Arizona Administrative Register
Notices of Final Rulemaking

NOTICES OF FINAL RULEMAKING

The Administrative Procedure Act requires the publication of the final rules of the state’s agencies. Final rules are those
which have appeared in the Register first as proposed rules and have been through the formal rulemaking process including
approval by the Governor’s Regulatory Review Council or the Attorney General. The Secretary of State shall publish the
notice along with the Preamble and the full text in the next avail able issue of the Register after the final rules have been sub-
mitted for filing and publication.

Editor’s Note: The following Notice of Final Rulemaking was originally published at 8 A.A.R. 1953, April 26,
2002. The Office of the Secretary of State is republishing the Notice here because of printing errorsin the original publica-
tion.

NOTICE OF FINAL RULEMAKING
TITLE 9. HEALTH SERVICES

CHAPTER 6. DEPARTMENT OF HEALTH SERVICES
COMMUNICABLE DISEASES

PREAMBLE
1. Sections Affected Rulemaking Action
R9-6-101 Amend
R9-6-102 Amend
R9-6-103 Amend
R9-6-104 Repeal
R9-6-308 Amend
R9-6-309 Amend
R9-6-323 Amend
R9-6-330 Amend
R9-6-331 Amend
R9-6-360 Amend
Article 4 Amend
R9-6-401 Renumber
R9-6-401 New Section
R9-6-402 Renumber
R9-6-402 Amend
R9-6-403 Renumber
R9-6-403 Amend
R9-6-404 Renumber
R9-6-404 Amend
R9-6-405 Renumber
R9-6-405 Amend
R9-6-406 Renumber
R9-6-406 Amend
R9-6-407 Repeal
R9-6-407 Renumber
R9-6-407 Amend
R9-6-408 Renumber
R9-6-408 New Section
R9-6-409 Renumber
R9-6-409 Amend
Exhibit A Renumber
Exhibit B Renumber
R9-6-410 Renumber
Article9 New Article
R9-6-901 New Section
R9-6-902 Renumber
R9-6-902 Amend
Exhibit A Renumber
Exhibit A Amend
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Exhibit B Renumber
Exhibit B Amend
R9-6-903 Renumber
R9-6-903 Amend
2. The specific authority for the rulemaking. including both the authorizing statute (general) and the statutes the
rules are implementing (specific):
Authorizing statutes: A.R.S. 88 36-136(A)(7), 36-136(F)
Implementing statutes: A.R.S. 88 8-341(0), 13-1210, 13-1415, 32-1483, 36-136(H)(1), 36-136(H)(11),
36-136(H)(12), 36-136(L), 36-663, 36-664(K)
3. Thec€ffective date of therules:
April 3, 2002
4. A list of all previous notices appearing in the Register addressing the final rule:
Notice of Rulemaking Docket Opening: 7 A.A.R. 1385, March 30, 2001
Notice of Proposed Rulemaking: 7 A.A.R. 5546, December 21, 2001
Notice of Proposed Rulemaking: 8 A.A.R. 336, January 25, 2002 (republished to correct publishing errorsin Exhibits
A and B)
5. Thename and address of agency personnel with whom persons may communicate regar ding the rulemaking:
Name: Kip Beardsley
Address: Arizona Department of Health Services
Office of HIV/STD
3815 N. Black Canyon Highway
Phoenix, AZ 85015
Telephone: (602) 230-5822
Fax: (602) 230-5973
E-mail: kbeards@hs.state.az.us
or
Name: Kathleen Phillips
Address: Arizona Department of Health Services
Office of Administrative Rules
1740 W. Adams, Room 102
Phoenix, AZ 85007
Telephone: (602) 542-1264
Fax: (602) 364-1150
E-mail: kphilli @hs.state.az.us

6. An explanation of therule, including the agency’sreasonsfor initiating therule:
In December 1999, the Department completed a five-year review report for 9 A.A.C. 6. The five-year review report
was approved by the Governor’s Regulatory Review Council in March 2000. As a result of the review process, the
Department identified a number of changes that needed to be made in 9 A.A.C. 6. The Department also determined
that those changes should be made in three separate rule packages. Thisis the first of those rule packages.

This rule package amends the general definitions Section within Article 1 and the definitions Sections for Articles 2
and 3, which shall remain in Article 1 until the third rule package, to implement the changes recommended in the
five-year review report. Thisrule package also repeals the definitions Section for Article 4 that is currently located in
Article 1 and replaces it with a new definitions Section within Article 4.

In Article 3, thisrule package amends the Sections that pertain to sexually transmitted diseases by describing required
treatment; eliminating use of the terms “suspect case,” “suspect carrier,” and “special control measure”; eliminating
the requirement to obtain a waiver when a parent refuses administration of antibiotic eye ointment to a newborn to
prevent gonorrhea ophthalmia; updating the material incorporated by referencein R9-6-331; clarifying the rules; and
conforming the rules to current rulemaking format and style requirements. In addition, the Department is eliminating
the requirement that local health agencies obtain identification and assure notification of individuals who may have
been exposed to chlamydia infection or gonorrhea through sexual contact with a case. Rather, the diagnosing health
care provider shall counsel the case about the importance of notifying individuals of possible exposure and of the
need to seek treatment. Then, if one of the individuals seeks treatment from the local health agency, the local health
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agency shall offer or arrange for treatment. The Department is changing the notification requirement to a counseling
requirement because of the number of annual cases of chlamydiainfection and gonorrhea. In atypical year, more than
11,000 cases of chlamydia infection and more than 4,000 cases of gonorrhea are reported in the state of Arizona.
Local health agencies have been unable to comply with the rules as written, because to do so would be overly burden-
some. For the same reasons, the rules eliminate the requirement that the local health agency conduct an epidemiologic
investigation of each case of chlamydia infection or gonorrhea. To ensure that follow-up is provided where needed,
the chlamydia infection and gonorrhea rules add a requirement that the Department review each case report for com-
pleteness, accuracy, and the need for follow-up.

The Department is removing the parental waiver requirement in the gonorrhearule because it is not really a case con-
trol measure, but rather servesto protect the individual attending a birth from liability. Thus, it is more appropriate to
leave the issue of obtaining awaiver to the discretion of the individua attending a birth.

This rule package divides the current Article 4 into 2 Articles. The revised Article 4 includes only the rules pertaining
to the AIDS Drug Assistance Program (ADAP), and the new Article 9 includes only the rules pertaining to HIV-
related testing. Article 4 is thus redesignated “AIDS Drug Assistance Program (ADAP),” and the new Article 9 is
named “HIV-Related Testing.”

The rules for ADAP are revised to clarify the rules; to update the program due to changes in drug therapy, HIV-
related testing, and other areas; to add time-frames for the application process; and to conform to current rulemaking
format and style requirements.

The rules concerning HIV-related testing, which are moved from Article 4 to the new Article 9, are amended to
reflect statutory change; to update information in the Exhibits; to reflect changesin HIV-related testing; to clarify the
rules; and to conform to current rulemaking format and style changes.

A reference to any study that the agency relied on in its evaluation of or justification for the proposed rule and

where the public may obtain or review the study. all data underlying each study. any analysis of the study. and

other supporting material:

Not applicable

A showing of good cause why the rule is necessary to promote a statewide interest if the rule will diminish a
previous grant of authority of a political subdivision of this state:

Not applicable

Thesummary of the economic. small business. and consumer impact:

As used in this summary, minimal means less than $1,000, moderate means between $1,000 and $9,999, and substan-
tial means $10,000 or greater.

The Department anticipates that the proposed rule changesin Article 3 will substantially benefit local health agencies
and minimally benefit and minimally burden health care providers. Specifically, the changes to the rules for chlamy-
dia infection and gonorrhea should benefit local health agencies. The current rules require local health agencies to
notify al identified individuals potentially exposed through sexual contact with a case and to offer or arrange for
treatment. The proposed rules do not require local health agencies to provide this notification. Instead, the proposed
rules require the diagnosing health care provider to counsel the case about the importance of notifying individuas
who may have been exposed through sexual contact of possible exposure and of the need to seek medical treatment.
The current rules also require the local health agency to conduct an epidemiologic investigation of each reported case
of chlamydia infection or gonorrhea. The proposed rules eliminate this requirement as well. Because there are more
than 11,000 cases of chlamydia and more than 4,000 cases of gonorrhea reported in atypical year, the changesin the
chlamydiarule should result in a substantial benefit and the changes in the gonorrhea rule should result in a substan-
tial benefit to local health agencies.

Diagnosing health care providers should incur a minimal cost per case as a result of the new requirement to counsel
each case of chlamydia infection or gonorrhea about the importance of notifying individuals who may have been
exposed through sexua contact of exposure and of the need to seek treatment. The Department believes that this
information islikely already provided by diagnosing health care providers. But, even for those diagnosing health care
providers who do not aready provide this information, the new requirement will result in only a few additional
moments spent counseling each case.

The Department will incur at most aminimal cost per case as a result of the requirement to review each case report of
chlamydia infection or gonorrhea for completeness, accuracy, and the need for follow-up. In reality, athough not
required to do so by the rules, the Department has been conducting reviews of these case reports for some time.

In addition, the proposed rules will no longer require a physician or other individual attending a birth to obtain a
parental waiver if a parent refuses administration of antibiotic eye ointment to the newborn to prevent gonorrheal
ophthalmia. This could result in a minimal benefit for each health care provider or midwife who attends births,
because these individuals will no longer be required to take the time to have the waiver completed. Realistically, how-
ever, the Department anticipates that, due to liability concerns, many of these individuals may choose to obtain a
waiver even if it isnot required.
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The proposed changes to the counseling requirements for a case with herpes genitalis may result in a minimal addi-
tional burden per case for diagnosing health case providers. The proposed rules require that a case be informed of
treatment options and chemoprophylaxis and other measures to prevent transmission. This may take several minutes
more than was spent previously in counseling a case. It is likely, however, that this information was already being
provided in spite of its not being required by the rules.

In the proposed HIV rule, ethnicity is added as afield of epidemiological information to be collected from individuals
who opt for anonymous testing. The addition of this field should result in a minimal burden for anonymous testing
subjects, who will have to check an additional box on a form. The change may also result in a minimal burden for
each anonymous testing site, because the forms currently used may have to be changed to add ethnicity.

In addition, the proposed HIV rule updates the materia incorporated by reference as the standard for school district
personnel who handle blood or bodily fluids. The new reference costs $27 in hard copy or $12 in microfiche. Each
school district will thus be minimally impacted by the need to purchase at least one copy of the reference.

The renaming of Article 4 should minimally benefit each individual interested in the AIDS Drug Assistance Program
(ADAP) because the rules will be easier to find.~ Previoudly, the name of the program itself did not appear in the
rules, and the rules for ADAP were combined in an Article that also included HIV-related testing provisions and
Exhibits.

[1 In June 2001, ADAP had 1,025 enrolled individuals, provided servicesto 716 enrolled individuals, and enrolled 44
individuals. The average amount ADAP expended for each of the 716 individuals was $745. These numbers fluctuate
from month to month, and individuals cycle into and out of ADAP as their eligibility changes. It isimpossible to esti-
mate how many additional individuals might be interested in applying for ADAP]

The proposed rules for Article 4 revise the ADAP rules by iminating the waiting list for ADAP, which should result
in a minimal-to-moderate benefit to the Department due to a savings in administrative time spent maintaining the
waiting list. Additionally, the proposed rules will benefit individuals who may have believed that they were indligible
for ADAP because the current rules state specific dollar amounts for maximum income and specific HIV-related con-
ditions or test results necessary to be digible. The proposed rules reflect the digibility standards currently used by
ADAP for income and HIV status: 300% of the federal poverty level and amedical diagnosis of HIV disease or infec-
tion.

The proposed rules also reflect the changes made to ADAP as the result of a July 2000 policy issued by the United
States Department of Health & Human Services, HIV/AIDS Bureau, requiring Ryan White CARE Act grant recipi-
ents to provide benefits to American Indians or Alaska Natives who are otherwise eligible for program benefits even
if those individuals could obtain the same benefits through Indian Health Services. The economic impact of these
changesis not the result of the rules, but rather is the result of the federal policy.

Each ADAP applicant or enrolled individual may also realize a minimal benefit from the use of the term “primary
care provider” rather than “physician” for purposes of diagnosis, completion of forms, and prescription of drugs for
ADAP participation. The proposed rules reflect the Department’s awareness that an individual’s primary care pro-
vider is not always a physician, but may be a registered nurse practitioner or a physician assistant.

The proposed ADAP rules also require the primary care provider portion of the follow-up application to be completed
only after every 24 months of continuous enrollment, rather than every six months asis currently required. This could
save each individual enrolled for a continuous 24-month period three special tripsto the primary care provider just to
compl ete follow-up applications and would aso save each primary care provider the time of doing that portion of the
follow-up application on those three occasions, resulting in a minimal benefit to the primary care provider for each
patient enrolled in ADAP and to each individual enrolled in ADAP. Additionally, the proposed rules allow submis-
sion of the most recent HIV-related tests rather than requiring submission of specific HIV-related tests. This may min-
imally benefit each individual applying for or enrolled in ADAP who thus may not pay for atest that was previously
required for ADAP but that otherwise would not have been ordered.

Also, rather than having an eligibility determination last for only one year, the proposed ADAP rules have an €ligibil-
ity determination last indefinitely, based on submission of afollow-up application and current proof of income after
every six months and of the primary care provider portion of the follow-up application after every 24 continuous
months. This will result in a minimal benefit to each enrolled individual and a minimal-to-moderate benefit to the
Department, because less paperwork will be required to remain eligible for and to administer ADAP. In the same
vein, the proposed rules will no longer limit a prescription to a one-month supply with five refills. Rather, the pro-
posed rules do not limit the number of refills and require that the prescription be written for the quantity in the manu-
facturer’s original packaging. This should be more convenient for each primary care provider and enrolled individual
and for the Department and should minimally benefit each.

Finally, the proposed ADAP rules add atime-frames Section and expressly require ADAP to comply with the Admin-
istrative Procedure Act (APA) rather than the appeals Section, which is being repealed. The addition of time-frames
will result in a moderate burden on the Department. ADAP has not always provided notice in writing and will now do
s0. Therepeal of the appeal's Section should not burden any party, because ADAP was already following the APA for

appeals.
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The creation of anew Article 9 for HIV-Related Testing should minimally benefit individuals who seek to use these
rules. It was difficult to find therulesin Article 4 because they were located at the end of the Article, which primarily
dealt with ADAP, not HIV-related testing. The proposed rule changes to the consent Section and to the Exhibits
should not result in any economic impact other than the need for individuals who order HIV-related tests to copy and
use the revised Exhibits. This cost should be minimal for each individual who orderstests.

The changes to the Section on court-ordered HIV-related testing should result in a minimal economic benefit to clini-
cal laboratories that run HIV-related tests, to health care providersthat order HIV-related tests, and to individuals who
pay for HIV-related tests. Rather than requiring use of the enzyme immunoassay test, a retest of reactive blood in
duplicate, and a test of repeatedly reactive blood with the Western blot test, the proposed rules allow use of any
licensed test for HIV screening and require retesting of a repeatedly reactive sample with alicensed supplemental or
confirmatory test or as recommended by the original test manufacturer’s package insert. This gives health care pro-
viders who order HIV-related tests and clinical laboratories that run HIV-related tests a great deal of freedom in the
tests that are used and should also allow the individuals paying for HIV-related tests some choice in the tests used.
Additionally, the proposed rule will allow testing of bodily substances other than blood, thereby permitting use of
additional tests and of new technologies as they are licensed by the FDA.

The Department will incur the costs of the rulemaking process, which are moderate.

10. A description of the changes between the proposed rules, including supplemental notices, and final rules:
In R9-6-103(8), the Department changed the Centers for Disease Control’s May 1994 HIV Counseling, Testing, and
Referral Sandards and Guidelines to the Centers for Disease Control’s November 2001 Revised Guidelines for HIV
Counseling, Testing, and Referral. This does not represent a substantial change, because the counseling and testing
sites that this change affects are aready required by contract to comply with the new Guidelines.

In R9-6-902(B)(1), the Department added two fields of permissible information, to be consistent with current prac-
tice.

Throughout the rules, the Department made minor changes to make the rules more clear, concise, and understandabl e.

(S

A summary of the principal comments and the agency response to them:
Although the Department held three oral proceedings on the rules, only one individual attended. That individual did
not have any comments on the rules themselves and merely asked several questions to clarify whether the rule
changes would impact the operations of that individual’s organization. The Department answered the questions.

12. Any other matters prescribed by statute that are applicable to the specific agency or to any specific rule or class of
rules:
Not applicable

13. Incorporationsby reference and their location in therules:
R9-6-103(8): Centers for Disease Control and Prevention, U.S. Department of Health and Human Services, Revised
Guidelines for HIV Counseling, Testing, and Referral (November 2001), published in Centers for Disease Control
and Prevention, U.S. Department of Health and Human Services, Pub. No. RR-19, 50 Morbidity and Mortality
Weekly Report (November 9, 2001)

R9-6-331: Elizabeth A. Bolyard et al., Guideline for Infection Control in Health Care Personnel, 1998 (1998)

14. Wasthisrule previously made as an emergency rule?
No

15. Thefull text of therulesfollows:

TITLE 9. HEALTH SERVICES

CHAPTER 6. DEPARTMENT OF HEALTH SERVICES
COMMUNICABLE DISEASES

ARTICLE 1. DEFINITIONS

Section
R9-6-101. General Definitions

R9-6-102. Communicable Disease Reporting
R9-6-103.
R9-6-104.

ARTICLE 3. CONTROL MEASURES FOR COMMUNICABLE AND PREVENTABLE DISEASES

Section
R9-6-308. Chancroid (Haemophilus ducreyi)
R9-6-309. Chlamydialnfection
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R9-6-323.  Gonorrhea

R9-6-330. Herpes Genitalis

R9-6-331. Human Immunodeficiency Virus (HIV) Infection and Related Disease
R9-6-360.  Syphilis

ARTICLE 4.

éA-I-DS)AI DS DRUG ASSI STANCE PROGRAM (ADAP)

Section
R9-6-401. Definitions.
R9-6-461-R9-6-402. Limitations and Termination of Program
R9-6-402.R9-6-403. Eligibility Requirements
R9-6-403:R9-6-404. Application Process
R9-6-404-R9-6-405. EligibiHity-Beterminationand Enrollment Process
R9-6-405:R9-6-406. Period-of EHgibHity Continuing Enrollment
R9-6-407.  Appedt
R9-6-406:R9-6-407. Distribution Requirements
R9-6-408. Time-frames
R9-6-408:R9-6-409. Confidentiality
Exhibit A. CSensentforHiV-RelatedFesting Renumbered
Exhibit B. CensentimientoparataPruebadeVHH Renumbered
R9-6-410. Humantmmunedeficieney-VirusTFesting Renumbered

ARTICLE 9. HIV-RELATED TESTING

Section
R9-6-901. Definitions
R9-6-409:-R9-6-902. Consent for HIV-related Testing
Bxhibit-A-Exhibit A. Consent for HIV Testing
BExhibitB-Exhibit B. Consentimiento Parala Pruebade VIH
R9-6-410-R9-6-903. Human-tmmunedeficieney-irus Court-ordered HIV-related Testing

ARTICLE 1. DEFINITIONS

R9-6-101. Generat Definitions
In this Chapter, unless the-eentext otherwise reguires specified:

1. “AIDS’ meansAcquired Immunodeficiency Syndrome.

4£2. No change

23. No change

4. “Body fluid” means semen, vaginal secretion, tissue, cerebrospinal fluid, synovia fluid, pleural fluid, peritoneal
fluid, pericardial fluid, amn|ot|chU|d urine, blood, or sallva_

3:5. “Carrier” means an i agent HA i
a&a—peten&al—seureeef—w#ee&eﬂ |nd|V|duaI Wlth an asvmptomanc |nfect|on that can be transm|tted to asusceptl ble
individual .

4.6. “Case” means apersen an individual with aclinical syndrome of a communicable disease whose condition is docu-
mented:

by By laboratory results whieh that support the presence of the causative agent;;

or-by By a physieian's health care provider’s diagnosis based on clinical observation;; or

by By epidemiologic associations with communicable disease, the causative agent, or its toxic products.

‘Communicable disease” means an illness caused by an infectious agent or its toxic products whieh that arises
through the transmission of that agent or its products to a susceptible host, either directly or indirectly.

6:8. No change

9. “Dentist” meansan individua licensed under A.R.S. Title 32, Chapter 11, Article 2.

10. “Department” means the Arizona Department of Health Services.

#11.No change

8:12.“ Epidemiologic investigation” means the application of scientific methods to verify the adiagnosis, identify risk fac-
tors for the a disease, determine the potentia for spread, institute apprepriate control measures, and complete requi-
site communicable disease and case investigation reports.

9.13.No change

406:14.No change

42 15.No change

16. “Health care provider” means a physician, physician assistant, registered nurse practitioner, or dentist.

17. “HIV” means Human Immunodeficiency Virus.

O[S [
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18. “HIV-related test” has the same meaning asin A.R.S. § 36-661.

42.19.No change

43:20.“L ocal health agency” means a county publie health department, a public health services district, atribal health unit,
or a United States Public Health Service Indian Health Service Unit.

44-21.No change

22. “Physician” means an individual licensed as a doctor of:

Allopathic medicine under A.R.S. Title 32, Chapter 13;

Naturopathic medicine under A.R.S. Title 32, Chapter 14;

Osteopathic medicine under A.R.S. Title 32, Chapter 17; or

Homeopathic medicine under A.R.S. Title 32, Chapter 29.

23. “Physician assistant” has the same meaning asin A.R.S. § 32-2501.

210 o o

45:24.No change
25. Redl Stered nurse pract|t|oner" hasthe same meaning asin A. R S 8 32- 1601

1—7—26 No change
27. “Subject” means an individual Whose blood or other bodv f|UId has been tested oristo beteeted

|nd|V|duaI may have or is developing a communicabl e disease.
29. “Syndrome” means a pattern of signs and symptoms characteristic of a specific disease.

R9-6-102. Communicable Disease Reporting
In Article 2, unless the-eentext otherwise reguires specified:
1. Nochange

3:2. No change

R9-6-103. Control M easuresfor Communicable Diseases
In Article 3, unless the-eentext otherwise reguires specified:

1. Nochange
2. Nochange

3. “Blood bank” means a facility where human whole blood or a blood component is collected, prepared, tested, pro-
cessed, or stored, or from which human whole blood or a blood component is distributed.

4. “Blood center” means a mobile or stationary facility that procures human whole blood or a blood component that is
transported to a blood bank.

5. “Blood component” means any part of a single donor unit of blood separated by physical or mechanical means.

4.6. “Concurrent disinfection” means the application of disinfective measures to inanimate objects or surfaces after the
discharge of blood or body fluids from the body of an infected persen; individual or after the contamination of articles
Wlth bl ood or body f|UIdS

6:7. “Contaminated” means to have come in contact with a disease-causing agent or toxin.

8. “Counsdling and testing site” means a health faC|I|ty offenng cllents HIV counsellng and HIV-reIated testlng whieh
that meets the standards established in the = a ! 3y
4994 Centers for Disease Control and Preventlon U S. Department of Health and Human Serwces Rewsed GU|de-
lines for HIV Counseling, Testing, and Referral (November 2001). published in Centersfor Disease Control and Pre-
vention, U.S. Department of Health and Human Services, Pub. No. RR-19, 50 Morbidity and Mortality Weekly
Report (November 9, 2001). incorporated by reference, on file with the Department and the Office of the Secretary of
State, and available at http://www.cdc.gov/mmwr/ or ftp://ftp.cdc. dov/Dub/Publlcatlons/mmwr/ or from Centers for
Disease Control, 1600 Clifton Road, N.E., Atlanta, GA 30333+
mentand-Office of-the Secretary-of State. ThIS incorporation by reference contal nsno future editions or arnendments

8:9. No change

9.10.No change

406:11.No change

12. “Drug” means a chemical substance licensed by the United States Food and Drug Administration.
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4+:13.“Follow-up” means the practice of investigating and monitoring cases, carriers, contacts, or suspect cases; to detect,

14.

treat, or prevent disease.
“Guardian” means an individual who is invested with the authority and charged with the duty of caring for aminor by
acourt of competent jurisdiction.

15. “ldentified individual” means an individual named by a case as an individual who may have been exposed through

sexual contact with the case and for whom a case provides information that enables the local health agency to locate
the individual.

16. “Midwife” has the same meaning asin A.R.S. § 36-751.
17. “Milk bank” means afacility that procures, processes, stores, or distributes human breast milk.

18. “Organ bank” means a facility that procures, processes, stores, or distributes human kidneys, livers, hearts, lungs, or

|pancreases.
“Parent” means a natural or adoptive mother or father.

“Plasma center” means a facility where the process of plasmapheresis or another form of apheresis is conducted.

: “Pupil” means a student attending a school, as defined in A.R.S. § 15-101.

22. “School district personnel” means individuals who work for a school district, as defined by A.R.S. § 15-101, whether

within a classroom or other setting and whether as employees, contractors, or volunteers.

23. “Sexual contact” means vaginal intercourse, anal intercourse, fellatio, or cunnilingus.
42.24.No change
25. “Tissue bank” means afacility that procures, processes, stores, or distributes corneas, bones, semen, or other special-

26.

ized human cells for the purpose of injecting, transfusing, or transplanting the cells into a human body.
“Whole blood” means human blood from which plasma, erythrocytes, leukocytes, and thrombocytes have not been

separated.
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ARTICLE 3. CONTROL MEASURES FOR COMMUNICABLE AND PREVENTABLE DISEASES

R9-6-308. Chancroid (Haemophilus ducreyi)
A. Case control measures:
1. FheA diagnosing health care provider eradtherized+epresentative shall treat prescribe drugs to render a case nonin-
fectious and counsel or arrange for athe case to be counseled:
a te To abstain from sexual contact untiHesions-are-heated during drug treatment and for at least seven days after
drug treatment is compl eted; and
b. About the following:
i. The characteristics of chancroid,
i. Thesyndrome caused by chancroid.

ii. Measuresto reduce the likelihood of transmitting chancroid to another, and
The need to notify individuals with whom the case has had sexual contact within a time period determined

based upon the stage of the disease; and
2. Thelocal health agency shall conduct an epidemiologic investigation of each reported case, confirming the stage of
the disease.

B. Contact control measures. The local health agency shall:
netify-sexdal-contacts-ef-expesdre-and Notify each identified individual of exposure;
effer Offer or arrange for treatment of each identified individual; and
Counsel each identified individual about the following:
The characteristics of chancroid,
The syndrome caused by chancroid.,
M easures to reduce the likelihood of transmitting chancroid to another, and
The need to notify individuals with whom the identified individual has had sexual contact within a time period
determined based upon the stage of the disease.

R9-6-309. Chlamydial nfect|on

RE

| N =

210 [T e

B-A. Case control measures:

1. FheA diagnosing health care provider erattherizedrepresentative shall:

a  Prescribe drugs to render a case noninfectious,

b. eeunsel-a Counsd or arrange for the case to be counseled to abstain from sexual contact urtH during drug treat-
ment and for at least seven days after drug treatment is eemplete completed, and
c. Counsel or arrange for the case to be counseled about the importance of notifying individuals who may have
been exposed through sexual contact of exposure and of the need to seek medical treatment.
2. The Department shall review each case report for completeness, accuracy. and need for follow-up.
&-B.Contact control measures: Fhe If an individual who may have been exposed through sexual contact with a case seeks
treatment from the local health agency, the local health agency shall retify-tdentified-sexual-contaets-and offer or arrange

for treatment.

R9-6-323. Gonorrhea

A. Case control measures:
1. FheA diagnosing health care provider shall:

a  Prescribe drugs to render a case noninfectious,

b. esunsel Counsel or arrange for the case to be counseled to abstain from sexual contact during drug treatment and
for 7 at least seven days after drug treatment is completed, and

c. Counsel or arrange for the case to be counseled about the importance of notifying individuals who may have
been exposed through sexual contact of exposure and of the need to seek medical treatment.

The Department shall review each case report for completeness, accuracy. and need for follow-up.

For the prevention of gonorrheal ophthalmia, a health care provider or midwife attending the birth of an infant in Ari-

zonashall treat the eyes of the infant immediately after the birth with one of the following, unless treatment is refused

by the parent or guardian:

a  Erythromycin ophthalmic ointment 0.5%. or

b. Tetracycline ophthalmic ointment 1%.

o
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B. Contact control measures. Fhe If an individua who may have been exposed through sexual contact with a case seeks
treatment from the local health agency, the local health agency shall assuretdentification-and-netification-and-shall offer

or arrange for treatmmtieesexual—eeﬂtaets

R9-6-330. HerpesGenitalis
Case control measures: Fhe A diagnosing health care provider er-autherized-representative shall counsel or arrange for a case
to be counseled:

1. te Toabstain from sexual contact until lesions are healed,

2. About available treatment, and

3. About chemoprophylaxis and other measures to prevent transmission.
R9-6-331. Human Immunodeﬁmency Virus (HIV) Infection and Related Disease

B-A.Case control measures:
1. A health care provider or operator of ablood bank, blood center, plasma center, tissue bank, organ bank, or milk bank

shall not utHize use donated blood or blood components, plasma, milk, bedy organs, sperm semen, or other tissue
from a case,-suspect-ease; or saspeet carrier for transfusion, transplantation, or consumption.

2. A health care provider or operator of a blood bank, blood center, plasma center, tissue bank, organ bank, or milk bank
who orders or administers a test for HIV or HIV antibodies and receives a test result that the health care provider or
operator interprets as positive for HIV or HIV antibodies shall notify the subject or arrange for the subject to be noti-
fied of the test result within 30 days after receiving the test result.

3. A hedlth care provider or operator of a blood bank, blood center, plasma center, tissue bank, organ bank, or milk bank

shall provide or arrange for subject counseling at the time of notification that includes the following information:

a  The characteristics of HIV;

b. The syndrome caused by HIV and its symptoms;

c. Themeasuresthat are effective in reducing the likelihood of transmitting HIV to another;

d. The need to notify individuals, including a spouse, with whom the subject has had sexual contact or has shared
needles of exposureto HIV; and

e. The availability of assistance from local health agencies in notifying those individuals described in subsection
(A)(3)(d).

4. Thelocal health agency shall conduct an epidemiologic investigation of each reported case or carrier within 30 days
dfter receiving areport. Upon completion of the epidemiologic investigation, the local health agency shall not retain
any personal identifying information about the case or carrier.

5. A counsdling and testing site supervised by the Department or by alocal health agency shall offer anonymous testing.
The Department or local health agency shall collect the following epidemiologic information about each individual
opting for anonymous testing:

a Age
b. Raceand ethnicity,
c. Sex.
d. County of residence, and
e. HIV-associated risk behaviors.
6. The Department shall confidentially notify an identifiable third party reported to be at risk of HIV infection under

A.R.S. 8 36-664(K) if all of the following conditions are met:

a  The Department receives the report of risk in a document that includes the following:
i. The name and address of the identifiable third party,
ii. Thename and address of the individual placing the identifiable third party at risk,
iii. The name and address of the individual making the report, and

iv. Thetype of exposure placing the identifiable third party at risk;
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b. Theindividual making the report isin possession of confidential HIV-related information; and
c. The Department determines that the information provided in the report is accurate and sufficient to warrant noti-
fication of the identifiable third party.

7. Asauthorized under A.R.S. 8 36-136(L ), alocal health agency shall notify the superintendent of a school district, as
defined in A.R.S. § 15-101, in a confidential document that a pupil of the school district is a case or carrier of HIV if
the following criteria are met:

a Thelocal health agency determines by consulting with the Department that the pupil places others in the school
setting at risk for HIV infection; and
b. The school district has an HIV policy that includes the following provisions:

i. That a school shall not exclude an infected pupil from attending school or school functions or from partici-

pating in school activities solely dueto HIV infection;

ii. That the school district shall establish agroup to determine on a case-by-case basis whether an infected pupil
should be permitted to attend school by considering the risks and benefits to the pupil and to others if the
pupil attends school;

That the group described in subsection (A)(7)(b)(ii) shall include the superintendent of the school district,

the parents or guardians of a minor pupil. the pupil if the pupil is not a minor or is emancipated, the pupil’s

physician. and the local health officer, and may include a school administrator, a school nurse, and a teacher
or counselor of the pupil;

iv. That school district personnel who are informed of the pupil’s HIV infection shall keep that information con-
fidential:
v. That the school district shall provide HIV education programs to pupils, parents or guardians of pupils, and

school district personnel through age-appropriate curricula, workshops, or in-service training sessions; and
vi. That school district personnel who handle blood or body fluids shall comply with Elizabeth A. Bolyard et
al.. Guideline for Infection Control in Health Care Personnel, 1998 (1998). incorporated by reference, on file
with the Department and the Office of the Secretary of State, and available from National Technical Infor-
mation Service, 5285 Port Royal Road. Springfield. VA 22161. This incorporation by reference includes no
future editions or amendments.
&B. Envwonmental control measures: $he~d+agﬁes1-ﬁg An empl oyer, as deflned under A R.S. § 23-401 or health care prowder
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R9-6-360. Syphilis
A. Case control measures:

1

N

A diagnosing health care provider shall prescribe drugs to render a case noninfectious and counsel or arrange for the
case to be counseled:

a  To abstain from sexual contact during drug treatment and for at least seven days after drug treatment is com-
pleted: and

b. About the following:

i. The characteristics of syphilis,

ii. Thesyndromes caused by syphilis,

ili. Measures to reduce the likelihood of transmitting syphilisto another, and

iv. The need to notify individuals with whom the case has had sexual contact within a time period determined

based upon the stage of the disease.

A case shall be-subjeetto obtain serologic testing a3 three months and 6 six months felewing after initiation-of ini-
tiating drug treatment.
A health care provider or operator of ablood bank, blood center, er plasma center, tissue bank, or organ bank shall not
dtiize use blood, plasqqa blood components sperm bedy organs or tissue from acase for injection, transfus on, or
transpl antation. ‘ !

An operator of a bIood bank, bI ood center, plasma center, tlssue bank, or organ bank who interprets as positive a test
for the syphilis antigen or antibody shall notify the subject of the test within 30 days after interpreting the test.

The local health agency shall conduct an epidemiologic investigation of each reported case, confirming the stage of
the disease.

B. Contact control measures. Thelocal health agency shall:

[ ™ =

dentify Notify each identified individual of exposure;

and-offer Offer or arrange for serologic testing and treatment of each identified individual to-sexual-centaets:; and
Counsel each identified individual about the following:

The characteristics of syphilis,

The syndromes caused by syphilis,

M easures to reduce the likelihood of transmitting syphilisto another, and
The need to notify individuals with whom the identified individual has had sexual contact within a time period

[ S

determined based upon the stage of the disease.
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ROGRAM (ADAP)

AHBS) AIDS DRUG ASSISTANCE P

R9-6-401. Definitions

In this Article, unless otherwise specified:

[ [ (@ N =

I~

|0

“ADAP’ meansthe AIDS Drug Assistance Program.

“AHCCCS’ means the Arizona Health Care Cost Containment System.

“Applicant” means an individual who submits an application for ADAP to the Department.

“Diagnosis’” means an identification of a disease by an individual authorized by law to make the identification.
“Drug” means a chemical substance determined by the United States Food and Drug Administration to be useful in
the treatment of individuals with HIV infection.

“Earned income” means payments received by an individual as aresult of work performed, including:

Wages,

Commissions and fees,

Salaries and tips

Profit from self-employment,

Profit from rent received from a tenant or boarder, and

Any other monetary payments received by an individual for work performed.

‘Family income” means the combined gross earned income and unearned income of all individuals within the family
unit.

“Family unit” means:

a A group of individualsresiding together who are related by birth, marriage, or adoption; or

b. Anindividual who does not reside with any individual to whom the individual is related by birth, marriage, or

adoption.
“Qutpatient” means in an ambulatory setting.

R R e [

. “Poverty level” means the annual income for a family unit of a particular size included in the poverty guidelines

updated annually in the Federal Reqgister by the United States Department of Health and Human Services.

11. “Primary care provider” means a physician, registered nurse practitioner, or physician assistant who is treating an

applicant or enrolled individual for HIV disease or HIV infection.

12. “Public assistance” means a government program that provides benefits to individuals based on need. such as Aid to

Families with Dependent Children, SSI. or non-federally funded general assistance.
“Resident” means an individual who has a place of habitation in Arizonaand lives in Arizona as other than a tourist.
“SSI” means Supplemental Security Income, a program of the Social Security Administration.

15. “Unearned income” means non-gift payments received by an individual that are unrelated to work performed by the

individual, including:

Unemployment insurance;

Workers' compensation;

Disability payments;

Social security payments;

Public assistance payments;

Periodic insurance or annuity payments;

Retirement or pension payments;

Strike benefits from union funds;

Training stipends;

Child support payments;

Alimony payments;

Military family allotments or other regular support payments from a relative or other individual not residing in
the household;

Investment income;

Royalty payments;

Periodic payments from estates or trusts; and

Any other non-gift monetary payments received by an individual that are unrelated to work performed by the
individual and that are not capital gains, lump-sum inheritance or insurance payments, or payments made to
compensate for personal injury.

FETEEQ e e e o

B e [3
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DT . : ’ . . . . ‘ . . y . ess
thrs—puﬁeese ADAP ceases to Drowde drugs when ava|lable funding is exhausted or termmated iFhrs—pFegFam—shaH
ADAP is not eenstitdte an entitlement program ferany-persen-or and does not create aright to assistance absent eentinued
available funding.

R-9—6—492—R9—6-403 EI|g|b|I|ty R@uwements

A. abhsh-financial An individual is eligible to participate in

ADAP if the |nd|V|duaI

1. Provideacopy-of-enecef-thefollowing Appliesfor enrollment in AHCCCS and possesses one of the following:

a.  AppHeaton A letter from AHCCCS Statlnq that an aDpI|cat|0n for ellglblllty detemqmatlen—a&fq-leel—\mth—.mére-
CCSor-SSH-bearingthelr es A by v
wade: is pending, or

b. Letter A letter from AHCCCS denying eligibility-urder-AHEECES oF SSK;

2. Certifythat Has no or inadequate health insurance isin-effectfor-the-appHeant-which-covers to cover the cost of the
therapedtic-agents drugs that are or may become available urderthisA+tiete from ADAP on an outpatient basis: or is
an Amencan Ind|an or Alaska Na’tlvewho is eI|q|bIefor but chooses not to use | nd|an Health Serwces

3. ap o
#amﬂy—meemeqlevd& Has annual fam Iv income that is Ie$than or enual to 300% of the Dovertv IeveI

ALHEOWABLEINCOMELIMHTS
E : | -
1 $13;240
2 $17:760
3 $22:280
4 $26:800
5 $31:320
6 $35:840
7 $40,360
8 $44:880
B -
=5

e

2

4. Ismellqlblefor Veterans Admlnlstranon beneflts

5. Hasamedical diagnosis of HIV disease or HIV infection; and

B- 6. Fheopplicantshal-belsaresident of Arizona.
B. For purposes of ADAP application, an individual may report annual family income using actual family income for the

most recent 12 months or estimated annual family income determined by multiplying the current monthly family income

by 12.
R-9—6—493—R9—6-404 Appllcatlon Process

y An applicant shall submit to the Department eentairing the following

documents

1. Personal-and-etherinformation: An application completed by the applicant, on a form provided by the Department,
including the following:
a  Name The applicant’s name, date of birth, and sex;
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Address The applicant’s address;

Felephone The applicant’s telephone number;

Nurber-of personsin-hedseheld The number of individualsin the applicant’s family unit;

Income The aDD| icant’s annual fanu Iv income; anel

Thei

ber:

The applicant’s residency;

The applicant’s race and ethnicity;

The applicant’s employment status:

Whether the applicant is receiving benefits from SSI or AHCCCS;

Whether the applicant is eligible to receive benefits from the Veterans' Administration:

Whether the applicant has health insurance that would pay for drugs and, if so, to what extent:;

The applicant’s scheduled AHCCCS €ligibility appointment date, if any;

A statement by the applicant or the parent or guardian of a minor applicant that:

i. Theinformation on the form is accurate and complete;

ii. The applicant does not have health insurance coverage for the requested drugs or is an American Indian or
Alaska Native who is éligible for but chooses not to use Indian Health Services;

ii. The applicant, or the parent or guardian of a minor applicant, understands that eligibility does not create an

entitlement; and

iv. Theapplicant, or the parent or guardian of a minor applicant, grants permission to the Department to discuss
the applicant’s application with AHCCCS for purposes of determining AHCCCS eligibility; and

The signature of the applicant or the parent or guardian of a minor applicant and the date of signature;

ine: applicant’s social security num-

2. Medicanfermation: An application completed by the applicant’s primary care provider, on a form provided by the

|co

Department incl udl ng the fol |OWI ng:

d|aqnosed Wlth HIV dlsease or HIV mfectlon

The dates, results, and laboratory names and addresses for the most recent HIV-related tests conducted for the
applicant;

Each drug prescribed by the primary care provider for the applicant;

A statement by the primary care provider that the information presented on the application is accurate and com-

plete; and

The signature of the primary care provider and the date of signature;

An original prescription signed by the primary care provider for each drug indicated as prescribed on the primary care

provider’s application;

[~

A copy of one of the following:

a
b.

|on

A letter from AHCCCS stating that an application for eligibility is pending, or
A letter from AHCCCS denying €ligibility; and

Proof of annual family income, including the following items, as applicable:

a

b.
c
d

May 3, 2002

The most recent paycheck stub, or a statement from the employer listing gross wages, from each job:
Business records showing net income from self-employment;

A letter describing any monetary award received by a student to cover non-tuition expenses;

A letter describing each public assistance award; and
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R9-6-404-R9-6-405. EHgibitity-Betermination-and-Enrollment Process
A. The Department shall reV|eW each completed appllcatlon

ever—ether—el+g+lefepersensr n applrcant shaII execute any consent forms or releases of |nformat|on necee&ary for the
Department to verlfv el |d|b|||tv

The trme-framesfor aoorovmd or denvmq an aoollcatl on are descnbed in R9—6 408.

R-9—6—495—R9—6-406 PeH-ed—ef—Ef+g+le+I+t-y Contlnumd EnroIIment

review eI igi b| I ity every six months after enroll ment unle$ one of thefoI lowi ng eventseeeur—endrngthe occurs within the
six-month period to end eligibility peried-immediately:

1. Death-eftheeligibleperson The enrolled individual dies;

2. UYseofthetherapeutic-agentishalted The enrolled individual stops using the drug or drugs on the advice of thephy-

siefan aprimary care provider;

3. Determination-efeligibiity-and-enreliment The enrolled individual is determined eligible and enrolled to receive
medical services through either AHCCCS or SSt another third-party payor other than Indian Health Services;

4. ‘nereasetnr The enrolled individual’'s annual family income increases to an amount above the-aHewable 300% of the
poverty level; or

5. Establishmentefresidence The enrolled individual establishes residency outside Arizona.

B. The eligiblepersen enrolled individual or the perser-sphysieian enrolled individual’s primary care provider shall notify
the Department within 30 days of after theeeeurreneeef any of these the events Irsted in subsectlon (A) OCCUrs.

theDeparmqent— Before the exp| ratlon of each Six- month Derlod the Deoartment shaII send eac enrolled |nd|V|duaI alet-

ter requesting that the enrolled individual submit proof of annual family income and complete and submit a follow-up

application form provided by the Department.

1. Theenrolled individual shall submit to the Department proof of annual family income as described in R9-6-404(5)
and a completed follow-up application form within 30 days after the date of the letter.

The completed follow-up application form shall contain the following:

Name The enrolled individual’s name, address, and tel ephone number;

The enrolled individual’s race and ethnicity, date of birth, sex, and social security number;

The enrolled individual’s residency:

The number of individualsin the enrolled individual’s family unit;

[ol= (e i=gs]

The enrolled indivi dua’s employment status;

¢ P

arrrpph

eurrent The enroIIed |nd|vrdual sannual family income;
Whether the enrolled individual is receiving benefits from SSI or AHCCCS;
Whether the enrolled individual is eligible to receive benefits from the Veterans' Administration;
Whether the enrolled individual has health insurance that would pay for drugs and. if so. to what extent:
The status of anv aDoIrcatlon made to AHCCCS sr nce the |nd|vrdual s enrollment in ADAP;
a} A statement by the enrolled individual or

parent or quardlan of an enroIIed minor |nd|V|duaI that:

i_. The information on the form is accurate and compl ete;
ii. The enrolled individual does not have health insurance coverage for the requested drugs or is an American
Indian or Alaska Native who is €eligible for but chooses not to use Indian Health Services;
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The enrolled individual, or the parent or guardian of an enrolled minor individual, understands that eligibil -
ity does not create an entitlement; and
The enrolled individual, or the parent or guardian of an enrolled minor individual, grants permission to the
Department to discuss the enrolled individual’s follow-up application with AHCCCS for purposes of deter-
mining AHCCCS eligibility;
|. The signature of the enrolled individual or the parent or guardian of an enrolled minor individual and the date of
signature; and
m. After every 24 months of continuous enrollment, a portion of the follow-up application completed by the
enrolled individual’s primary care provider including the following:
i. Theprimary care provider’'s name and business address, tel ephone number, and facsimile number:;
5 ii. Physietans A statement by the primary care provider that treatment with the therapedtie-agent drug or drugs
is still appropriate; and
iii. The reeults and dates of the most recent HIV-related tests for the enrolled individual, if available;
i SA-W 3 A statement by the pri-
marv care provrder that the mformatron presented on the application is accurate and complete; and
v. The signature of the primary care provider and the date of signature.
D. The Department shall determine continuing enrollment based on the enrolled individual’s eligibility and the availability of
funds.
E. Thetime-frames for approving or denying continuing enrollment are described in R9-6-408.

=

R9-6-406:R9-6-407. Distribution Requirements
A. Thephysreran Dnmarv care Drovrder shall :

shaH—Ieeref+Hablearma*Hnum—ef—ﬁ¥eJe|mes Wr|te each druq Drescrllonon for an aDrJllcant or enrolled mdrvrdual for the
guantity of the drug packaged in the original container by the manufacturer.

B. The Department shall purchase the-therapeutic-agent a prescribed drug and provide it the drug to the enrolled perser's
physietan individua’s pharmacy in guantities a quantity sufficient to meet the therapeutic regimen prescribed by the phy-
sietan enrolled individual’s primary care provider.

C. The Department shall provide the-therapedtie-agent a drug in original, unopened containers as supphed packaged by s
vender the manufacturer.

D. lntheeventtheeareof If an enrolled persenistransferredto-anetherphysician individual changes primary care providers,
the origina physietan primary care provider shal notify the Department n writing within fivewerking seven days ef after
the transfer change. The fellewing-infermation original primary care provider shall be-previded provide the following
information in the written notice:

1. Name The name and address of the enrolled persen individual;

2. Name The name; and business address; and telephone number of physician-to-whem-care-tstransferred the new pri-
mary care provider; and

3. A release signed by the patient enrolled individual authorizing the Department to contact and exchange information
with the physieiante-whom-care-istransferred new primary care provider.

E. Failureto comply with subsection (D) may cause an interruption in or termination of support.

R9-6-408. Time-frames

A. The overall time-frame described in A.R.S. 8§ 41-1072 for each type of approval granted by the Department under this
Articleis provided in Table 1. The applicant or enrolled individual and the Department may agree in writing to extend the
substantive review time-frame and the overall time-frame. An extension of the substantive review time-frame and the
overall time-frame may not exceed 25% of the overall time-frame.

B. The administrative completeness review time-frame described in A.R.S. § 41-1072 for each type of approval granted by
the Department under this Article is provided in Table 1 and begins on the date that the Department receives an applica-
tion.

May 3, 2002 Page 2033 Volume 8, Issue #18



Arizona Administrative Register

Notices of Final Rulemaking

1. The Department shall send a notice of administrative completeness or deficiencies to the applicant or enrolled indi-
vidual within the administrative completeness review time-frame.

a A notice of deficiencies shall list each deficiency and the information and documentation needed to complete the
application.

b. If the Department issues a notice of deficiencies within the administrative completeness review time-frame, the
administrative compl eteness review time-frame and the overall time-frame are suspended from the date that the
noticeisissued until the date that the Department receives the missing information from the applicant or enrolled
individual.

c. If the applicant or enrolled individual fails to submit to the Department all of the information and documents
listed in the notice of deficiencies within 30 days from the date that the Department sent the notice of deficien-
cies, the Department shall consider the application or follow-up application withdrawn.

2. If the Department issues an approval to the applicant or enrolled individual during the administrative completeness

review time-frame, the Department shall not issue a separate written notice of administrative completeness.

C. The substantive review time-frame described in A.R.S. § 41-1072 for each type of approval granted by the Department
under this Articleis provided in Table 1 and begins as of the date on the notice of administrative completeness.

1. The Department shall send written notification of approval or denial of enrollment or continuing enrollment to the
applicant or enrolled individual within the substantive review time-frame.

2. During the substantive review time-frame, the Department may make one comprehensive written request for addi-
tional information, unless the Department and the applicant or enrolled individual have agreed in writing to allow the
Department to submit supplemental requests for information.

3. |f the Department issues a comprehensive written request or a supplemental request for information. the substantive
review time-frame and the overall time-frame are suspended from the date that the Department issues the request
until the date that the Department receives al of the information requested.

4. The Department shall issue an approval of enrollment or continuing enrollment unless:

a.  The Department determines that the applicant or enrolled individual isineligible,

b. The Department does not have funds available to enroll the applicant in or to continue the enrolled individua’s
enrollment in ADAP.

c. The Department determines that the applicant or enrolled individual submitted false or inaccurate information to
the Department,

d. The Department determines that the applicant or enrolled individual failed to submit to the Department all of the
information requested in a comprehensive or supplemental written request for information within 30 days after
the request, or

e. The Department determines that the enrolled individual failed to submit to the Department proof of annual fam-
ily income or a completed follow-up application as requested in the letter described in R9-6-406.

D. The Department shall send a written notice of appealable agency action that complies with A.R.S. Title 41, Chapter 6,
Article 10 to each applicant or enrolled individual who is denied enrollment or continuing enroliment. The applicant or
enrolled individual may file anotice of appeal with the Department within 30 days after receiving the notice of appealable
agency action. The appeal shall be conducted in accordance with A.R.S. Title 41, Chapter 6, Article 10.

E. For the purpose of computing time-frames in this Section, the day of the act, event, or default from which the designated
period of time begins to run is not included. Intermediate Saturdays, Sundays, and legal holidays are included in the com-
putation. The last day of the period so computed is included unlessit is a Saturday, a Sunday. or alegal holiday, in which
event the period runs until the end of the next day that is not a Saturday, a Sunday, or alegal holiday.

Table 1. Time-frames(in days)

Type of Approval Statutory Authority | Overall Time-frame | Administrative Substantive Review
Completeness Time-frame
Review Time-frame

Application for A.R.S. 836-136 52 10 42

ADAP Enrollment

Follow-up Applica- | A.R.S. § 36-136 30 10 20

tion for ADAP Con-

tinuing Enrollment

R9-6-408:R9-6-409. Confidentiality

The Department considers ADAP application materials and all information received or maintained by the Department in con-

nection with ADAP application fersuppert and subsequent actlons shalt to be eeﬂsrdeFed—as confidential medical information,

asdefinedin 9 A.A.C. 1, Article 3. The prev ment Department shall
comply with 9 A.A.C. 1, Article 3 with regard to di Ios ng these maIerlaIs and thls mformanon
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Exhibit A. Gensert—fer—H\Related—Festing Renum-
bered
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Exhibit B. Gensentimienrto—para—ta—Prucba—de—VH+

Renumbered
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R9-6-410. Humar+Hrmuredeticieney-MirdstFestiig Renumbered

ARTICLE 9. HIV-RELATED TESTING

R9-6-901. Definitions

In this Article, unless otherwise specified:

1.
2.

|

“Health professional” has the same meaning as “health care provider” in A.R.S. § 36-661.

“Hospital” means a health care ingtitution licensed by the Department as a general hospital, a rural general hospital,
or aspecial hospital under 9 A.A.C. 10.

“Informed consent” means permission to conduct an HIV-related test obtained from a subject who has capacity to
consent or an individual authorized by law to consent for a subject without capacity to consent after an explanation
that complies with A.R.S. § 36-663(B).

R9-6-409:R9-6-902. Consent for HIV-related Testing

A. Apersen Anindividua ordering aan HIV-related test shall obtain consent for the test, unless the test has been ordered by
the a court under A.R.S. 88 8-341, 13-1210, or 13-1415(B) or fallsunder A.R.S. § 36-663(D).

1

2.

|

[~

If the test is ordered in a hospital, the individual ordering the test shall obtain speeifie written informed consent-is
required as specified in subsection (B).

If the test is ordered outside a hospital by a physicianteensed-pursaantto-A-R-S—Fitte-32Chapter 1317-o6r 29, a

registered nurse practitioner-eertified-pursoant to-A-R-S—Fitte 32-Chapter15, or a physician’s assistant-eertitiedpur-
sdant-to-A-R-S—Fitle-32Chapter 25, the individual ordering the test shall obtain eonsent-shalbe either written

informed consent as specified in subsection (B) or oral informed consent.

If the test is ordered outside a hospital by a health professional licensed under A.R.S. Title 32, but not listed in sub-
section (A)(2), who is authorized to provide HIV-related tests within the health professional’s scope of practice, the
individual ordering the test shall obtain written informed consent as specified in subsection (B).

If the HIV-related test is performed anonymously, then the individual ordering the test shall obtain oral consent is
required and re+ecord shall be-made with not make arecord containing persona identifying information en about the
patient subject.

B. Writteneconsent-shall-be-en An individual obtaining written, informed consent for an HIV-related test shall use the form
shown in Exhibit A (English) or Exhibit B (Spanish).

1.

2.

tndividuals-and-faeitities Except as described in subsection (A)(4), an individual using the consent form may add er
affix the following additienal information in the Identifying Information section of the form:

patient/subjeet’s The subject’s name and identifying number,
feeitity Facility identifying information,

feeitity Facility processing codes,

The subject’s race and ethnicity,

The subject’s address, and

patient/subjeet’s The subject’s date of birth and sex.
Thisform may be reproduced to accommodate a multiple copy or carbonless form.

c o

e ©

D

=
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Exhibit-A—Conseat-for HIV Testing EXHIBIT A. CONSENT FOR HIV-RELATED TESTING

Consent for HIV-related Testing

Information on HIV

The Human Immunodeficiency Virus (HIV) is the virus that causes
Acquired Immune-Deficieney Immunodeficiency Syndrome (AIDS).
HIV is spread through the exchange of blood (including transfusion)s
or sexual fluids (semen and vaginal secretions) and sometimes
through breast milk. HIV can be transmitted from mother to baby
during pregnancy or childbirth.

HIV-related Testing

There are several laboratory tests for HIV. The most common is the
antibody test, which is a blood test that detects antibodies produced
by the body in response to infection with HIV.

A positive antibody test consists of a repeatedly reactive (the same
specimen testing positive twice) enzyme immunoassay (ELA) and a
reactive Western blot ¢ or other supplementaey confirmatory test). A
positive antibody test means that an individual is infected with HIV,
however, this does not always mean that the individual has AIDS.
Research indicates that early and regular medical care is important to
the health of apersen an individual with HIV. Certain treatments are
now available to delay treat HIV-associated illnesses.

A negative antibody test indicates that no detectable antibodies are
present in the blood. An individual may not have antibodies because
the individual is not infected with HIV or because detectable
antibedies have not yet been made in response to infection. The
production of these antibodies could take 3 menths or longer.
Therefore, in certain cases, an individual may be infected with HIV
and yet test negative, Individuals with a history of HIV risk behaviors
within the past 3 to 6 months should consider retesting.

Like any test, HIV-related testing is not accurate 100% reliable of the
time and may occasiorally produce both false positive and falsc
negative results,

Means to Reduce Risk for Contracting or Spreading HIV

Risk of contracting or spreading HIV can be reduced by avoiding or
decreasing contact with blood and sexual fluids (semen and vaginal
secretions). Some methods of decreasing the risk of contracting or
spreading HIV include abstaining from sexual intercourse, using
methods that limit exposure to body fluids during intercourse (such as
the proper use of condoms), not engaging in injecting drug use, not
sharing needies, or using bleach and water to clear needles and
syringes. The use of certain medications by & an HIV—infected
woman during pregnancy may reduce the chances of HIV
transmission from mother to child.

Disclosure of Test Results

[ understand that if the HIV test results are positive, the physician or
facility representative conducting the test will make reasonable
efforts to notify me of the results at the address or phone number [
have provided, and will provide or arrange for counseling as required
by Arizona state laws and regulations regarding (1} the HIV, (2)
AIDS, and (3) appropriate precautions to reduce the likelihood of
transmission of the virus to others. | agree to assume all risks that
may result if [ cannot be contacted.

1 understand that Arizona law and regulations require that if my test
results are positive, they will be submitted to local and state health
departments. Information received by these health departments may
only be released; (1) if there is written authorization from the person
individual being tested; , (2) for statistical purposes without
individual identifying information, or (3) as otherwise required or
allowed by law.

ADHS2002
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Identifying Information

1 also understand that the physician or facility may report to the
Arizona Department of Health Services identifiable 3rd parties such
as a spouse of sex partner who may be at risk of contracting the virus
if I do not release this information. Finally, [ understand that the test
results may be placed in a medical record kept by the facility or
person administering the test and that persons involved in providing
or paying for my health care may have access to that information.
Additional Sources of Information on HFV

Additional information regarding testing for HIV is available through
your county health department and, in the Phoenix metropolitan area,
(602) 234-2752, the Tucson metropolitan area, (520) 326-2437 791~
7676, or outside the Phoenix area, 1-800-334-1540. National Hotline:
English, 1-800-342-2437; Spanish, 1-800-344-7432; TTY/TDD, I-
800-243-7012.

Consent

I have been given the opportunity to ask questions regarding this
information and have had my questions answered to my satisfaction.
I understand that this test can be performed anonymously at 2 public
health agency. [ also understand that I may withdraw my consent at
any time before a blood sample is taken in order to conduct a test,
and that I may be asked to put my decision to withdraw my consent
in writing if [ have signed this consent. [ also understand that this is a
voluntary test and that I have a right to refuse to be tested.

My signature below indicates that I have received and understand the
information | have been given and I voluntarily consent 1o and
request HIV-related testing.
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Patient/Subject Name {Printed)

Patient/Subject or Legal Representative Signature

Date

Witness

NOTICE
The Arizona Department of Health Services docs not discriminate on the basis
of disability in the administration of its programs and services as prescribed
by Title Il of the Americans with Disabilities Act of 1990 and Sectien 504 of
the Rehabilitation Act of 1973, If you need this publication in an altemative
format, please contact the ADHS Oftice of HIV/STD Services at (602)230-
5819 or 1-800-367-8939 (state TDD/TTY Relay).
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ExhibitB. Consentimiento Para-La Prueba De VIH EXHIBIT B. CONSENTIMIENTO PARA LA PRUEBA DE VIH

Consentimiento Para 1a Prueba de VIH

Informacién sobre el VIH

El virus de Inmunodeficiencia Humana (VIH) es ¢l virus que causa el
Sindrome de Inmunodeficiencia Adquirida (SIDA). VIH se transmite a
través del contacto con sangre (incluyendo la transfusion); o fluidos
sexuales (semen y secreciones vaginales) y en algunas ocaciones a
través de la leche materna. VIH puede ser transmitido de la madre al
bebé durante el embarazo o al momento del parto.

La prueba det VIH

Existen pruebas de laboratorio para saber si una persona esta infectada
con el VIH. La mas comun es la prueba de anticuerpos. Esta es un
examen de sangre que detecta los anticuerpos producidos por €l cuerpo
al reaccionar contra la infeccién por VIH.

Un examen de anticuerpos positivo consiste de una prueba por
inmuncanalisis enzimatico (EIA) (realizada dos veces en cada
espécimen) y una prueba reactiva por Western Blot u otras pruebas
confirmatorias. El resultado positivo a la prueba de anticuerpos quiere
decir que el individuo esta infectado con el VIH; sin embargo, esto no
siempre quiere decir que el individuo tenga el SIDA. Investigaciones
médicas sefialan que atencién médica temprana y continua es
importante para la salud de una persona con el VIH. Hoy en dia se
dispone de tratamientos para retardar las cnfermedades asociadas con
el SIDA.

Un exdmen de anticuerpos negativo indica que ne se han detectado
anticuerpos en la sangre. Un individuo puede no tener anticuerpos por
que el individuo no estd infectado(a) o perque ain no se han producido
suficientes anticuerpos contra la infeccion. Estos anticuerpos pueden
tardar tres meses o mas para ser producidos. De tal manera, en ciertos
casos, un individuo puede estar infectado con el VIH y su prueba
resultar negativa. Los individuos que han tenido comportamiento de
alte riesgo en los ltimos tres a seis meses deberian pensar en repetir la
prueba.

Como cualquier prueba, la prucba del VIH no es 100% segura y en
alguna ocasion puede producir resultados falsos ya sea positivos o
negativos.

Maneras de reducir el riesgo de infeccion o transmisién del VIH
El riesgo de contraer o transmitir el VIH se puede reducir al evitar
contacto con la sangre y fluidos sexuales (semen y secreciones
vaginales). Algunos métodos para disminuir ¢l riesge de infeccién o
transmisién det VIH incluyen: abstinecia sexual, usar métodos que
limitan el contacto de fluidos corporales durante la relaciones sexuales
{como el uso correcto de condones), no usar drogas intravenosas, no
compartir agujas, y usar "cloro” {blanqueador)} y agua para limpiar las
jeringas y las agujas. En mujeres infectadas con VIH, el uso de ciertos
medicamentos durante el embarazo, puede reducir el riesgo del
transmission del VIH de madre a hijo.

El resultado de la prueba

Entiendo que si el resultado de la prucha del VIH es positivo, el doctor
o el representante de la institucion que hizo el exdmen va a hacer
esfuerzos suficientes para notificarme del resultado a la direccion
(domicilio) o al teléfono que he proporcionado y que me daréd
informacién, cumpliendo con los requisitos de la Icy estatal de
Arizona, sobre (1) el VIH, (2) el SIDA, y (3) las precauciones
necesarias para reducir ]2 posibilidad de transmisién del virus a otras
personas. Estoy de acuerdo en asumir todos los riesgos que resultaran
de no poder contactarme.

Entiendo que la ley estatal de Arizona exige que si el resultado de mi
prucba es positive, éste se reportara a los departamentos de salud local
y estatal. La informacidn que estos departamentos reciben solamente
puede ser revelada a otras personas: (1) si hay una autorizacién por
escrito de la persona que se ha hecho la prueba; , (2) por razones de
estudios estadisticos sin revelar la identidad del individuo, o (3} por
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Identitying Information/Datos de Identidad
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cualquier otra razén que la ley permita.

También entiendo que el doctor o la institucién puede reportar al
Departamento de Salud del Estado de Arizona, la identidad de
terceras personas como: los esposos(as) o los compaficros(as)
sexuales que pueden cstar en riesgo de contraer con el virus si decido
no darles esta informacidn. Por dltimo, entiendo que cl resultado de
la prueba puede guardarse con ¢l resto de mi informacion médica en
Ia agencia o por la persona que hizo el examen; y que las perse=-2
encargadas de proveer o pagar por el cuidado de mi salud pueden
tener acceso a esta informacion.

Otras fuentes de informacion sobre el VIH

Informacién adicional sobre el examen del VIH esta disponible a
través del departamento de salud de su condado. En el area
metropolitana de Phoenix llame al (602) 234-2752, en ¢l area
metropolitana de Tucson (520) 326-2437 791-7676 , y en el resto de
Arizona 1-800-334-1540. Lineas telefénicas a nivel nacional son: en
inglés 1-800-342-2437; en espafiol 1-800-344-7432. (TTY/TDD)
Transmision de voz 1-800-243-7012.

Consentimiento

Se me ha dado ta oportunidad de hacer preguntas respecto 2 esta
informacién y me han sido contestadas satisfactoriamente. Entiendo
que este examen se pucde hacer de forma andnima en una agencia de
salud publica. También entiendo que puedo retirar mi consentimiento
en cualquier momento antes de que me saquen la sangre para hacer la
prucha y que me pueden pedir que ponga por escrito mi decision de
retirar mi consentimiento si ya habid firmado este permiso. Entiendo
también que este exdmen es voluntario y que tengo el derecho a
negarme a que se me haga la prueba.

Mi firma indica que he recibido y he entendido la informacién que se
me ha proporcionado y que voluntariamente autorizo y solicito la
prueba del VIH.

Nombre del paciente (letra imprenta)

Firma de} paciente o de su reprcsentante legal

Fecha

Testigo

AVISO
Fi Deparamente Departamento de Salud del Estado de Arizona no discrimina
hasado en los impedimentos de las persenas en la administracion de los
progainas y scvicios ordenado por la ley de 1990: Americanos con
[mpedimentos, Titulo [Ty Ta Seccion 504 de la ley de Rehabilitacion de 1973.
Si usted necesita esta publicacién por otros medios de cormunicacion, favor
ponerse en cantacto con ¢l Departamento de Salud del Estado de Anzona,
Oficina de Servicios de VIH/ETS al 1-800-842-4681 (transmision de voz
estatal) or 1-800-367-8939 {transmision 'TDD/TYY estatal:).
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R9-6-416:R9-6-903. Humanr-Hrmuredeficierey-Wius Court-ordered HI V-related Testing

A. A Anindividual who tests a specimen of blood or ancther body fluid to detect HIV antibody test-performed-pursuantto
under court order issued under A.R.S. 8§88 8-341 or 13-1415 ferantibediesto-HI shall use an-enzymetmmunoassay atest
aned-shatbe licensed by the United States Food and Drug Administration{FBAY} for use in HIV screening. Bleedthat If a
§p imen is reactlve two or more times accordl ng to the test manufacturer’s recommendations, the individual shall be

} men retest the specimen using a licensed supplemental or confirma-

ory as@ay or as recommended by the or|g| naI test manufacturer S pack@e insert. Repeﬁeell—y—reaetwebleeel—sltral—l—be&es&eel

Oftice ot-the Seeretary-of State:
B. FestresdHts Theindividual shall bereperted report each test result for each subject directly to the Department.
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