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INTRODUCTION

These Rules and Regulations Pertaining to Counseling, Testing, Reporting and Confidentiality
(R23-6-HIV) are promulgated pursuant to the authority conferred under Chapter 23-6, sections 23-17-31,
23-11-17, 23-13-19, 21-28-4.20, 11-34-10, 23-1-38, 23-18.6-12, and 40.1-24-20 of the Generd
Laws of Rhode Idand, as amended, and are established for the purpose of adopting minimum standards
for HIV counsding, testing, reporting and confidentidity provisonsin Rhode Idand.

Pursuant to the provisons of section 42-35-3(c) of the General Laws of Rhode Idand, 1956, as
amended, the following were given consderation: (1) dternative approached to the regulaions, (2)
duplication or overlgp with other ate regulations. and (3) sgnificant economic impact placed on smdl
business as defined in Chapter 42-35 of the General Laws through these regulations. No dternative
approach, overlap or duplication or economic impact was identified. Consequently, these rules and
regulations are adopted in the best interest of the hedlth, safety and welfare of the public.

These amended rules and regulations shdl supersede any previous Rules and Regulations Pertaining
to HIV-1 Counseling, Testing, Reporting and Confidentiality (R23-6-HIV) promulgated by the

Department of Hedlth and filed with the Secretary of State.
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PART | Definitions

Section 1.0 Definitions

Wherever used in these rules and regulations, the following terms shall be construed as follows:.

11

1.2

1.3

14

15

1.6

"Agent" means (i) A person empowered by the patient/client to assart or to waive the
confidentidity, or to disclose or consent to the disclosure of confidentia information, as established
by Chapter 5-37.3. That person is not, except by explicit authorization, empowered to waive
confidentidity or to disclose or consent to the disclosure of confidentid information; (i) A guardian
or conservator, if the person whose right to confidentiaity is protected under Chapter 537.3 is
incompetent to assert or waive that right; or  (iii) If the patient/client is deceased, his or her persond
representative or, in the absence of that representative, his or her heirs-at-law.

" AIDS" means the medica condition known as Acquired Immunodeficiency Syndrome, caused by

infection of an individua with HIV.

" Department” means the Rhode Idand Department of Hedlth.
" Director” meansthe Director of the Rhode Idand Department of Health.

"Exposure evaluation group” means three (3) impatid hedth care providers (hedth

professonas) designated to determine if a hedlth care provider (hedlth worker/individua) hasbeen
involved in aggnificant exposure to HIV-1. The composition of members of the exposure evauation
groups shdl be consgent with gatutory and regulatory provisons herein, and shdl congst of
members who must not have been directly involved in the potential HIV exposure. The composition
of the group shdl be asfollows:

a) Forinpaient sarvices in alicensed hedth care facility, hospita setting, the group shdl congst
of the patient's atending physician or designee, the chief of service or designee, and a staff
nurse.

b) For norrinpatient exposures in a licensed hedth care fadility, the third member of the
exposure evauation group shdl be a representative from the employee hedth office. If the
exposure involves the attending physician, another physician shal be designated by the chief
of service.

c) Inany other licensed hedth care facility or in a private office of a physician, the group shdl
cons s of three (3) physicians.

" Health care facility" means those facilities subject to licensure by the Department of Hedlth in
accordance with the provisions of Chapter 23-17 of the General Laws of Rhode Idand, as amended,
entitled, "Licensng of Hedth Care Facilities', and as defined by regulations.,

1.7 "HIV or humen immunoddficiency virus' means the infectious agent responsible for HIV infection

1.8

and/or AIDS in humans.

" HIV test" means any laboratory diagnostic test currently approved by the federal Food and Drug
Adminigration (FDA) for determining infection of an individua by the AIDS virus (HIV).



1.9

1.10

111

112

1.13

1.14

1.15

1.16

"Informed Consent Form" means a standardized form provided by the Rhode Idand
Department of Hedlth to be sgned by patients/clients as an acknowledgement that HIV testing and
counsding have been offered. Said form shal contain the information outlined in section 3.3 herein.
Anonymous testing shdl be exempted from the requirement to sign.

" Office of HIV & AIDS' refers to the Office of HIV & AIDS within the Divison of Disease
Prevention and Control a the Rhode Idand Department of Hed th.

" Other authorized medical personnel” means licensed hedth professonds working under the
auspices of a physcian or other licensed hedth care professona acting within his’her scope of
practice.

"Person” means ay individud, firm, trus or edae, partnership, corporaion (including
associdions, joint sock companies), limited liability companies, sate or political subdivison or
indrumentality of a date.

"Physician" means an individud licensed to practice alopathic or osteopathic medicine pursuant
to the provisons of Chapter 5-37 of the Rhode Idand General Laws, as amended.

"Qualified professional counselor” refers to physicians, licensed professond (registered)
and/or practical nurses, or other persons who meet the quaification requirements of section 7.1
herein.

" Services' meansdinica hedth care sarvices.

" Substance abuse treatment facility” means a sructurdly distinct public or private hedth care
establishment, inditution or facility, primarily condtituted, staffed and equipped to ddiver substance
abuse trestment and/or rehabilitetive services to the generd public and known by such terms as:
generd resdentid facility, outpatient clinic, chemicad dependency program, community residence,
day/evening treatment program, narcotic trestment program, extended resdentid care, socid
setting detoxification facility , medicad detoxification facility, hafway house, three-quarter house,
trangtiona care facility, thergpeutic community, or long term care which is not a part of a hospitd;
providing however, tha the term "substance abuse facility and program” shdl not apply to
organized ambulatory care facilities owned and operated by professonal service corporations as
defined in Rhode Idand General Laws #5.1-1 et seq. (the "Professona Service Corporation
Law"), or to a private practitioner's (physician, dentist or other hedth care provider) office, or
group of practitioners offices (whether owned and/or operated by an individua practitioner, done
or asamember of a partnership, professiona service corporation, organization or association).



PART I

Requirements For Offering HI'V Counseling and Testing

Section 2.0 Mandatory Offering of HIV Counseling and Testing

21

Pursuant to sections 23-17-31, 23-13-19, 40.1-24-20, and 23-11-17 of the Rhode Idand
Genead Laws, as amended, the mandatory offering of HIV counsding and testing (with informed
consent) shall be required in conjunction with the following:

a)

b)

c)
d)

Prenatd care or sarvices unless such test is deemed inappropriate by a physician or hedth
care provider caring for the patient;

Family planning care or services unless such test is deemed ingppropriate by a physician or
hedlth care provider caring for the patient;

Services or treatment for sexually transmitted diseases (STDs);

Clinicd services for injection drug users unless such test is deemed inappropriate by a
physician or hedth care provider caring for the patient.

Mandatory HI'V Counseling and Testing

22

Pursuant to satutory provisons, mandatory HIV counsding and testing shdl be required as below.
No consent shdl be required for testing.

a)

b)

For any person who is convicted of any crimina offense and committed to the Adult
Correctiond Ingtitution (ACI);

For any person convicted of progtitution, lewdness, or any other violation of Chapter 11-
34 of the Rhode Idand Generd Laws, as amended.

Mandatory HIV Testing

2.3

Mandatory HIV testing, and counsdling, as appropriate, shal be performed in accordance with the
following:

a)

b)

All human organ trangplantation testing shal be conducted in accordance with 42 Code of
Federal Regulations Part 486, Subpart G (Guidelines for Preventing Transmission
of HIV through Transplantation of Human Tissue and Organs) for the prevention of
HIV transmisson.

Thergpeutic donor insemination or other advanced reproductive technologies using freshly
donated sperm shdl conform with the guiddines and standards of the American Society for
Reproductive Medicine for the prevention of HIV transmisson. These standards shall not
apply in Stuations wherein both the donor and the recipient waive the testing requirement
and sgn a written statement to that effect. Mandatory HIV counsding shall be required in
these Situations, however.

Section 3.0 Procedure For Offering HIV Test



HIV tegting may be "confidentid™ (name and signature required on the consent form) or "anonymous' (no
name or sgnature required on the consent form).

Presenting the HI'V Informational Brochure

31

Each patient/client subject to the provisons of section 2.1 herein, shdl be given an informationa
brochure on HIV infection and testing provided by the Department. Such brochure shdl include
information pertaining to: (1) the nature of HIV Infection; (2) the desirability of having an HIV test;
(3) an explanation of the "Informed Consent Form"; and (4) such other relevant information as may
be deemed necessary.

Pre-Test Counseling

3.2

A phydcian or other qudified professond counsdor shdl offer HIV information contained in the
HIV informationa brochure prior to testing. HIV prevention counseling should be:

dient-centered, that is, tailored to the behaviors, circumstances, and specia needs of the
person being served;

include a personalized client risk assessment, as appropriate;

result in a personaized plan for the dlient to reduce the risk of HIV infection/transmisson, as

appropriate.

Signing the HI'V Informed Consent Form

3.3

34

Each patient/client, with the exception of anonymous testing, shdl sgn and date the "HIV
INFORMED CONSENT FORM" provided by the Department, which shall contain no less than
the fallowing:

a) the public hedth rationde for HIV tedting;

b) the availability and cogt of HIV testing and counsdling;
) assurance that test results are confidential with certain exceptions,
d) aligt of exceptionsto confidentidity of test results, and

€) assurance that by sgning such form the person is only acknowledging that the HIV test and
counsdling have been offered.

When a patient/client has agreed (consented) to be tested for HIV an "Informed Consent Form"
must be signed by the patient/client, with the exception of anonymous testing, in accordance with
section 4.0 hereunder in order for the testing to occur.

Section 4.0 Informed Consent For Testing

4.1

Unless otherwise exempt as set forth in section 5.0 herein, no person may be tested for the presence
of HIV unless he or she has given his or her written informed consent, confirmed by his or her
sgnature, or that of a parent, guardian, or agent on an informed consent form specificaly relating to
such test and after discussion with a qualified professona counsdor.  Anonymous testing shal be
exempt from the requirement to Sgn.



4.2

4.3

The written informed consent form must include at least the following:

a)
b)
c)
d)

the name and signature of the party(ies) seeking and consenting to the HIV tet;
the name and nature of the tet;
the reasons for conducting the test;

the fact that the test results are confidentia and shdl be maintained at the testing Ste and
shdl not be released except as provided in the requirements of section 11.0 herein;

All consent forms, sgned and dated, must become part of the patient's/client's record.

Section 5.0 Exceptionsto the Informed Consent Requirement

5.1

Notwithstanding the provisions of section 4.0 above, and pursuant to section 23-6-14 of reference
1, a physician may or other health care provider may draw and secure a test for the presence of
HIV without informed consent under the conditions listed below. Provided, however, reasonable
efforts shall be made to secure voluntary informed consent.

a)
b)

c)

d)

when the person to be tested is under one (1) year of age;

when the person to be tested is between one (1) and thirteen (13) years of age and
appears to be symptomatic for HIV infection;

when the person to be tested is a minor under the care and authority of the Rhode Idand
Department for Children, Youth, and Families, and the Director of said Department
certifiesthat an HIV test is necessary to secure hedlth or human services for that person;

when a person (the complainant) can document significant exposure to blood or other body
fluds of another person (the individua to be tested), during performance of the
complainant's occupation, providing:

i.  the complainant completes an incident report within forty-eight (48) hours of the
exposure, identifying the parties to the exposure, witnesses, time, place and nature
of the event;

ii.  the complanant submitsto a basdine HIV test within seventy-two (72) hours of the
exposure, and is negative on that test for the presence of HIV; and

ii. there has been a sgnificant percutaneous or mucus membrane exposure (i.e.,
needle stick; bite; splash over open wound, broken skin, or such membrane) by
blood or body fluids of the person to be tested; of a type and in sufficient
concentration to permit transmission of HIV, if present in those fluids;

In a licensed hedth care facility, (indluding hospitds), or in the private office of a physician
in the event that an exposure evauation group determines that a hedth care provider
(hedlth worker or other individual) has had a sgnificant exposure to the blood and/or body
fluids of a patient and the patient or the patient's guardian refuses to grant informed consent



o)

for an HIV test to determine whether the patient is infected with HIV; then, if a sample of
the patient's blood is available, said blood shall be tested for the HIV:

If a sample of the patient's blood is not otherwise available and the patient refuses
to grant informed consent, then the hedlth care worker may petition the superior
court for a court order mandating that the test be performed.

Before a patient or a sample of the patient's blood is required to undergo an HIV
test, the hedth care provider (hedth worker or other individua) must submit to a
basdine HIV test within seventy-two (72) hours of the exposure.

No member of the exposure evauation group who determines that a hedth care
worker has sugtained a significant exposure and authorizes the HIV testing of a
patient, nor any person or hedth care facility (including hospitas) who rdlies, in
good faith, on the group's determination and performs the test, shal have any
ligbility as a result of their actions carried out under the provisons of the Act of
reference 1, unless such person(s) act in bad faith.

In an emergency, where due to a grave medicd or psychiatric condition, it isimpossble to
obtain consent from either the patient or the patient's parent, guardian or agen.

Persons under 18 years of age who may give legd consent for testing, examination, and/or
treatment for HIV pursuant to section 23-8-1.1 of the Rhode Idand Generd Laws, as
amended; or for human organ transplantation, thergpeutic donor insemination or other
advanced reproductive technologies using freshly donated sperm pursuant to section 23-1-
38 of the Rhode Idand General Laws, as amended.



PART IlI HIV Testing

Section 6.0 HIV Testing

6.1 An HIV test shdl be ordered by the physician or other authorized medica personnd as defined in
section 1.11 herein, for those patients/clients who sgn the informed consent form, and for those
individuals who are subject to the provisons of section 5.0 herein. The blood sample shall be sent for
HIV testing to the Rhode Idand Department of Hedlth Laboratory or a Rhode 19 and- licensed hospita
laboratory and shall be accompanied by a Hedth Department Laboratory form, completed by the
physician or other authorized medicad personnd who ordered the tet. THE NAME OF THE
INDIVIDUAL SHALL NOT APPEAR ON THE LABORATORY FORM
ACCOMPANYING THE BLOOD SAMPLE. THE [IDENTITY OF THE
PATIENT/CLIENT SHALL BE MAINTAINED ONLY AT THE SITE WHERE THE

BLOOD SAMPLE IS DRAWN AND SHALL NOT BE RELEASED EXCEPT AS
PROVIDED BY LAW AND SECTIONS 13.0 AND 11.0 HEREIN.



PART IV  Pre- and Post- HIV Test Counseling
Section 7.0  Qualificationsfor HIV Counselors
7.1 A qudified professond counsdor shdl be:
a aphyscian; or
b) other persons who are involved with clients at risk for HIV and who have completed an
HIV counsding training program sponsored by the Department of Hedth, or who have
documented evidence of completion of an HIV counsding training program approved by
the Director.
Section8.0 Pre-Test Counseling
8.1  Pretest counsding shdl be offered to al those individuas who are subject to the provisons of
section 2.0 herein and must be provided to al those who are tested. Such pre-test counsdling shal
be conggtent with the provisons of section 3.2 herein.
Section 9.0 Post-Test Counseling
Individuals with Negative HIV Tests

9.1 Each person with a negative HIV test shal be given pogt-test counsdling by the physician or by a
qudified professond counsdor as defined in section 7.1 herein. Such counseling shdl consgt of:

a) informing the patient/client of the test result, its implications and the importance of retesting
for individuas a high risk;

b) instructing the patient/client on the continuing necessity to take protective measures to avoid
contracting the infection.

I ndividuals with Positive HIV Test

9.2 Each person with a postive HIV test shdl be given post-test counseling by the physician or other
quaified professond counsglor. Such counsdling shdl consgt of:

a) the test result(s);

b) the infectious nature of the disease and measures to prevent transmission;
) referrd to medica and socid services,

d) the importance of natifying his or her partner; and

e) such other information to meet the individud's needs.



PARTV Records and Confidentiality

Section 10.0 Records

10.1

10.2

10.3

Entries shal be made in the patient/client record of al services rendered, such as offering of test, test
results, reporting, informed consent forms, counsdling, €tc.

All forms and reports as required in accordance with these regulations shal be maintained in the
patient's/client's record by health care providers (e.g., physdans, hedth care fadilities), induding
copies of any of the forms and/or reports submitted by one health care provider to another as part of
the plan of care and consistent with the requirements of reference 1 and the regulations herein.

Providers of hedth care, public hedth officids, and any other person who maintain records containing
information on HIV test results of individuds, shdl be respongble for maintaining full confidentidity of
these data as provided in section 23-6-17 of reference 1 and shdll take appropriate steps for their
protection, including:

a) keeping records secure at dl times and establishing adequate confidentidity safeguards for any
such records dectronicaly stored;

b) edablishing and enforcing reasonable policies and procedures condgtent with the
confidentidity requirements herain;

C) training individuals who handle records in security objectives and techniques.

Section11.0 Confidentiality and Disclosure of Test Results

111

All information and reports pertaining to HIV counseling, testing, and reporting as set forth in these
rules and regulations are confidentid. It shdl be unlawful for any person to disclose to a third party
the results of an individud's HIV test without the prior written consent of that individud, or in the case
of a minor, the minor's parent, guardian or agent on a form that specificaly dates that HIV tests
results may be released, except:

a) alicensed hedth carefacility or laboratory:

i.  shal report HIV test results to a licensed physician or other authorized medica personnel
who ordered the test; and

. shall report HIV test results to the Director through the Office of HIV & AIDS as st forth
in these regulations.

b) aphyscdan:

I. may enter HIV test results in the medica record, as would be the case with any other
diagnodtic test;

. may notify other hedth professonds directly involved in care of the individud testing
positive on the HIV tet, or to whom that individud is referred for treatment;

. may notify persons exposed to blood or other body fluids of an individud who tests
positive on an HIV tes, in accordance with section 23-6-14 (4) through (8) of reference 1



and section 23-17-31 of reference 2;

V. may notify the Director of the Department for Children, Youth and Families, pursuant to
section 23-6-14 (3) of reference 1;

V. may inform third parties with whom an HIV-infected patient or client is in continuous
contact, including but not limited to a spouse; if the nature of the contact, in the physician's
opinion, poses a clear and present danger of HIV transmission to the third party; and if the
physician has reason to beieve that the patient, despite the physcian's strong
encouragement, has not and will not warn the third party, consstent with the Guidelines set
forth by the Rhode Idand Department of Health.

) as permitted in subsections (b) (1), (2), (5), (6), (8) through (15) of section 5-37.3-4 of the
"Confidentidity of Hedth Care Communications and Information Act,” and

d) as permitted in section 40.1-5-26 of the "Mentd Hedth Law" or as otherwise required by
law; and

e) by a hedlth care provider to gppropriate persons entitled to receive notification of persons
with infectious or communicable diseases pursuant to section 23-5-9 of the Genera Laws of
Rhode Idand, as amended, "Reports of Disease and Disability,” and section 23-28.36- 3 of
the Generd Laws of Rhode Idand, as amended, "Noatification of Fire Fighters, Police
Officers, and Emergency Medica Technicians After Exposure to Infectious Diseases.”

Section 12.0 Notification of Disclosure

12.1 In dl cases when an individud's HIV test results are disclosed to a third party, other than a person
involved in the care and trestment of the individua, and except as permitted in sections 11.1(a)(i),
11.1(3)@0)(ii), 11.1(b)(i), 11.2(b)(ii), 11.1(b)(iv), and 11.1(d) herein, the person so disclosing shdll
make reasonable efforts to inform the individua tested in advance of:

a)  thenature and purpose of the disclosure;

b) thedate of disclosure;
c) therecipient of the disclosed information.

Section 13.0 HIV Testing and Reporting Cases of Acquired Immunodeficiency Syndrome
(AIDS) and Human Deficiency Virus (HIV) Infection

13.1 Physdans, facility administrators, and laboratories shal report to the Office of HIV & AIDS cases of
AIDS and HIV infection in a manner prescribed in the Rules and Regulations Pertaining to the
Reporting of Communicable, Environmental and Occupational Diseases (R23-5-6, 10, 11, 23-
24.6-CD/ERD and R23-24.5 ASB) of reference 11 herein.

10



PART VI Violations and Remedies, and Severability
Section 14.0 Violations and Remedies/Penalties

14.1 General: any person who violates any provison of these regulations shdl be subject to the crimind,
civil and/or adminigtrative penaties prescribed by law and/or regulation.

14.2 Pertaining to Confidentiality: any person who violates the confidentidity provisons herein, shal
be subject to the pendties of section 5-37.3-9 of reference 12 which are:

a) Civil Penalties: any one who violates the confidentiaity provisions herein may be held ligble
for actud and exemplary damages.

b) Criminal Penalties: any one who intentiondly and knowingly violates the confidentidity
provisons herein, shal, upon conviction, be fined not more than one thousand dollars
($1,000.00) or imprisoned for not more than six (6) months, or both.

C) Commission of Crime: the civil and crimind pendties above shal aso be gpplicable to
anyone who obtains confidential health care information through the commission of acrime.

d) Attorney's Fees. atorney's fees may be awarded, at the discretion of the court, to the
successtul partiesin any action under the confidentidity provisons herein.

Section 15.0 Severability
15.1 If any provison of these regulations or the goplication thereof to any fadility, individud or
circumstances shdl be held invdid, such invdidity shdl not affect the provisons or gpplication of the

regulations which can be given effect, and to this end the provisions of the regulations are declared to
be severable.

11
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