided that each lens does not contain more
than 30 percent by weight of thorium, and that this exemption shall not be deemed to authorize either:

1. The shaping, grinding, or polishing of such lens or manufacturing processes other than the
assembly of such lens into optical systems and devices without any alteration of the lens, or

2. The receipt, possession, use, or transfer of thorium contained in contact lenses, or in spectacles,
or in eyepieces in binoculars or other optical instruments.

(8) Uranium contained in detector heads for use in fire detection units, provided that each detector
head contains not more than 0.005 microcurie of uranium.

(9) Thorium contained in any finished aircraft engine part containing nickel-thoria alloy, provided
that:
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1. The thorium is dispersed in the nickel-thoria alloy in the form of finely divided thoria (thorium
dioxide), and

2. The thorium content in the nickel-thoria alloy does not exceed 4 percent by weight.

d.  The exemptions in 39.4(2) do not authorize the manufacture of any of the products described.

e. The requirements specified in 39.4(2) “c”(5)“2” and “3” need not be met by counterweights
manufactured prior to December 31, 1969, provided that such counterweights are impressed with the
legend, “CAUTION—RADIOACTIVE MATERIAL—URANIUM,” as previously required by the
rules.

39.4(3) Radioactive material other than source material.

a. Exempt concentrations.

(1) Except as provided in 39.4(3) “a”(2), any person is exempt from this chapter to the extent
that such person receives, possesses, uses, transfers, owns or acquires products containing radioactive
material introduced in concentrations not in excess of those listed in Appendix A of this chapter.

(2) No person may introduce radioactive material into a product or material knowing or having
reason to believe that it will be transferred to persons exempt under 39.4(3)“a”(1) or equivalent
regulations of the U.S. Nuclear Regulatory Commission, any agreement state or licensing state, except
in accordance with a specific license issued pursuant to 39.4(29) or the general license provided in
39.4(90).

(3) An exemption is granted to persons who receive, possess, use, process, transfer, distribute, and
dispose of materials containing or contaminated at concentrations less than 20 picocuries per gram of
radium.

(4) This rule shall not be deemed to authorize the import of radioactive material or products
containing radioactive material.

(5) A manufacturer, processor, or producer of a product or material in an agreement state is exempt
from the requirements for a license and from these rules to the extent that the manufacturer, processor,
or producer transfers radioactive material contained in a product or material in concentrations not in
excess of the requirements in Appendix A of this chapter and introduced into the product or material
by a licensee holding a specific license issued by an agreement state or the U.S. Nuclear Regulatory
Commission expressly authorizing such introduction. This exemption does not apply to the transfer of
radioactive material contained in any food, beverage, cosmetic, drug, or other commodity or product
designed for ingestion or inhalation by, or application to, a human being.

b.  Exempt quantities.

(1) Exceptas provided in 39.4(3) “b ”(3) and (4), any person is exempt from these rules to the extent
that such person receives, possesses, uses, transfers, owns, or acquires radioactive material in individual
quantities, each of which does not exceed the applicable quantity set forth in Appendix B of this chapter.

(2) Any person who possesses radioactive material received or acquired under the general license
issued for manufacture of devices and equipment under special license from NRC is exempt from the
requirements for a license set forth in this chapter to the extent that such person possesses, uses, transfers
or owns such radioactive material. Such exemption does not apply for radium-226.

(3) This paragraph (39.4(3)“b”’) does not authorize for purposes of commercial distribution the
production, packaging or repackaging of radioactive material for purposes of commercial distribution,
or the incorporation of radioactive material into products intended for commercial distribution.

(4) No person may, for purposes of commercial distribution, transfer radioactive material in the
individual quantities set forth in Appendix B of this chapter, knowing or having reason to believe that
such quantities of radioactive material will be transferred to persons exempt under 39.4(3) or equivalent
regulations of the U.S. Nuclear Regulatory Commission, any agreement state or licensing state, except
in accordance with a specific license issued by the U.S. Nuclear Regulatory Commission pursuant to
Section 32.18 of 10 CFR 32 or by the agency pursuant to 39.4(29) “b, ” which license states that the
radioactive material may be transferred by the licensee to persons exempt under 39.4(3)“b” or the
equivalent regulations of the U.S. Nuclear Regulatory Commission, an agreement state, or licensing
state. Authority to transfer possession or control by the manufacturer, processor, or producer of any
equipment, device, commodity, or other product containing by-product material whose subsequent
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possession, use, transfer, and disposal by all other persons are exempted from regulatory requirements
may be obtained only from the U.S. Nuclear Regulatory Commission, Washington, D.C. 20555.

c.  Exempt items.

(1) Certain items containing radioactive material. Except for persons who apply radioactive
material to, or persons who incorporate radioactive material into, the following products, or persons
who initially transfer for sale or distribution the following products containing radioactive material,
any person is exempt from these rules to the extent that the person receives, possesses, uses, transfers,
owns, or acquires the following products:

1. Timepieces or hands or dials containing not more than the following specified quantities of
radioactive material and not exceeding the following specified radiation dose rate:

e 25 millicuries (925 MBq) of tritium per timepiece;

e 5 millicuries (185 MBq) of tritium per hand;

e 15 millicuries (555 MBq) of tritium per dial (bezels when used shall be considered as part of
the dial);

e 100 microcuries (3.7 MBq) of promethium-147 per watch or 200 microcuries (7.4 MBq) of
promethium-147 per any other timepiece;

e 20 microcuries (0.74 MBq) of promethium-147 per watch hand or 40 microcuries (1.48 MBq)
of promethium-147 per other timepiece hand,;

e 60 microcuries (2.22 MBq) of promethium-147 per watch dial or 120 microcuries (4.44 MBq)
of promethium-147 per other timepiece dial (bezels when used shall be considered as part of the dial).

2. Theradiation dose rate from hands and dials containing promethium-147 will not exceed, when
measured through 50 milligrams per square centimeter of absorber:

e  For wrist watches, 0.1 millirad (1 pGy) per hour at 10 centimeters from any surface.

e  For pocket watches, 0.1 millirad (1 pGy) per hour at 1 centimeter from any surface.

e  For any other timepiece, 0.2 millirad (2 pGy) per hour at 10 centimeters from any surface.

e  One microcurie (37 kBq) of radium-226 per timepiece in timepieces acquired prior to the
effective date of this rule.

3. Lock illuminators containing not more than 15 millicuries (555 MBq) of tritium or not more
than 2 millicuries (74 MBq) of promethium-147 installed in automobile locks. The radiation dose rate
from each lock illuminator containing promethium-147 will not exceed 1 millirad (10 pGy) per hour at
1 centimeter from any surface when measured through 50 milligrams per square centimeter of absorber.

4. Precision balances containing not more than 1 millicurie (37 MBq) of tritium per balance or
not more than 0.5 millicurie (18.5 MBq) of tritium per balance part.

5. Automobile shift quadrants containing not more than 25 millicuries (925 MBq) of tritium.

6. Marine compasses containing not more than 750 millicuries (27.8 GBq) of tritium gas and other
marine navigational instruments containing not more than 250 millicuries (9.25 GBq) of tritium gas.

7. Thermostat dials and pointers containing not more than 25 millicuries (925 MBq) of tritium per
thermostat.

8.  Electron tubes, provided that each tube does not contain more than one of the following
specified quantities of radioactive material:

e 150 millicuries (5.55 GBq) of tritium per microwave receiver protector tube or 10 millicuries
(370 MBq) of tritium per any other electron tube;

1 microcurie (37 kBq) of cobalt-60;

5 microcuries (185 kBq) of nickel-63;

30 microcuries (1.11 MBq) of krypton-85;

5 microcuries (185 kBq) of cesium-137; and

e 30 microcuries (1.11 MBq) of promethium-147.

And provided further, that the radiation dose rate from each electron tube containing radioactive material
will not exceed 1 millirad (10 uGy) per hour at 1 centimeter from any surface when measured through
7 milligrams per square centimeter of absorber. For purposes of 39.4(3)“c”(1)“8,” “electron tubes”
include spark gap tubes, power tubes, gas tubes including glow lamps, receiving tubes, microwave tubes,
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indicator tubes, pick-up tubes, radiation detection tubes, and any other completely sealed tube that is
designed to conduct or control electrical currents.

9. lonizing radiation measuring instruments, for purposes of internal calibration or
standardization, containing one or more sources of radioactive material, provided that:

e  Each source contains no more than one exempt quantity set forth in Appendix B of this chapter;

e  FEach device contains no more than ten exempt quantities. For purposes of this requirement, a
device’s source(s) may contain either one type of or different types of radionuclides, and an individual
exempt quantity may be composed of fractional parts of one or more of the exempt quantities in Appendix
B of this chapter, provided that the sum of such fractions shall not exceed unity; or

e  For americium-241, 0.05 microcurie (1.85 kBq) is considered an exempt quantity under
39.4(3)“c”(1)*9.”

10. Spark gap irradiators containing not more than 1 microcurie (37 kBq) of cobalt-60 per spark
gap irradiator for use in electrically ignited fuel oil burners having a firing rate of at least 3 gallons (11.4
1) per hour.

(2) Self-luminous products containing radioactive material.

1. Tritium, krypton-85, or promethium-147. Except for persons who manufacture, process,
produce, or initially transfer for sale or distribution self-luminous products containing tritium,
krypton-85, or promethium-147, any person is exempt from these rules to the extent that such person
receives, possesses, uses, transfers, owns, or acquires tritium, krypton-85 or promethium-147 in
self-luminous products manufactured, processed, produced, imported, or transferred in accordance with
a specific license issued by the U.S. Nuclear Regulatory Commission pursuant to Section 32.22 of 10
CFR Part 32, which license authorizes the initial transfer of the product for use under these rules. Any
person who desires to manufacture, process, or produce self-luminous products containing tritium,
krypton-85, or promethium-147, or to transfer such products for use according to this paragraph,
shall apply for a license which states that the product may be transferred by the licensee to persons
exempt from this paragraph. The exemption in 39.4(3) “c”(2) does not apply to tritium, krypton-85, or
promethium-147 used in products primarily for frivolous purposes or in toys or adornments.

2. Radium-226. Any person is exempt from these rules to the extent that such person receives,
possesses, uses, transfers, or owns articles containing less than 0.1 microcurie (3.7 kBq) of radium-226
which were acquired prior to the effective date of these rules.

(3) Gas and aerosol detectors containing radioactive material.

1.  Except for persons who manufacture, process, produce, or initially transfer for sale or
distribution gas and aerosol detectors containing radioactive material, any person is exempt from
641—Chapters 38, 39, 40, and 41 to the extent that such person receives, possesses, uses, transfers,
owns, or acquires radioactive material in gas and aerosol detectors designed to protect life or property
from fires and airborne hazards and manufactured, processed, produced, or initially transferred in
accordance with a specific license issued by the U.S. Nuclear Regulatory Commission pursuant to
Section 32.27 of 10 CFR Part 32; or a licensing state pursuant to 39.4(29) “c, ” which authorizes the
initial transfer of the product for use under this rule.

2. Gas and aerosol detectors previously manufactured and distributed to general licensees in
accordance with a specific license issued by an agreement state shall be considered exempt under
39.4(3) “c”(3)“1,” provided that the device is labeled in accordance with the specific license authorizing
distribution of the generally licensed device, and provided further that they meet the requirements of
39.4(29)“c.”

3. Gas and aerosol detectors containing NARM previously manufactured and distributed in
accordance with a specific license issued by a licensing state shall be considered exempt under
39.4(3)“c”(3)“1,” provided that the device is labeled in accordance with the specific license authorizing
distribution, and provided further that they meet the requirements of 39.4(29) “c.”

4. Any person who desires to manufacture, process, or produce gas and aerosol detectors
containing radioactive material, or to initially transfer such products for use pursuant to
39.4(3)“c”(3)“1,” shall apply for a license which states that the product may be initially transferred
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by the licensee to persons exempt from these rules, the regulations of the U.S. Nuclear Regulatory
Commission, or equivalent rules of an agreement state.

(4) Resins containing scandium-46 and designed for sand consolidation in oil wells. Any person
is exempt from these rules to the extent that such person receives, possesses, uses, transfers, owns or
acquires synthetic plastic resins containing scandium-46 which are designed for sand consolidation in
oil wells. Such resins shall have been manufactured or initially transferred for sale or distribution in
accordance with a specific license issued by the U.S. Nuclear Regulatory Commission, or shall have
been manufactured in accordance with the specifications contained in a specific license issued by the
agency or any agreement state to the manufacturer of such resins pursuant to licensing requirements
equivalent to those in Sections 32.16 and 32.17 of 10 CFR Part 32 of the regulations of the U.S. Nuclear
Regulatory Commission. This exemption does not authorize the manufacture or initial transfer for sale
or distribution of any resins containing scandium-46.

(5) Radioactive drug: capsules containing carbon-14 urea for “in vivo” diagnostic use for humans.

1. Except as provided in paragraphs “b” and “c” of this subrule, any person is exempt from the
requirements for a license set forth in this chapter and in 641—41.2(136C) provided that such person
receives, possesses, uses, transfers, owns, or acquires capsules containing 37 kBq 1uCi carbon-14 urea
(allowing for nominal variation that may occur during the manufacturing process) each, for “in vivo”
diagnostic use for humans.

2. Any person who desires to use the capsules for research involving human subjects shall apply
for and receive a specific license pursuant to 641—41.2(136C).

3. Any person who desires to manufacture, prepare, process, produce, package, repackage, or
transfer for commercial distribution such capsules shall apply for and receive a specific license pursuant
to 39.4(20) of this rule.

4. Nothing in this subrule relieves persons from complying with applicable FDA or other federal
or state requirements governing receipt, administration, and use of drugs.

39.4(4) to 39.4(19) Reserved.

39.4(20) Types of licenses. There are two types of licenses for radioactive materials: general and
specific.

a.  General licenses provided in this chapter are effective without the filing of applications with the
agency or the issuance of licensing documents to the particular persons, although the filing of a certificate
or registration application with the agency may be required by the particular general license. The general
licensee is subject to all other applicable portions of these rules and any limitations of the general license.

b.  Specific licenses require the submission of an application to the agency and the issuance of a
licensing document by the agency. The licensee is subject to all applicable portions of these rules as well
as any limitations specified in the licensing document.

c.  All licensees and registrants must submit the appropriate fee in 641—subrule 38.8(2).

39.4(21) General licenses—source material.

a. A general license is hereby issued authorizing commercial and industrial firms, research,
educational and medical institutions, and state and local government agencies to use and transfer
not more than 15 pounds (6.82 kg) of source material at any one time for research, development,
educational, commercial, or operational purposes. A person authorized to use or transfer source
material, pursuant to this general license, may not receive more than a total of 150 pounds (68.2 kg) of
source material in any one calendar year.

b.  Persons who receive, possess, use, or transfer source material pursuant to the general license
issued in 39.4(21) “a” are exempt from the provisions of 641—Chapter 40 to the extent that such receipt,
possession, use, or transfer is within the terms of such general license; provided, however, that this
exemption shall not be deemed to apply to any such person who is also in possession of source material
under a specific license issued pursuant to this chapter.

c¢.  Persons who receive, possess, use, or transfer source material pursuant to the general license
in 39.4(21)“a” are prohibited from administering source material, or the radiation therefrom, either
externally or internally, to human beings except as may be authorized by the agency in a specific license.
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d. A general license is hereby issued authorizing the receipt of title to source material without
regard to quantity. This general license does not authorize any person to receive, possess, use, or transfer
source material.

e.  Depleted uranium in industrial products and devices.

(1) A general license is hereby issued to receive, acquire, possess, use, or transfer, in accordance
with the provisions 0f39.4(21) “e ”’(2), (3), (4), and (5), depleted uranium contained in industrial products
or devices for the purpose of providing a concentrated mass in a small volume of the product or device.

(2) The general license in 39.4(21) “e (1) applies only to industrial products or devices which have
been manufactured either in accordance with a specific license issued to the manufacturer of the products
or devices pursuant to 39.4(29) “m” or in accordance with a specific license issued to the manufacturer
by the U.S. Nuclear Regulatory Commission or an agreement state which authorizes manufacture of
the products or devices for distribution to persons generally licensed by the U.S. Nuclear Regulatory
Commission or an agreement state.

(3) Persons who receive, acquire, possess, or use depleted uranium pursuant to the general license
established by 39.4(21)“e”(1) shall file Agency Form “Registration Certificate—Use of Depleted
Uranium Under General License” with the agency. The form shall be submitted within 30 days after the
first receipt or acquisition of such depleted uranium. The general licensee shall furnish on the Agency
Form “Registration Certificate—Use of Depleted Uranium Under a General License” the following
information and such other information as may be required by that form:

e Name and address of the general licensee;

e A statement that the general licensee has developed and will maintain procedures designed to
establish physical control over the depleted uranium described in 39.4(21) “e (1) and designed to prevent
transfer of such depleted uranium in any form, including metal scrap, to persons not authorized to receive
the depleted uranium; and

e Name and title, address, and telephone number of the individual duly authorized to act for and
on behalf of the general licensee in supervising the procedures identified in 39.4(21) “e *(3)“1.”

2. The general licensee possessing or using depleted uranium under the general license established
by 39.4(21) “e”’(1) shall report in writing to the agency any changes in information furnished by the
general licensee in Agency Form “Registration Certificate—Use of Depleted Uranium Under General
License.” The report shall be submitted within 30 days after the effective date of such change.

(4) A person who receives, acquires, possesses, or uses depleted uranium pursuant to the general
license established by 39.4(21) “e”’(1):

1. Shall not introduce such depleted uranium, in any form, into a chemical, physical, or
metallurgical treatment or process, except a treatment or process for repair or restoration of any plating
or other covering of the depleted uranium;

2. Shall not abandon such depleted uranium;

3. Shall transfer or dispose of such depleted uranium only by transfer in accordance with the
provisions of 39.4(41). In the case where the transferee receives the depleted uranium pursuant to
the general license established by 39.4(21) “e (1), the transferor shall furnish the transferee a copy of
641—Chapter 39 and a copy of Agency Form “Registration Certificate—Use of Depleted Uranium
Under General License.” In the case where the transferee receives the depleted uranium pursuant to a
general license contained in the U.S. Nuclear Regulatory Commission’s or agreement state’s regulation
equivalent to 39.4(21) “e”(1), the transferor shall furnish the transferee a copy of 641—Chapter 39
and a copy of the Agency Form “Registration Certificate—Use of Depleted Uranium Under General
License” accompanied by a note explaining that use of the product or device is regulated by the U.S.
Nuclear Regulatory Commission or agreement state under requirements substantially the same as those
in 641—Chapters 38, 39, 40, 41 and 45;

4.  Within 30 days of any transfer, shall report in writing to the agency the name and address of
the person receiving the depleted uranium pursuant to such transfer; and

5. Shall not export such depleted uranium except in accordance with a license issued by the U.S.
Nuclear Regulatory Commission pursuant to 10 CFR Part 110.
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(5) Any person receiving, acquiring, possessing, using, or transferring depleted uranium pursuant
to the general license established by 39.4(21) “e (1) is exempt from the requirements of 641—Chapter
40 with respect to the depleted uranium covered by that general license.

39.4(22) General licenses—radioactive material other than source material. This subrule
establishes general licenses for the possession and use of radioactive material and a general license for
ownership of radioactive material. (Note: Different general licenses are issued in this subrule, each of
which has its own specific conditions and requirements.)

a. Certain devices and equipment. A general license is hereby issued to transfer, receive, acquire,
own, possess, and use radioactive material incorporated in the following devices or equipment which
have been manufactured, tested and labeled by the manufacturer in accordance with a specific license
issued to the manufacturer by the U.S. Nuclear Regulatory Commission for use pursuant to Section
31.3 of 10 CFR Part 31. This general license is subject to the provisions of 641—38.4(136C) to
641—38.5(136C), 39.4(3)“a”(2), 39.4(32), 39.4(41), 39.4(51), 641—39.5(136C), and 641—Chapter
40. Attention is directed particularly to the provisions of 641—Chapter 40, which relate to the labeling
of containers.

(1) Static elimination device. Devices designed for use as static eliminators which contain, as a
sealed source or sources, radioactive material consisting of a total of not more than 500 microcuries
(18.5 MBq) of polonium-210 per device.

(2) Ion generating tube. Devices designed for ionization of air which contain, as a sealed source
or sources, radioactive material consisting of a total of not more than 500 microcuries (18.5 MBq) of
polonium-210 per device or a total of not more than 50 millicuries (1.85 GBq) of hydrogen-3 (tritium)
per device.

b.  Reserved.

c.  Reserved.

d.  Certain detecting, measuring, gauging, or controlling devices and certain devices for producing
light or an ionized atmosphere.

(1) A general license is hereby issued to commercial and industrial firms and research, educational
and medical institutions, individuals in the conduct of their business, and federal, state or local
government agencies to acquire, receive, possess, use or transfer, in accordance with the provisions of
39.4(22)“d”(2), (3), and (4), radioactive material contained in devices designed and manufactured for
the purpose of detecting, measuring, gauging or controlling thickness, density, level, interface location,
radiation, leakage, or qualitative or quantitative chemical composition, or for producing light or an
ionized atmosphere.

(2) The general license in 39.4(22) “d”’(1) applies only to radioactive material contained in devices
which have been manufactured or initially transferred and labeled in accordance with the specifications
contained in a specific license by this agency issued under 39.4(29) “d”’; or an equivalent specific license
issued by the NRC or an agreement state or a licensing state, which authorizes distribution of the devices.
The devices must have been received from one of the specific licensees described in 39.4(22) “d”’(2) or
through a transfer made under 39.4(22) “d”(3).

(3) Any person who acquires, receives, possesses, uses or transfers radioactive material in a device
pursuant to the general license in 39.4(22) “d”(1):

1. Shall ensure that all labels affixed to the device at the time of receipt and bearing a statement
that removal of the label is prohibited are maintained thereon and shall comply with all instructions and
precautions provided by such labels;

2. Shall ensure that the device is tested for leakage of radioactive material and proper operation
of the on-off mechanism and indicator, if any, at no longer than six-month intervals or at such other
intervals as are specified in the label;However,

e  Devices containing only krypton need not be tested for leakage of radioactive material; and

e Devices containing only tritium or not more than 100 microcuries of other beta- or
gamma-emitting material or both or 10 microcuries of alpha-emitting material and devices held in
storage in the original shipping container prior to initial installation need not be tested for any purpose;
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3. Shall ensure that the test required by 39.4(22) “d ”(3) and other testing, installation, servicing,
and removal from installation involving the radioactive material, its shielding or containment are
performed:

e In accordance with the instructions provided by the labels; or

e By a person holding a specific license pursuant to 641—39.4(136C), the NRC, an agreement
state or a licensing state to perform such activities;

4.  Shall maintain records showing compliance with the requirements of 39.4(22)“d”’(3). The
records must show the results of tests. The records also must show the dates of performance of, and
the names of persons performing, testing, installing, servicing, and removing from the installation
radioactive material and its shielding or containment. The licensee shall retain these records as follows:

e  FEach record of a test for leakage or radioactive material required by 39.4(22)“d”(3) must
be retained for three years after the next required leak test is performed or until the sealed source is
transferred or disposed of;

e  FEach record of a test of the on-off mechanism and indicator required by 39.4(22) “d ”(3) must
be retained for three years after the next required test of the on-off mechanism and indicator is performed
or until the sealed source is transferred or disposed of;

e  Fach record that is required by 39.4(22) “d”’(3) must be retained for three years from the date
of the recorded event or until the device is transferred or disposed of;

5. Shall immediately suspend operation of the device if there is a failure of, or damage to, or
any indication of a possible failure of or damage to, the shielding of the radioactive material or the
on-off mechanism or indicator, or upon the detection of 0.005 microcurie (185 Bq) or more removable
radioactive material. The device may not be operated until it has been repaired by the manufacturer or
other person holding a specific license to repair such devices that was issued by this agency, the NRC,
an agreement state or licensing state. The device and any radioactive material from the device may
only be disposed of by transfer to a person authorized by a specific license to receive the radioactive
material in the device or as otherwise approved by this agency. A report containing a brief description
of the event and the remedial action taken, and in the case of detection of 0.005 microcurie (185 Bq) or
more removable radioactive material or failure of or damage to a source likely to result in contamination
of the premises or the environs, a plan for ensuring that the premises and environs are acceptable for
unrestricted use, must be furnished to the agency within 30 days. Under these circumstances, the criteria
set out in 641—40.29(136C) may be applicable, as determined by the agency on a case-by-case basis;

6. Shall not abandon the device containing radioactive material;

7. Shall not export the device containing radioactive material except in accordance with 10 CFR
Part 110;

8.  Shall transfer or dispose of the device containing radioactive material only by export as provided
by 39.4(22) “d”’(3)*“7,” by transfer to another general licensee as authorized in 39.4(22) “d”’(3)9,” to a
person authorized to receive the device by a specific license issued by the agency, the NRC, an agreement
state or a licensing state whose specific license authorizes the person to receive the device or which
authorizes waste collection, or as otherwise approved under 39.4(22) “d”(3):

e  Shall furnish a report to this agency within 30 days after the transfer of a device to a specific
licensee or export. The report must contain the identification of the device by manufacturer’s (or initial
transferor’s) name, model number, and serial number; the name, address and license number of the
person receiving the device (license number not applicable if exported); and the date of the transfer;

e  Shall obtain written agency approval before transferring the device to any other specific licensee
not specifically identified in 39.4(22)“d”;

9.  Shall transfer the device to another general licensee only if:

e The device remains in use at a particular location. In this case, the transferor shall give the
transferee a copy of these rules and any safety documents identified in the label of the device. Within 30
days of the transfer, the transferor shall report to this agency the manufacturer’s (or initial transferor’s)
name; the model number and the serial number of the device transferred; the transferee’s name and
mailing address for the location of use; and the name, title, and telephone number of the responsible
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individual identified by the transferee in accordance with 39.4(22) “d’(3)“12” to have knowledge of and
authority to take actions to ensure compliance with the appropriate rules and requirements; or

e  The device is held in storage, by an intermediate person, in the original shipping container at
its intended location of use prior to initial use by a general licensee;

10. Shall comply with the provisions of 641—40.95(136C) and 641—40.96(136C), but shall be
exempt from the other requirements of 641—Chapter 40;

11. Shall respond to written requests from this agency to provide information relating to the general
license within 30 calendar days of the date of the request, or other item specified in the request. If the
general licensee cannot provide the requested information within the allotted time, it shall, within that
same time period, request a longer period to supply the information by submitting a letter to the agency
and providing written justification as to why it cannot comply;

12. Shall appoint an individual responsible for having knowledge of the appropriate rules and
requirements and the authority for taking required actions to comply with appropriate rules and
requirements. The general licensee, through this individual, shall ensure the day-to-day compliance
with appropriate rules and requirements. This appointment does not relieve the general licensee of any
of its responsibility in this regard;

13. Shall register as follows:

e  Shall register devices as approved in the Sealed Source Device Registry. Each address for a
location of use, as described in 39.4(22) “d”’(3)*“13,” represents a separate general licensee and requires
a separate registration and fee;

e If in possession of devices meeting the criteria of 39.4(22) “d”’(3)“13,” shall register these
devices annually with the agency and shall pay the fee required in 641—paragraph 38.8(2)“c.”
Registration must be done by verifying, correcting, and adding to the information provided in a request
for registration received from the agency. The registration information must be submitted 30 days
from the date of the request for registration or as otherwise indicated in the request. In addition, a
general licensee holding devices meeting the criteria of 39.4(22) “d ”(3)*“13” is subject to the bankruptcy
notification requirement of 39.4(32) “e”’;

e Inregistering devices, the general licensee shall furnish the following information and any other
information specifically requested by the agency:—Name and mailing address of the general licensee;

—Information about each device: the manufacturer (or initial transferor), model number, serial
number, the radioisotope and activity (as indicated on the label);

—Name, title, and telephone number of the responsible person designated as a representative of the
general licensee;

—Address or location at which the device(s) is both used and stored. For portable devices, the
address of the primary place of storage;

—=Certification by the responsible representative of the general licensee that the information
concerning the device(s) has been verified through a physical inventory and check of label information.

—Certification by the responsible representative of the general licensee that the licensee is aware of
the requirements of the general license.

e  Persons generally licensed by this agency under 39.4(22) “d”’(3)“13” or an agreement state are
not subject to registration requirements of 39.4(22) “d”’(3)“13” if the devices are used in areas subject
to this agency’s jurisdiction for a period of less than 180 days in any calendar year. The agency will not
request registration information from such licensees;

14. Shall report changes to the mailing address for the location of use (including change in name of
general licensee) to the agency within 30 days of the effective date of the change. For a portable device,
a report of address change is only required for a change in the device’s primary place of storage; and

15. May not hold devices that are not in use for longer than two years. If devices with shutters are
not being used, the shutter must be locked in the closed position. The testing required by 39.4(22) “d”
need not be performed during the period of storage only. However, when devices are put back into service
or transferred to another person, and have not been tested within the required test interval, they must be
tested for leakage before use or transfer and the shutter tested before use. Devices kept in standby for
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future use are excluded from the two-year time limit if the general licensee performs quarterly physical
inventories of these devices while they are in standby.

(4) The general license in 39.4(22) “d (1) does not authorize the manufacture or import of devices
containing radioactive material.

(5) A general license to install devices generally licensed in 39.4(22) “d. ” Any person who holds
a specific license issued by an agreement state authorizing the holder to manufacture, install, or service
a device described in 39.4(22) “d” within such agreement state is hereby granted a general license to
install and service such device in any non-agreement state and a general license to install and service
such device in offshore waters, as defined in 641—45.1(136C), provided that:

1. The device has been manufactured, labeled, installed, and serviced in accordance with the
applicable provision of the specific license issued to such person by the agreement state, and

2. Such person ensures that any labels required to be affixed to the device under regulations of the
agreement state which licensed manufacture of the device bear a statement that removal of the label is
prohibited.

e. Luminous safety devices for aircraft.

(1) A general license is hereby issued to own, receive, acquire, possess, and use tritium or
promethium-147 contained in luminous safety devices for use in aircraft, provided:

1. Each device contains not more than 10 curies (370 GBq) of tritium or 300 millicuries (11.1
GBq) of promethium-147; and

2. Each device has been manufactured, assembled or imported in accordance with a specific
license issued by the U.S. Nuclear Regulatory Commission, or each device has been manufactured or
assembled in accordance with the specifications contained in a specific license issued by the agency or
any agreement state to the manufacturer or assembler of such device pursuant to licensing requirements
equivalent to those in Section 32.53 of 10 CFR Part 32.

(2) Persons who own, receive, acquire, possess, or use luminous safety devices pursuant to the
general license in 39.4(22) “e”(1) are exempt from the requirements of 641—Chapter 40 except that
they shall comply with the provisions of 641—40.95(136C) and 40.96(136C).

(3) This general license does not authorize the manufacture, assembly, or repair of luminous safety
devices containing tritium or promethium-147.

(4) This general license does not authorize the ownership, receipt, acquisition, possession or use
of promethium-147 contained in instrument dials.

(5) This general license is subject to the provisions of 641—38.4(136C) to 641—38.5(136C),
39.4(32), 39.4(41), 39.4(51), and 641—39.5(136C).

£~ Ownership of radioactive material. A general license is hereby issued to own radioactive
material without regard to quantity. Notwithstanding any other provisions of this chapter, this general
license does not authorize the manufacture, production, transfer, receipt, possession or use of radioactive
material.

g Calibration and reference sources.

(1) A general license is hereby issued to those persons listed below to own, receive, acquire,
possess, use, and transfer, in accordance with the provisions of 39.4(22) “g ”(4) and (5), americium-241
in the form of calibration or reference sources:

1. Any person who holds a specific license issued by the agency which authorizes the person to
receive, possess, use, and transfer radioactive material; and

2. Any person who holds a specific license issued by the U.S. Nuclear Regulatory Commission
which authorizes the person to receive, possess, use, and transfer special nuclear material.

(2) A general license is hereby issued to own, receive, possess, use, and transfer plutonium in the
form of calibration or reference sources in accordance with the provisions of 39.4(22) “g”(4) and (5) to
any person who holds a specific license issued by the agency which authorizes the person to receive,
possess, use, and transfer radioactive material.

(3) A general license is hereby issued to own, receive, possess, use, and transfer radium-226 in the
form of calibration or reference sources in accordance with the provisions of 39.4(22) “g”(4) and (5) to
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any person who holds a specific license issued by the agency which authorizes the person to receive,
possess, use, and transfer radioactive material.

(4) The general licenses in 39.4(22)“g”(1), (2), and (3) apply only to calibration or reference
sources which have been manufactured in accordance with the specifications contained in a specific
license issued to the manufacturer or importer of the sources by the U.S. Nuclear Regulatory
Commission pursuant to Section 32.57 of 10 CFR Part 32 or Section 70.39 of 10 CFR Part 70 or
which have been manufactured in accordance with the specifications contained in a specific license
issued to the manufacturer by the agency, any agreement state or licensing state pursuant to licensing
requirements equivalent to those contained in Section 32.57 of 10 CFR Part 32 or Section 70.39 of 10
CFR Part 70.

(5) The general licenses provided in 39.4(22)“g”(1), (2), and (3) are subject to the provisions
of 641—38.4(136C) to 641—38.5(136C), 39.4(32), 39.4(41), 39.4(51), 641—39.5(136C), and
641—Chapter 40. In addition, persons who own, receive, acquire, possess, use, or transfer one or more
calibration or reference sources pursuant to these general licenses:

1. Shall not possess at any one time, at any one location of storage or use, more than 5 microcuries
(185 kBq) of americium-241, 5 microcuries (185 kBq) of plutonium, or 5 microcuries (185 kBq) of
radium-226 in such sources;

2. Shall not receive, possess, use, or transfer such source unless the source, or the storage
container, bears a label which includes one of the following statements, as appropriate, or a substantially
similar statement which contains the information called for in one of the following statements, as
appropriate:

e  The receipt, possession, use and transfer of this source, Model , Serial No. ,
are subject to a general license and the regulations of the U.S. Nuclear Regulatory Commission or of a
state with which the Commission has entered into an agreement for the exercise of regulatory authority.
Do not remove this label.

CAUTION—RADIOACTIVE MATERIAL—THIS SOURCE CONTAINS (AMERICIUM-241).
(PLUTONIUM) (showing only the name of the appropriate material) DO NOT TOUCH
RADIOACTIVE PORTION OF THIS SOURCE.

Name of manufacturer or importer
OR

e  The receipt, possession, use and transfer of this source, Model , Serial No. ,
are subject to a general license and the regulations of a licensing state. Do not remove this label.
CAUTION—RADIOACTIVE MATERIAL—THIS SOURCE CONTAINS RADIUM-226.
DO NOT TOUCH RADIOACTIVE PORTION OF THIS SOURCE.

Name of manufacturer or importer

3. Shall not transfer, abandon, or dispose of such source except by transfer to a person authorized
by alicense from the agency, the U.S. Nuclear Regulatory Commission, an agreement state or a licensing
state to receive the source;

4.  Shall store such source, except when the source is being used, in a closed container adequately
designed and constructed to contain americium-241, plutonium, or radium-226 which might otherwise
escape during storage; and

5. Shall not use such source for any purpose other than the calibration of radiation detectors or the
standardization of other sources.

(6) These general licenses do not authorize the manufacture of calibration or reference sources
containing americium-241, plutonium, or radium-226.

h.  Reserved.

i.  General license for use of radioactive material for certain in vitro clinical or laboratory testing.
The New Drug Provisions of the Federal Food, Drug, and Cosmetic Act also govern the availability and
use of any specific diagnostic drugs in interstate commerce.
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(1) A general license is hereby issued to any physician, veterinarian, clinical laboratory or hospital
to receive, acquire, possess, transfer or use, for any of the following stated tests, in accordance with the
provisions of 39.4(22) “i”(2), (3), (4), (5), and (6), the following radioactive materials in prepackaged
units for use in in vitro clinical or laboratory tests not involving internal or external administration of
radioactive material, or the radiation therefrom, to human beings or animals:

1. Carbon-14, in units not exceeding 10 microcuries (370 kBq) each.

2. Cobalt-57, in units not exceeding 10 microcuries (370 kBq) each.

3. Hydrogen-3 (tritium), in units not exceeding 50 microcuries (1.85 MBq) each.

4. Todine-125, in units not exceeding 10 microcuries (370 kBq) each.

5. Mock iodine-125 reference or calibration sources, in units not exceeding 0.05 microcurie (1.85
kBq) of iodine-129 and 0.005 microcurie (1.85 Bq) of americium-241 each.

6. lodine-131, in units not exceeding 10 microcuries (370 kBq) each.

7. Iron-59, in units not exceeding 20 microcuries (740 kBq) each.

8. Selenium-75, in units not exceeding 10 microcuries (370 kBq) each.

(2) No person shall receive, acquire, possess, use or transfer radioactive material pursuant to the
general license established by 39.4(22) “i (1) until the person has filed an Agency Form “Certificate—In
Vitro Testing with Radioactive Material Under General License” with the agency and received from the
agency a validated copy of the form with certification number assigned. The physician, veterinarian,
clinical laboratory or hospital shall furnish the following information on the form and such other
information as may be required by the form:

1. Name and address of the physician, veterinarian, clinical laboratory or hospital;

2. The location of use; and

3. A statement that the physician, veterinarian, clinical laboratory or hospital has appropriate
radiation measuring instruments to carry out in vitro clinical or laboratory tests with radioactive material
as authorized under the general license in 39.4(22) “i (1) and that such tests will be performed only by
personnel competent in the use of such instruments and in the handling of the radioactive material.

(3) A person who receives, acquires, possesses or uses radioactive material pursuant to the general
license established by 39.4(22) “i (1) shall comply with the following:

1. The general licensee shall not possess at any one time, pursuant to the general license in
39.4(22)“i”(1), at any one location of storage or use, a total amount of iodine-125, iodine-131,
selenium-75, iron-59, or cobalt-57 in excess of 200 microcuries (7.4 MBq).

2. The general licensee shall store the radioactive material, until used, in the original shipping
container or in a container providing equivalent radiation protection.

3. The general licensee shall use the radioactive material only for the uses authorized by
39.4(22)“i”(1).

4. The general licensee shall not transfer the radioactive material to a person who is not authorized
to receive it pursuant to a license issued by the agency, the U.S. Nuclear Regulatory Commission, any
agreement state or licensing state, nor transfer the radioactive material in any manner other than in the
unopened, labeled shipping container as received from the supplier.

5. The general licensee shall dispose of the mock iodine-125 reference or calibration sources
described in 39.4(22) “i”(1)“8” as required by 641—subrule 40.70(1).

(4) The general licensee shall not receive, acquire, possess, or use radioactive material pursuant to
39.4(22)“i”(1):

1. Except as prepackaged units which are labeled in accordance with the provisions of an
applicable specific license issued pursuant to 39.4(29)“h” or in accordance with the provisions
of a specific license issued by the U.S. Nuclear Regulatory Commission, any agreement state or
licensing state which authorizes the manufacture and distribution of iodine-125, iodine-131, carbon-14,
hydrogen-3 (tritium), iron-59, selenium-75, cobalt-57, or mock iodine-125 to persons generally licensed
under 39.4(22) “i” or its equivalent, and

2. Unless one of the following statements, as appropriate, or a substantially similar statement
which contains the information called for in one of the following statements, appears on a label affixed
to each prepackaged unit or appears in a le