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FISCAL NOTE FOR PROPOSED RULES

64CSR64, AIDS-RELATED MEDICAL TESTING AND CONFIDENTIALITY

Interpretive Procedural

Rule Title:

Type of Rule: X Legislative
Agency: Bureau for Public Health
Address: 350 Capitol Street, Room 125

Phone Number:

Charleston, WV 25301

304-356-4073 Email:

Fiscal Note Summary

Summarize in a clear and concise manner what effect this measure will have on costs and revenues of state

government.

An increase cost to state government will occur implementing section 4.3., mandated HIV Testing of persons charged with or
convicted of a sex-related crime.

Fiscal Note Detail

Show over-all effect in Item 1 and 2 and, in [tem 3, give an explanation of Breakdown by fiscal year, including long-range

effect.
Fiscal Year
Effect of Proposal 2011 2012 Fiscal Year
Increase/Decrease Increase/Decrease (Upon Full
(use"-") (use"-") Implementation)
1. Estimated Total Cost 0 8,016 8,016
Personal Services
Current Expenses
Repairs and Alterations
Equipment
Other
2. Estimated Total Revenues 0 0 0

64CSR64.FN.AIDS-testing.6.16.11  7/27/2011




3. Explanation of above estimates (including long-range effect):

Please include any increase or decrease in fees in your estimated total revenues.
Mandating HIV testing of all persons charged with a sex-related crime will increast cost to the state. In 2010, 1,336. persons
were charged with a sex-related crime. HIV testing is processed at the Office of Laboratory Services. Their estimate on cost per
test is $6.00.

Memorandum
Please identify any areas of vagueness, technical defects, reasons the proposed rule would not have a fiscal impact, and/or any

special issues not captured elsewhere on this form.

Date Agency Authorized Representative
Department of Health and Human Resources W@&AW 55
64CSR64.FN AIDS-testing.6.16.11 7/27/2011 Wﬁchael J. Le\/LiJ, M,D., Ph.D.

Cabinet Secretary



UESTIONNAIRE

(Please include a copy of this form with each filing of your rule: Notice of Public Hearing or Comment Period; Proposed
Rule, and if needed, Emergency and Modified Rule.)

paTe: Juy 2 & 2011

TO: LEGISLATIVE RULE-MAKING REVIEW COMMITTEE

F ROM:(Agency Name, Address & Phone No
DHHR - Bureau for Public Health
350 Capitol Street, Room 702

(304) 558-1-35 fax
ann.a.qoldberg@wv.qov

LEGISLATIVE RULE TITLE:
AIDS-RELATED MEDICAL TESTING
AND CONFIDENTIALITY 64CSR64
1. Authorizing statute(s) citation
WV Code §§16-1-4 and 16-5J-3.
2. a.  Date filed in State Register with Notice of Hearing or Public Comment Period:

June 17, 2011

b.  What other notice, including advertising, did you give of the hearing?

c.  Date of Public Hearing(s) or Public Comment Period ended:

Public comment period ended on July 18, 2011

d.  Attachlist of persons who appeared at hearing, comments received, amendments, reasons
for amendments.

Attached X No comments received




e.  Date you filed in State Register the agency approved proposed Legislative Rule following
public hearing: (be exact)

July 28 , 2011

f.  Name, title, address and phone/fax/e-mail numbers of agency person(s) to receive
all written correspondence regarding this rule: (Please type)

DHHR/BPH, 350 Capitol Street, Rm. 702
Charleston, WV 25301 (304) 558-2971 phone; (304) 558-1035 fax

ann.a.goldberg@wv.gov

g. IF DIFFERENT FROM ITEM ¢f°, please give Name, title, address and phone

number(s) of agency person(s) who wrote and/or has responsibility for the contents of this
rule: (Please type)

Loretta Haddy, State Epidemiologist
DHHR/BPH/OEPS, 350 Capitol Street, Room 125
Charleston, WV 25301

(302)558-5358 phone; (304 558-1895 fax
loretta.e.haddy@wv.gov

3. If the statute under which you promulgated the submitted rules requires certain findings and
determinations to be made as a condition precedent to their promulgation:

a.  Give the date upon which you filed in the State Register a notice of the time and place

of a hearing for the taking of evidence and a general description of the issues to be
decided.

nia
Ria




Date of hearing or comment period:

June 17 to July 18. 2011

On what date did you file in the State Register the findings and determinations required
together with the reasons therefor?

n/a

Attach findings and determinations and reasons:

Attached n/a




Response to comment submitted for 64CSR64 Public Comment:

From: Cybele Boehm [mailto:cboehm@access.k12.wv.us]
Sent: Wednesday, June 01, 2011 3:50 PM

To: 'Becky King'; Haddy, Loretta E

Cc: 'Mary Weikle'; 'Melanie Purkey'

Subject: RE: draft HIV rule -

Dear Dr. Haddy,

Thank you for allowing us to have input. I'm not sure if this would pertain to this rule, or if I
misinterpreted this document, but I have highlighted the section in which I would need some
clarification (see attached document. page 4): Is testing not required for the donor of an organ? If
not, can this be added as a requirement with a timeline of when test should be performed (i.e.
testing close to scheduled transplant day). 1 understand that the timeline may limit those who are
receiving an organ from a deceased person due to organ survival time outside the body, so the
rule would have to be different for these situations (I apologize if this is off base, I'm a kidney
transplant recipient. so this particular section caught my attention, although I understand the
cases of infection via transplant are rare).

Here's one of the referenced article that [ read a while back: In Chicago in 2007, four recipients
were infected by organs from a single dead donor; the body had tested negative, but the test was
administered too early, before the virus could be detected. In 2009 a kidney recipient in New York was

infected from a living donor, who tested negative, then had unprotected sex and became infected in the
79 days before the transplant.

I have also read the document in its entirety and did not find any other areas for comments.
Thank you again for the opportunity,
Cybele

Response: The BPH/OEPS/AIDS/HIV Program has no problem with adding the
language that HIV testing be a requirement for the donor of an organ.



Response to comment submitted by Shenandoah Women'’s Center, Inc. for 64CSR64 Public Comment:

Ann Goldberg, Director
350 Capitol Street, Rm. 702
Charleston WV 25301

July 8, 2011
Dear Ms. Goldberg,

As the director of Shenandoah Women'’s Center, Inc. | am writing in support of the proposed legislative
rule, Title Number 64 regarding Aids and Related Medical Testing..

Section 4.3.b is the area that is of particular importance to our work with sexual violence victims. The
newly passed legislation sates that ‘the court having jurisdiction....shall order that an HIV-related test be
performed on any persons charged with a sexual-related crime or offense.” This is a much-needed
statute, since a primary concern for rape victims is whether or not their offender has HIV. However, the
current wording leaves a huge loophole by not indicating when the testing needs to take place. The CDC
in 2005 recommended that HIV prophylactic treatment (nPEP) be administered within 72 hours of
exposure to non-occupational exposure to blood, genital secretions and other potentially infectious
bodily fluids from someone known to be HIV infected. Therefore, the addition to the rules (4.3.b.1) that
a person charged with a sexual crime be tested within 48 is a critical time period to ensure that a victim
who has been exposed to HIV have the opportunity to begin prophylactic treatment.

The three other additions (4.3.b.1 A, 4.3.b.2. and 4.3.b.3) are equally important to clarify the process,
ensure notification and follow-up so that delays are avoided, and maintain communication with victims
regarding future test results so that their rights and the health of the general public are protected.

We thank you and commend you for addressing these issues in the rules.

Sincerely,

Ann K. Smith, MSW

Executive Director

Response: The BPH/OEPS/AIDS/HIV Program has no problem with adding the
language that the mandatory HIV testing for persons charged with sex crimes be
performed, if possible, within forty-eight (48) hours. We support



adding the words that mandatory HIV test be performed within 48 hours.

FYI There ate a couple of issues to clarify: 1) in reality, it may not always be
possible to accomplish this should the person being charged for the sex crime
occur on a Friday, 2) with HIV blood testing, the result will not be reported until
about a week after the specimen is received at the WV Office of Laboratory
Services, and 3) if HIV test result of person charged doesn’t happen to be received
prior to the 72 hours when the victim needs to start the post-exposure-prophylaxis
(PEP), then he treatment should be started and it can be stopped should the
result come back negative.



Response to comment submitted for 64CSR64 Public Comment:
July 8, 2011

Ms. Ann Goldberg, Director
Public Health Regulations
350 Capitol Street, Rm. 702
Charleston, WV 25301

Dear Ms. Goldberg:

As the executive director of Women’s Aid in Crisis, a domestic and sexual violence
program based in Elkins, I am writing in support of the proposed legislative rule, Title # 64
regarding Aids and Related Medical Testing.

Section 4.3.b is a critical area in our work with sexual violence victims. The newly
passed legislation states that ‘the court having jurisdiction....shall order that an HIV-related test
be performed on any persons charged with a sexual-related crime or offense.” Although it is
wonderful that this is in there, it fails to say when testing should occur, leaving a huge loophole.
This is a much-needed statute, since a primary concern for rape victims is whether or not their
offender has HIV. The CDC in 2005 recommended that HIV prophylactic treatment (PEP) be
administered within 72 hours of exposure to non-occupational exposure to blood, genital
secretions and other potentially infectious bodily fluids from someone known to be HIV infected.
Therefore, the addition to the rules (4.3.b.1) that a person charged with a sexual crime be tested
within 48 is a critical time period to ensure that a victim who has been exposed to HIV have the
opportunity to begin prophylactic treatment. ‘

The three other additions (4.3.b.1 A, 4.3.b.2. and 4.3.b.3) are as important in clarifying
the process, ensuring notification and following up so that delays are avoided. It is also critically
important to maintain communication with the victim regarding future test results so that their
rights and the health of the general public are protected.

Thank you for the work you have done and will continue to do on this issue. You are to
be commended for addressing this very tough issue.

Sincerely,
Marcia R. Drake

Executive Director
Women’s Aid in Crisis

Response: The BPH/OEPS/AIDS/HIV Program has no problem with adding the
language that the mandatory HIV testing for persons charged with sex crimes be



petformed, if possible, within forty-eight (48) hours. We support adding the
words that mandatory HIV test be performed within 48 hours.

FYI There are a couple of issues to clarify: 1) in reality, it may not always be
possible to accomplish this should the person being charged for the sex crime
occur on a Friday, 2) with HIV blood testing, the result will not be reported until
about a week after the specimen is received at the WV Office of Laboratory
Services, and 3) if HIV test result of person charged doesn’t happen to be received
prior to the 72 hours when the victim needs to start the post-exposure-prophylaxis
(PEP), then he treatment should be started and it can be stopped should the
result come back negative.



Response for a comment received during Public Comment period for 64CSR64:

From: Adrianne Nichols [mailto:anicholshope@yahoo.com]
Sent: Monday, July 11, 2011 11:52 AM

To: Goldberg, Ann A

Subject: Rules for HIV Legislation

To whom it may concern:

I am writing in regards to the rules proposed by DHHR concerning the mandatory HIV testing of
sex crimes perpetrators. [ work as a sexual assault victim advocate for HOPE Inc. in

Clarksburg. Worries about contracting HIV are one of the most difficult things a victim faces
after an assault. I have personally worked with a victim who contracted HIV from a sexual
assault and have seen the additional trauma it causes. I think the mandatory testing is a great
idea, however my understanding is that there is no specific time frame in which the test must
occur. In order for the prevention treatment to be effective it must be administered withing 72
hours. So adding a specific time frame to the rules makes sense. I also think this is one more
thing we can do to ease the hassle for the victim. The treatment for HIV prevention is costly and
difficult on the victim. We need to put more accountability and responsibility on the perpetrator,
not the victim. Finally, in WV we lose crucial grant money, around $50,000, because we do

not have mandatory testing within 48 hours. I urge you to adopt the rules proposed by DHHR on
behalf of the victims. Thank you for your time.

Adrianne Nichols

HOPE Inc.

Harrison County SART Coordinator
304-624-9835

304-203-6399

Response: There is no problem with adding the language that the mandatory
HIV testing for persons charged with sex crimes be performed, if possible, within
forty-eight (48) hours. The BPH/OEPS/AIDS and HIV Program supports
adding the words that mandatory HIV test be performed within 48 hours.

FYI There are a couple of issues to clarify: 1) in reality, it may not always be
possible to accomplish this should the person being charged for the sex crime
occur on a Friday, 2) with HIV blood testing, the result will not be reported until
about a week after the specimen is received at the WV Office of Laboratory
Services, and 3) if HIV test result of person charged doesn’t happen to be received
prior to the 72 houts when the victim needs to start the post-exposure-prophylaxis



(PEP), then the treatment should be started as recommended, but it can be
stopped should the result come back negative.



Response: Thank you for your comment of support.

RDVIC

Rape and Domestic Violence Information Center, inc.
P.O. Box 4228
Morgantown, WV 26505

July 11,2011

Ann Goldberg, Director
Public Health Regulations
350 Capitol Street, Room 702
Charleston, WV 25301

Dear Ms. Goldberg;

I am writing in support of the proposed regulations in 64CSR64 regarding HIV testing for
persons charged with sex-related crimes. Rape crisis centers in West Virginia will lose
5% (or $50,000), of their funding without the passage of these federally mandated
regulations.

The importance of this legislative rule for victims of sexual assault is greater than the loss
of funds for programs. The crisis of a sexual assault is overwhelming; the additional
worry of not knowing if HIV exposure is an issue adds another layer of trauma to the
victim.

Sincerely,

O

Judy King Smith, Executive Director

When you've been hurt and need immediate, confidential help.



- COUNSELING

connection

Anne Goldberg July 11,2011

Director, Public Health Regulations
DHHR - Bureau for Public Health
350 Capitol Street, Rm. 702
Charleston, WV 25301

Dear Ms. Goldberg,

I am writing in support of the proposed legislative rule, Title Number 64 regarding Aids and Related
Medical Testing and Confidentiality. As the director of the REACH Rape Crisis Program in Charleston,
West Virginia, | can honestly say that this legisiation will immensely assist survivors of sexual violence
as they move through the recovery process in their quest for healing.

Survivors of sexual violence must face many obstacles in their journey toward healing. The process of
recovery is an intense emotional struggle to regain a sense of control, independence, safety, trust,
respect, self-worth, and many other feelings. The concerns about their physical health are also quite
overwhelming due to the seriousness of the possible physical consequences and to the importance of
early detection in most of these health issues.

The newly passed legislation will alleviate much of this concern in sexual violence victims. This
legislation states that ‘the court having jurisdiction....shail order that an HiV-related test be
performed on any persons charged with a sexual-related crime or offense. The legislation requires
that anyone arrested for a sex crime would be required to undergo HIV testing to determine whether
or not that victim is at risk for contracting the disease. One of the primary fears for victims of sexual
violence once the perpetrator has left the scenc is whether they have contracted HIV. Not only must
they deal with the emotional trauma resulting from such a violent and degrading act, but now they
have to face the prospect of a life-threatening disease. In essence, once they realize they have
survived the actual incident, they are now faced with the question of whether they have truly

survived long-term.

My only concern with the legislation is that the current wording does not indicate a time frame in
which the testing would occur. The COC in 2005 recommended that HIV prophylactic treatment
{nPEP) be administered within 72 hours of exposure to non-occupational exposure to blood, genital
secretions and other potentially infectious bodily fluids from someone known to be HIV infected.
Therefore, the addition to the rules {4.3.b.1) that a person charged with a sexual crime be tested
within 48 hours is a critical time period to ensure that a victim who has been exposed to HIV have the
opportunity to begin prophylactic treatment. Without this important addition, the risk of contracting
the disease will still be an issue.

1021 Quarrier St., Suite 414 » Charleston, WV 25301 ¢ Phn: 304.340.3676 * Fax: 304.340.3588

www.familycounselingcennection.org



The three other additions (4.3.b.1 A, 4.3.b.2, and 4.3.b.3) are equally important to clarify the process,
ensure notification and follow-up so that delays are avoided, and maintain communication with
victims regarding future test results so that their rights and the health of the general public are
protected.

I want to take this opportunity to express my gratitude for addressing an issue of such importance to
victirms of sexual violence in West Virginia.

If t can be of any further assistance, please do not hesitate to contact me.

Sincerely,

= W
CWW e —
Marla Willcox Eddy
Director, REACH Rape Crisis Prégram

Family Counseling Connection

1021 Quarrier Street, Suite 414
Charleston, WV 25301

304-340-3676
meddy@familygounselingconnection.org

Response: thank you for your comment and we will add language to state the HIV testing is
performed within 72 hours of exposure for non-occupational exposures to blood, genital secretions
and other potentially infectious bodily fluids to 4.3.b.1. The other three (3) sections: 4.3.b.1, 4.3.b.2,
and 4.3.b.3 will be amended accordingly in regard to time for the first two of these sections, but the
third one would be challenging to state a specific time for giving the result since it depends on when
the test result is available (see recommended comment for handling PEP below.

FYl There are a couple of issues to clarify: 1) in reality, it may not always be possible to accomplish this
should the person being charged for the sex crime occur on a Friday, 2) with HIV blood testing, the
result will not be reported until about a week after the specimen is received at the WV Office of
Laboratory Services, and 3) if HIV test result of person charged doesn’t happen to be received prior to
the 72 hours when the victim needs to start the post-exposure-prophylaxis (PEP), then the treatment
should be started and it can be stopped should the result come back negative.



Sexual Assault Help Center Inc.

P.0.Box 6764 P£.0. Box 873
Wheeling WV 26003 Staubenville, Chio 43952
{304) 234-1783 (740) 282-6022

1-800-884-7242

July 12, 2011

Ann Goldberg, Director
350 Capitol Street, Rm. 702
Charleston WV 25301

Dear Ms. Goldberg,

As the Executive Director of the Upper Ohio Valley Sexual Assault Help Center, | am writing in
support of the proposed legislative rule, Title Number 64 regarding Aids-Related Medical Testing and
Confidentiality.

1 am particularly interested in Section 4.3.b and its particular importance to our work with sexual
violence victims. The newly passed legislation sates that ‘the court having jurisdiction....shall order
that an HiV-related test be performed on any persons charged with a sexual-related crime or
offense.’” This statute is critical and much needed, since a primary concern for rape victims is whether
or not their offender has HIV.

However, the current wording of this legislative rule leaves a huge loophole in that it does not
indicate when the HiV-related testing needs to take place. in 2005, the CDC recommended that HIV
prophylactic treatment (nPEP) be administered within 72 hours of exposure to non-occupational
exposure to blood, genital secretions, and other potentially infectious bodily fluids from someone
known to be HIV infected. Based on this recommendation from not only a highly reputable resource
in the area of health and diseases, but also the known experts in the field, | am strongly
recommending this critical time frame be added to the rules {4.3.b.1) to read that ‘a person charged
with a sexual crime be tested within 48 is a critical time period to ensure that a victim who has been
exposed to HiV have the opportunity to begin prophylactic treatment’.

1 also want to emphasize that the three other additions {4.3.b.1 A, 4.3.b.2. and 4.3.b.3) are
equally important in order to clarify the process, ensure notification and followup so that delays are
avoided, and to maintain communication with victims regarding future test results so that their rights
and the health of the general public are protected.

On behalf of the victims and survivors of sexual violence and the Victim Advocates that work so
diligently to assist them, we thank you and commend you for addressing these issues in the rules.

Sincerely,
Linda Beeves

Linda Reeves, MS/MA, LSW
SAHC Executive Director

Response: Thank you for your support of 64CSR64. We will add language to state the HIV testing is
performed within 72 hours of exposure for non-occupational exposures to blood, genital secretions



and other potentially infectious bodily fluids to 4.3.b.1. The other three (3) sections: 4.3.b.1, 4.3.b.2,
and 4.3.b.3 will be amended accordingly in regard to time for the first two of these sections, but the
third one would be challenging to state a specific time for giving the result since it depends on when
the test result is available (see recommended comment for handling PEP below.

FYI There are a couple of issues to clarify: 1) in reality, it may not always be possible to accomplish this
should the person being charged for the sex crime occur on a Friday, 2) with HIV blood testing, the
result will not be reported until about a week after the specimen is received at the WV Office of
Laboratory Services, and 3) if HIV test result of person charged doesn’t happen to be received prior to
the 72 hours when the victim needs to start the post-exposure-prophylaxis (PEP), then the treatment
should be started and it can be stopped should the result come back negative.
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Response: Thank you for your support of 64CSR64. We will add language to state the HIV testing is
performed within 72 hours of exposure for non-occupational exposures to blood, genital secretions

Women's Resource Center

~SPONSORED BY THE COMPREHENSIVE WOMEN'S SERVICE COUNCIL~
POBOX 1476 ~ Beckley, WV 25802-1476 ~ Ph: (304) 255-2559 ~ Fx: (304) 255-1585

July 12, 2011

Ann Goldberg, Director
350 Capitol Street, Room 702
Charleston, WV 25301

Dear Ms. Goldberg:

As Sexual Assault Services Coordinator/Prevention Educator of
Women’s Resource Center, one of West Virginia’s nine (9) rape crisis
centers, | am writing in support of the proposed Legislative Rule, Title
Number 64 regarding Aids and Related Medical Testing. It goes without
saying that Section 4.3.b is the area that is of particular importance to
our work with sexual violence victims.

The newly passed legislation states that ‘the court having
jurisdiction....shall order that an HIV-related test be performed on any
persons charged with a sexual-related crime or offense.’ This is such
an important statute, since one of the primary concerns for rape victims
is whether or not their offender has HIV. The current wording of this
legislation, however, leaves a huge loop-hole by not indicating when
the testing needs to take place.

The Centers for Disease Control in 2005 recommended that HIV
prophylactic treatment (nPEP) be administered within 72 hours of
exposure to non-occupational exposure to blood, genital secretions and
other potentially infectious bodily fluids from someone known to be HIV
infected. Therefore, the addition to the rules (4.3.b.1) that a person
charged with a sexual crime be tested within 48 hours, is a critical time
period to ensure that a victim who has been exposed to HIV have the
opportunity to begin prophylactic treatment.

The three other additions (4.3.b.1 A, 4.3.b.2. and 4.3.b.3) are equally
important to clarify the process, ensure notification and follow-up so that
delays are avoided, and maintain communication with victims regarding
future test results so that their rights and the health of the general public
are protected.

We thank you and commend you for addressing these issues in the
rules.

Si@rell, . ﬂz EI !
eslie K. Mateég"

Sexual Assault Services Coordinator/Prevention Educator



and other potentially infectious bodily fluids to 4.3.b.1. The other three (3) sections: 4.3.b.1, 4.3.b.2,
and 4.3.b.3 will be amended accordingly in regard to time for the first two of these sections, but the
third one would be challenging to state a specific time for giving the result since it depends on when
the test result is available (see recommended comment for handling PEP below.

FYI There are a couple of issues to clarify: 1) in reality, it may not always be possible to accomplish this
should the person being charged for the sex crime occur on a Friday, 2) with HIV blood testing, the
result will not be reported until about a week after the specimen is received at the WV Office of
Laboratory Services, and 3) if HIV test result of person charged doesn’t happen to be received prior to
the 72 hours when the victim needs to start the post-exposure-prophylaxis (PEP), then the treatment
should be started and it can be stopped should the result come back negative.



24 LU WAPE RIS CENTER

Ms. Ann Goldberg, Director
Public Health Regulations
350 Capital Street, Rm. 702
Charleston WV 25301

Dear. Ms. Goldberg,

I am writing in support of the proposed legislative rule, Title Number 64 regarding Aids
and related Medical Testing.

Because we are an agency providing crisis intervention services to victims of sexual
assault, this piece of legislation if vitally important to us. Consequently, Section 4.3.b, is
of particular importance to us, The victims we serve are always concerned about the
possibility of contracting HIV from the offender. This legislation would help ease their
minds and also provide them with an avenue for treatment if necessary. We feel that it is
critical to have the person charged with the crime to be tested within 48 hours, to ensure
that the victim can begin prophylactic treatment immediately, if necessary.

To clarify the process, we agree that the three other additions (4.3.b.1, 4.3.b.2, and 4.3.b.3)
are of equal importance. 1t is always our goal to provide the victim with every service she
requests and need to survive the trauma of sexual assault. This legislation would help us
accomplish our goal.

Thank you for your assistance in making this change happen.

Sincerely,

Sharon Pressman
Executive Director

P.0O.Box 2963 Huntington, WV 25728 P.0.Box 94 Point Pleasant, WV 25550
304-523-3447 (phone) 304-523-0558 (fax) 304-675-6724 (phone) 304-675-6725 (fax)
304- 399-1111 or 1-866-399-7273 (24-hour hotline)

Response: Thank you for your support of 64CSR64. We will add language to state the HIV testing is
performed within 72 hours of exposure for non-occupational exposures to blood, genital secretions



and other potentially infectious bodily fluids to 4.3.b.1. The other three (3) sections: 4.3.b.1, 4.3.b.2,
and 4.3.b.3 will be amended accordingly in regard to time for the first two of these sections, but the
third one would be challenging to state a specific time for giving the result since it depends on when
the test result is available (see recommended comment for handling PEP below.

FYl There are a couple of issues to clarify: 1) in reality, it may not always be possible to accomplish this
should the person being charged for the sex crime occur on a Friday, 2) with HIV blood testing, the
result will not be reported until about a week after the specimen is received at the WV Office of
Laboratory Services, and 3) if HIV test result of person charged doesn’t happen to be received prior to
the 72 hours when the victim needs to start the post-exposure-prophylaxis (PEP), then the treatment
should be started and it can be stopped should the result come back negative.



170 West Virginia Foundation for Rape Information and Services, In.

,é@ 112 Braddock Street, Fairmont, WV 26554  304-366-9500  FAX 304-366-9501

July 13,2011

Ann Goldberg, Director
350 Capitol Street, Rm. 702
Charleston WV 25301

Dear Ms. Goldberg,

On behalf of the state’s sexual assault coalition, the West Virginia Foundation for Rape Information and
Services, and taking the liberty for speaking on behalf of sexual assault victims in the state,  want to
thank you for your work in addressing the issue of expeditious HIV testing of offenders charged with sex
crimes. Specifically this relates to Sections 4.3b, 4.3b.1 A, 4.3.b2 and 4.3.b.3 in the proposed rules, Title

" Number 64 regarding Aids and Related Medical Testing.

Anyone is a potential victim of rape, and a primary concern is whether or not the offender has HIV. The
CDCin 2005 recommended that HIV prophylactic treatment (nPEP) be administered within 72 hours of
exposure to non-occupational exposure to blood, genital secretions and other potentially infectious
badily fluids from someone known to be HIV infected. Therefore, the addition to the rules (4.3.b.1) thata
person charged with a sexual crime be tested within 48 is a critical time period to ensure that a victim
who has been exposed to HIV has the opportunity to begin prophylactic treatment. Without that
clarification in the rule, the current wording (the court having jurisdiction....shall order that an HIV-
related test be performed on any persons charged with a sexual-related crime or offense} leaves a huge
loophole by not indicating when the testing needs to take place. Requiring the testing within 48 hours of
being charged with a crime still pushes the 72 hour recommended testing time frame, given that after the
crime occurs, there has to be a report, an investigation, a warrant and an arrest, after which point the 48
hour mandatory testing time period would go into effect.

The three other additions (4.3.b.1 A, 4.3.b.2. and 4.3.b.3) are equally important to clarify the process,
ensure notification and followup so that delays are avoided, and maintain communication with victims
regarding future test results so that their rights and the health of the general public are protected.

Again, 1 thank you for your concern for ensuring the safety and health concerns of victims and the
reasons that the time period and follow-up notifications are important for both their health and those
they subsequently come in contact with.

Sincerely,

Narncy Hoffmare

Nancy Hoffman
State Coordinator

Response: Thank you for your support of 64CSR64. We will add language to state the HIV testing is



performed within 72 hours of exposure for non-occupational exposures to blood, genital secretions
and other potentially infectious bodily fluids to 4.3.b.1. The other three (3) sections: 4.3.b.1, 4.3.b.2,
and 4.3.b.3 will be amended accordingly in regard to time for the first two of these sections, but the
third one would be challenging to state a specific time for giving the result since it depends on when
the test result is available (see recommended comment for handling PEP below.

FYI There are a couple of issues to clarify: 1) in reality, it may not always be possible to accomplish this
should the person being charged for the sex crime occur on a Friday, 2) with HIV blood testing, the
result will not be reported until about a week after the specimen is received at the WV Office of
Laboratory Services, and 3) if HIV test result of person charged doesn’t happen to be received prior to
the 72 hours when the victim needs to start the post-exposure-prophylaxis (PEP), then the treatment
should be started and it can be stopped should the result come back negative.



Legislative Rule, 64CSR64

Department of Health and Human Resources
Bureau for Public Health

Office of Epidemiology and Prevention Services
AIDS-Related Medical Testing and Confidentiality

BRIEF SUMMARY

The rule removes the requirement for a separate consent for HIV testing and makes
the HIV test a routine part of patient’s medical care. The rule requires mandatory testing in
certain specific circumstances and it allows for disclosure to limited people or entities for
narrowly defined purposes. The State Hygienic Laboratory made a significant contribution to
the revisions of this rule in the section that deals with lab testing procedures and some
obsolete provisions were deleted.

STATEMENT OF CIRCUMSTANCES

The Centers for Disease Control and Prevention (CDC) has issued guidance to states on
how to update and modernize state statutes governing the testing and confidentiality of HIV.
The Bureau for Public Health supported SB 488 which passed in the 2011 legislative session to
make changes to the statute which has led to the promulgation of this revised rule.
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TITLE 64
LEGISLATIVE RULE a1 Bl 23
DIVISION-OF BUREAU FOR PUBLIC HEALTH
DEPARTMENT OF HEALTH AND HUMAN RESOURCES 7174

SERIES 64 pvaS U
AIDS-RELATED MEDICAL TESTING AND CONFIDENTIALITY

§64-64-1. General.

1.1. Scope. -- This legislative rule establishes specific standards and procedures concerning AIDS-
related medical testing; record confidentiality and disclosure; consent for testing by a legal representative;
exclusion from schools; reporting requirements for physicians, laboratories and other health care
providers; the approval of laboratories for HIV testing; and other matters pertinent and necessary for the

implementation of the AIDS-Related Medical Testing and Records Confidentiality Act, W—Va- Code
§16-3C-1, et seq.

This rule supplements the AIDS-Related Medical Testing and Records Confidentiality Act, W—Va-
Code §16-3C-1 et seq., and should be read in conjunction with the Act.

1.2. Authority. -- W=Va: Code §§16-1-4, 16-3C-8, +6-1-7 and 16-5J-3.
1.3. Filing Date. -- Aprikl3,-2000.
1.4. Effective Date. -- May15;-2000.

§64-64-2. Application and Enforcement.

2.1. Application. -- This rule applies to:
2.1.4a. Health facilities;
2.1.2b. Health care providers;
2.1.3¢. Funeral service providers and personnel;
24-+—Persons-issuing-marriage Heenses; 2.1.d. Schools;

2.1.5e. Persons with access to or in charge of medical records or other sources of information
regarding AIDS-related testing information;

2.1.6f. Laboratories seeking approval to conduct AIDS-related tests to be utilized in this State;

2.1.g. Medieal Health care providers or emergency responders and their employers; and

2.1.h. Spouses, sexual contacts and intravenous (IV) drug contacts who may be at risk of having
acquired the HIV infection as a result of the possible exchange of body fluids.
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2.2. Enforcement. -- This rule is enforced by the commissioner of the bureau of for public health or
his or her lawful designee.

§64-64-3. Definitions.

The following definitions of terms are in addition to the-definitions-of-terms those in W—Va: Code
§16-3C-1.

3.1. Anonymous HIV Testing. -- HIV testing performed on a voluntary patient by a health provider
with no knowledge of the person's identity.

3.2. Body Fluids. -- Substances that have been implicated in the transmission of HIV that include:
3.2.a. Blood, semen, vaginal secretions or other body fluids contaminated with visible blood; and

3.2.b. Cerebrospinal, oral, synovial, pleural, peritoneal, pericardial, and amniotic fluids, which
have an undetermined risk for transmitting HIV.

3.3. Bureau. — The Bureau for ef Public Health in the Department of Health and Human Resources
Divisi  health.

3.4, Charged with a sex-related crime — Any person charged with a sexual offense, which triggers a
mandatory HIV test to be performed in accordance with WV Code §16-3C-2(f)(2), including, persons
charged with; prostitution, sexual abuse, sexual assault, rape, incest or sexual molestation,

3.45. CLIA-88. -- Clinical Laboratory Improvement Amendments of 1988 (Public Law 100-578) to
Section 353 of the Public Health Service Act (Title 42 United States Code Section 263a).

3.56. Commissioner. — Commissioner of the Bureau ef for Public Health. Director-ofthe-division-of
health:

3.67. Confidential HIV Testing. -- HIV testing performed by a health care provider identifying the
patient by name. The use of test results is limited by law.

3.78. Contact. --When used as a noun, a sexual or needle-sharing partner.
3.89. Convicted. -- Pleas of guilty and pleas of nolo contendere accepted by the court having

Jurisdiction of the criminal prosecution, a finding of guilty following a jury trial to a court, and a juvenile
delinquent or status offender as defined in W=Va- Code §49-1-4.

3.4++10. Funeral Director. -- Any person engaged, or holding himself or herself out as engaged, in the
business of funeral directing as defined in W=Va: Code §36-6-4-30-6-3(0) and (p), and who uses in con-

nection with his or her name or business the words or terms "funeral director," "undertaker," "mortician,"

or any other word, term, or title to imply or designate himself or herself as a funeral director, undertaker,
or mortician.
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balming-funeral,transporta ~burial-or-other-disposition-of dead-human-bedies A licensed place of
business devoted to: the care, preparation and arrangements for the transporting, embalming, funeral,
burial or other disposition of a deceased. A funeral establishment may include a licensed crematory.

3.4312. HIV-Infected Person. -- A person who has been diagnosed with AIDS er-ARG or who has a
positive confirmatory test for HIV.

34413. Legal Representative. -- A person from whom substituted consent may be obtained as

provided for in W=Va: Code §16-3C-4 for HIV-related testing or for the authorization of the release of
test results.

3.4514. Physician. -- A person licensed under Chapter 30 of the W=Va: Code to practice medicine

and-surgery.

3.4615. Post-Exposure Care. -- Care including an initial HIV test following exposure and United
States Centers for Disease Control and Prevention (CDC) currently recommended follow-up HIV testing,
counseling, medical evaluation and provision for post-exposure prophylactic treatment.

3.4716. Source Patient. -- Any person whose body fluids have been the source of a significant
exposure to a medieal health care provider or emergency responder or other person.

§64-64-4. Testing.
4.1. Voluntary Consent.

4.1.a. HIV-related testing on a voluntary basis shall be recommended by all health-care providers
in any health facility as part of a routine screening for treatable conditions and as a part of routine prenatal
and perinatal care. The HIV-related testing provided for in W—Va: Code §§16-3C-2(a) through (d) may
also be requested by a health care provider acting within the scope of his or her professional license.

4.1.b. The provisions of W=Va: Code §§16-3C-2(b) through (d) shall also be followed when a
patient, without a request from a physician, dentist, other health care provider acting within the scope of
his or her professional license practice, or the division bureau, voluntarily seeks an HIV test from any
physician, dentist, other health care provider, or from the division bureau.

4.1.b.1. Patients shall be informed either orally or in writing that HIV-related testing is
performed as a part of routine care, that HIV-related testing is voluntary and that the patient may decline
HI1V-related testing (opt-out); or

4.1.b.2. Patients shall be informed that their general consent for medical care includes consent
for HIV-related testing.

4.1.c. Nothing in this rule shall be construed to provide grounds for any physician, dentist, other
health care provider or the director commissioner to refuse to treat a patient, nor shall the testing
provisions of this rule be used by health care providers to screen patients.
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4.1.d. HIV screening for pregnant women and their infants,

4.1.d.1. All pregnant women in the state shall be routinely screened for HIV infection,

4.1.d.2. Health care providers are encouraged to notify all pregnant patients that HIV
screening is recommended and that she will be tested for HIV as part of the routine panel of prenatal tests,
unless she declines through the mechanism of opting out.

4.1.d.3. HIV testing of pregnant women should be voluntary and free from coercion. No
woman shall be tested without her knowledge, unless in accordance with subdivision 4.2.c. of this
section.

4.1.d.4. Pregnant women shall receive oral or written information that includes an
explanation of HIV infection, a description of interventions that can reduce HIV transmission from
mother to infant, and the meanings of positive and negative test results and shall be offered an opportunity
to ask questions and to decline testing.

4.1.d.5. Health care providers shall test women as early as possible during each pregnancy.
Women who decline the test early in prenatal care shall be encouraged to be tested at subsequent visits.

4.1.d.6. A second HIV test during the third trimester, preferably prior to the 36™ week of
gestation, is cost-effective even in areas of low HIV prevalence and may be considered for all pregnant
women. A second HIV test during the third trimester is also recommended for women who meet one or
more of the following criteria:

4.1.d.6.A. Women who receive health care in facilities in which prenatal screening
identifies at least one HIV-infected pregnant woman per 1,000 women screened;

4.1.d.6.B. Women who are known to be at high risk for acquiring HIV, for example,
injection- drug users and their sexual partners, women who exchange sex for money or drugs, women
who are sex partners of HIV-infected persons and women who have had a new or more than one sex
partner during this pregnancy; or

4.1.d.6.C. Women who have signs or symptoms consistent with acute HIV infection.

4.2. Consent Not Required.

4.2.a. No consent for testing is required and the provisions of W=Va: Code §16-3C-2(b) and
Subsection 4.1, of this rule do not apply for the performance of an HIV test:

4.2.a.1. On a human body part as provided in W=Va: Code §16-3C-2(e)(1). H-atestis HIV
testing shall be required of the donor er and recipient of the human body part;-reasenable-effortsshall-be

4.2.a.1.A. All confidentiality restrictions contained in Section 9 8 of this rule and in W-
Va: Code §16-3C-3 apply to information obtained through the testing of human body parts, tissue, blood,
blood products, or semen;

4.2.a.1.B. Consent for HIV-related testing is required for donors of routine blood transfu-
sions, and the provisions of W=Va: Code §16-3C-2(e)(1) do not apply to those transfusions;
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4.2.a2. In documented bona fide medical emergencies as provided for in W=Va: Code §16-
3C-2(e)(2) and as determined by a treating physician taking into account the nature and extent of the
exposure to another person, whether the source patient’s blood is to be obtained or is already available:
Provided, That:

4.2.a2.A. The source patient is unable or unwilling to grant or withhold consent, and if
the source patient is unable to grant or withhold consent, substituted consent is not obtained after a
reasonable attempt (such as telephoning or personal contact) is made to obtain consent from a legal
representative of the source patient in accordance with W-Va: Code §16-3C-4;

4.2.a.2.B. The test results are necessary for medical diagnostic purposes to provide
appropriate emergency care or treatment, and the HIV testing for a source patient is conducted only after
a health care provider, as qualified in Subsection 8+ 7.1. of this rule, documents in the medical record of
a medieal health care provider or emergency responder or another person who has come into contact with

a source patient that there has been a significant exposure of the responder or person and that in the
medical judgment of the above described health care provider the results are medically necessary to
determine the course of treatment for the exposed responder or person; and

4.2.a.2.B.2]1. A reasonable attempt, such as telephoning or personal contact, is made
to contact the source patient, or the source patient’s legal representative if the source patient is unable to
grant or withhold consent, to inform him or her that the test will be performed using a pseudonym;

4.2.a.2.B.32. The test results are offered to the source patient, and any refusal of
acceptance is documented only in the medical record of the exposed medieal health care provider or
emergency responder or other exposed person;

4.2.a.2.B.53. None of the activities set forth in this subsection are documented in the
source patient’ s medical record. Confidentiality shall be maintained by the health care facility and the
medieal health care provider or emergency responder. If any improper disclosure occurs, the source

patient may invoke the remedies and penalties of W:Va: Code §16-3C-5; and
4.2.a.3. For the purpose of research in accordance with W-Va: Code §16-3C-2(e)(3).

4.2.b. For a test performed under the authority of W—Va: Code §16-3C-2(f)(9), the director
commissioner may, at his or her discretion, release the test result to the physician or other health care
provider who requested the test: Provided, That the provisions of Section 9 8 of this rule and W=Va.
Code §16-3C-3 regarding confidentiality and disclosure apply. The director commissioner may establish

a list of health care providers who are approved to authorize HIV testing in emergency medical aid
circumstances.

4.2.¢. No consent for testing is required under the provisions of WV Code 16-3C-2(a)(4) for any
pregnant woman when there is no record of any HIV-related testing or bloodborne pathogen during the
pregnancy and the woman presents for labor and delivery.
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4.2.c.1. Any woman with undocumented HIV status at the time of labor or delivery shall be
tested via the most rapid and immediate test available in order to provide the best possible and timely care
to the mother and infant if the test result is positive.

4.2.c.2. If a woman’s HIV status is still unknown at the time of delivery, the health care
provider shall screen her immediately postpartum with a rapid HIV test.

4.2.c.3. When the mother’s HIV status is unknown postpartum, rapid testing of the newborn
as soon as possible after birth is recommended so antiretroviral prophylaxis can be offered to HIV-
exposed infants. The woman shall be informed that identifying HIV antibodies in the newborn indicates
that the mother is infected.

4.2.c.4. For infants whose HIV exposure status is unknown and who are in foster care, the
person legally authorized to provide consent shall be informed that rapid HIV testing is recommended for
infants whose biologic mothers have not been tested.

4.3. Mandated HIV Testing efSexual-Offenders-and-Management-of-Vietims:

4.3.a. The testing of persons charged with or convicted of a sex-related crime as specified in W-
Va: Code §16-3C-2(f)_does not require consent of the subject and is under the direction of the court
having jurisdiction of the criminal prosecution. Counseling may be offered.

6 d —and
ad g ms-or-alleged S0 ! o-g esting ices: The court having jurisdiction
of the criminal prosecution or the prosecuting attorney of the county shall order that an HIV-related test
be performed on_any persons charged with a sexual-related crime_or offense, including; prostitution,
sexual abuse, sexual assault, rape, incest or sexual molestation. The testing shall occur as follows:

4.3.b.1. Testing of persons charged with a sexual crime shall be done within 48 hours, upon
the request of the victim, the victim’s parent, guardian or physician;

4.3.b.1.A. Persons charged with a sexual crime shall be tested for HIV by qualified
personnel in the jail or correctional facility where they are detained, by a private health care provider or
by the local health department.

4.3.b.2. As soon as practical, the victim, the parents or guardians of the victim and the person
charged with the crime or offense shall be notified of the test result;

4.3.b.3. Medically appropriate follow up tests for HIV, and their results, shall be made
available to the victim, the parent/guardian of the victim and the person charged with the crime or offense
as soon as possible.

4.3.c. The direeter commissioner shall request access to all convicted sex offenders who test HIV
positive for the purposes of contact notification consultation under the direction of the directer
commissioner. Contact notification information obtained from the convicted sex offender is protected
information and shall be used by the director commissioner solely for referring individuals with a
potential HIV exposure to HIV counseling and testing sources.

4.3.d. The direeter commissioner shall set the level of reimbursement the division bureau shall
pay for the mandated HIV testing and-eounseling and pre- and post-conviction HIV-related testing and
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counseling for which it is responsible pursuant to the provisions of W=Va: Code §16-3C-2(f).
§64-64-5. Cease and Desist Orders.

5.1. A cease and desist order issued under the authority of W—Va: Code §16-3C-2(f)(4) shall be in
writing, and shall set forth the name of the person to be restricted, and the initial period of time during
which the order remains effective, the terms of the restrictions and other conditions that are warranted to
protect the public health.

5.2. If any person violates a cease and desist order issued pursuant to this rule and the WV Code §16-
3C-2(f)(5) and the person is a danger to the health of others, the director commissioner shall apply to the
circuit court of Kanawha County to enforce the cease and desist order by imposing any restrictions upon
the person that are necessary to prevent the specific conduct which endangers the health of others.

5.3. Any person who violates a cease and desist order issued pursuant to this section or who has
shared needles without divulging their positive HIV status may be prosecuted for murder or attempted
murder, under WV _Code §§61-2-1 and 61-11-8, of the person or persons with whom they have had
unprotected sexual contact or undisclosed needle sharing.

§64-64-76. Charting Information.

Health care providers may-enly shall enter the confirmed positive results of an HIV-related test in
each the-chart-of-a patient’s if-thestatementin-W—Va—Cede-§16-3C3(e)-isprinted-on-the-test-repertin

the chart or in the patient’s electronic health record through the Health Information Exchange (HIE).

§64-64-87. Post-Exposure Care and Treatment.

87.1. A health facility shall have access to a knowledgeable trained health care provider to assess the
HIV exposure risk of medieal health care provider or emergency responders or others during all working
hours, including nights and weekends. The assessment of HIV exposure risk and initiation of basic post-
exposure care regimen requires knowledge or experience in clinical epidemiology, infection control,
occupational health, or the clinical treatment of HIV. Consultation on the facility’ s currently accepted
practice, when prescribing post-exposure prophylaxis, is strongly encouraged.

87.2. A health facility shall have a written post-exposure HIV management plan patterned after
current recommendations of the United States Centers for Disease Control and Prevention (CDC).

87.3. A laboratory shall not determine a test result to be positive, and a health care provider shall not
reveal a positive test result to any person, without corroborating or confirmatory testing being conducted.
However, a laboratory may release preliminary test results to the health care provider assessing the
significant exposure for the purposes of determining post-exposure management of the medieal health
care provider or emergency responder or other person.

87.4. Health care providers shall report all confirmed positive test results to the division bureau in
compliance with Section 43 12 of this rule.



64CSR64

87.5. The employer of a medical health care provider or emergency responder who was exposed
while performing a duty of his or her employment shall bear the costs of HIV tests of blood or oral
samples of the source patient and the responder, unless a workers’ compensation or other benefit
program affords coverage for the testing. For a responder who tested negative for HIV antibodies
immediately following the exposure, the employer shall also bear the costs of the United-States—centers
for-disease-control-and-prevention’s CDC’s recommended initial prophylactic treatment and additional
HIV testing at three and six months after exposure, unless a workers’ compensation or other job-related
employee benefit program affords coverage for the treatment and testing.

87.6. Relative to the management of source patient medical information, the medieal health care
provider or emergency responder reporting a significant exposure is subject to the requirements of the
disclosure statement contained in W-Va: Code §16-3C-3(c) and to the remedies and penalties specified in
W=Va: Code §16-3C-5.

§64-64-98. Confidentiality and Disclosure.

93 8.1. The victims or alleged victims of sexual crimes are eligible for HIV counseling and testing at
public health HIV testing sites in West Virginia. The provisions of this rule and W-—Va—Cede W—Va:
Code §16-3C-1 et seq. regarding voluntary testing and-counseling apply to testing and counseling these
individuals. All victim testing information is subject to the confidentiality requirements of this rule and
W=Va: Code §16-3C-1 et seq. for voluntary testing.

9:4: 8.2. An agent or employee of a health facility or health care provider has a need to know HIV
test results under the provisions of W—Va. Code §16-3C-3(a)(4) when the information is medically
necessary to protect the individual from a significant risk of transmission or will have an impact on the
treatment modality.

9:5- 8.3. HIV test results may be disclosed to medieal health care provider or emergency responders
or others who have been subject to a significant exposure during the course of medical practice or in the
performance of professional duties. The medical health care provider or emergency responder is subject
to the requirements of the disclosure statement contained in W=Va: Code §16-3C-3(c) and to the remedies
and penalties provided in W--Va: Code §16-5C-5.

8.4. HIV test results may be disclosed to claims management personnel employed by or associated
with an insurer, health care service contractor, health maintenance organization, self-funded health plan,
state-administered health care claims payer or any other payer of health care claims solely for the purpose
of prompt and accurate evaluation and payment of medical or related claims. Information released under
this subsection is confidential and shall not be released or available to persons who are not involved in
handling or determining medial claims payment.

8.5. HIV test results may be disclosed to facilitate health information exchanges and to legally
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authorized public health authorities.

8.6. HIV test results may be disclosed to persons allowed_access to the record by a court order issued
in accordance with the provisions of WV Code §16-3C-3(11).

§64-64-109. Contact/Partner Notification.

109.1. Notification made by the direeter commissioner under W=Va: Code §16-3C-3(d) shall include
an explanation of exposure to HIV, HIV prevention messages and information on accessibility to HIV
counseling and testing services to the contact with a reported HIV exposure. The confidentiality rules
that apply to the names of HIV-infected persons shall apply to the names of their contacts.

409.2. In contact notification situations, the division bureau recommends that private health care
providers refer contact notification activities to the division bureau rather than attempt notification
themselves. The divisien bureau has an established program for notifying partners of persons with
infectious conditions;_including but not limited to Internet Partner Services Protocol available at:
http://www.dhhr.wv.gov/oeps/std-hiv-hep.

§64-64-1110. Consent by Legal Representative.

++10.1.  Substituted consent for HIV-related testing or for the authorization of the release of test
results shall be obtained in accordance with W-Va- Code §16-3C-4 and this rule.

+H10.2. Minors shall be treated as established under W=Va: Code §16-4-10.
§64-64-1211. School Exclusion.

School exclusions shall be in accordance with W—Va: Code §16-3C-6. If the student is under the
jurisdiction of a protection or advocacy agency, a representative from that agency may be included in
consultation. The provisions of this rule and of W—Va: Code §16-3C-1, et seq. regarding the
confidentiality and the release of information are applicable in the school setting.

§64-64-1312. Requirement for All Health Care Providers to Report Positive Serelogie-and-Other
Tests for the Human Immunodeficiency Virus.

1312.1. In accordance with the Bureau for Public Health’s rule, Reportable Diseases, Events and
Conditions, 64CSR7, AH all health care providers in West Virginia who perform, or cause to have
performed, serologic or other tests for HIV shall make-a report of all HIV infection associated with
laboratory tests that are positive or results that are either indicative of or a progression toward the HIV
infection to the direeter commissioner on forms provided by the direeter commissioner for-that-purpose or
via electronic reporting as follows:

1312.1.1. All positive (reactive) laboratory test results; and
4312.1.2. All clinical status data.
1312.2. These health care provider reports shall include:

1312.2.1. The name and full address of the laboratory;

1312.2.2. The name of the tests performed, the date each test was performed and the results of
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the tests;

4312.2.3. The legibly printed or typed name and location of the health care provider reporting the
positive HIV laboratory results;

1312.2.4. The name of the confidentially-tested or-the-identification-code-of-the-anenymously-
tested individual,

1312.2.5. Patient demographic information including the patient’s age, sex, race and address,
unless the patient requests anonymous reporting;

1312.2.6. Social and risk factor information of the patient relative to HIV infection; and

1312.2.7. Other information concerning HIV infection judged necessary by the director

commissioner.

1312.3. Reports of HIV shall be submitted within thirty 383 days of the receipt of confirmed positive
(reactive) test results.

+312.4. Health care providers performing anonymous HIV testing on individuals shall use
confidential reporting of HIV infection for patients revealing their identity in HIV infection consultation.
If an individual who has been tested anonymously, either makes his or her identity known to the provider
or rescinds the request for anonymity, the provider shall report the name to the direeter commissioner.

1312.5. The direetor commissioner shall work with an individual's health care provider in any
follow-up of reported positive laboratory tests or HIV infection.

1312.6. Health care providers who provide HIV care to patients on the basis of a medical or a self
referral shall submit an HIV infection report form to the division bureau.

1312.7. The reports of all HIV infection submitted in compliance with this rule are protected and are
exempt from public disclosure under the exemption for medical records contained in W=Va: Code §29B-
1-1 et seq., the Freedom of Information Act: Provided, That the reports are subject to the provisions of
W=Va: Code §16-3C-1 et seq. This information shall not be used except as is necessary to enforce State
public health laws and rules and to analyze the magnitude of HIV infection in the State for assisting in the
development of adequate safeguards against its spread.

§64-64-1413. Requirement for Laboratories to Report Positive Serelogie-and-Other Tests for the
Human Immunodeficiency Virus.

+413.1. All laboratories conducting HIV testing in West Virginia or providing HIV testing results for
use in this State shall make a report on the first and fifteenth days of each month of all laboratory tests
that are positive or results that are indicative of the HIV infection to the directer commissioner on forms
provided by the direetor commissioner or by electronic transmittal for that purpose as follows:

H413.1.1. All CLIA certified tests that are intended to diagnose or document HIV infection,
including, but not limited to, viral load, P24 antigen and western blot tests pesitive-(reactive)-serelogie
antibedy-testsfor HIV;

1413.1.2.  All positive (reactive) laboratory tests for known positive patients, all CD4+ test
results on peripheral blood with counts less than 200/mm’> or less than fourteen percent (14%) for-the

10
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+413.2. These reports shall include:

1413.2.1. The name and full address of the laboratory;
1+413.2.2. The name of the test, the date performed, and the result;

+413.2.3. The name and location of the health care provider who submitted the specimen;

1413.2.4. The name of the patientifknown;-oran-identification-codeif thename-isnetknown;

' .
> b 2

+413.2.5. Other information concerning HIV infection management and control judged necessary
by the director commissioner; and

4+413.2.6. The signature of the supervisor of the laboratory.
+413.3. The laboratory shall submit the results of the laboratory reports related to Subdivisiens

subsections +4-}-a—threugh +4-1-d 13.1.1 and 13.1.2. of this rule on the first and fifteenth days of each
month.

4+413.4. If no reportable tests are performed during a reporting period, a statement to this effect shall
be submitted by the supervisor of the laboratory.

1413.5. The director commissioner shall work with an individual's health care provider in any
follow-up of the reports of confirmed positive laboratory tests.

14413.6. The reports of all positive tests submitted in compliance with this rule are protected and are
exempt from public disclosure under the exemption for medical records contained in W=Va- Code §29B-
1-1 et seq., the Freedom of Information Act: Provided, That the reports are subject to the provisions of
W=Va: Code §16-3C-1 et seq. The information shall not be used except as is necessary to enforce State
public health laws and rules and to analyze the magnitude of HIV infection in the State for assisting in the
development of adequate safeguards against its spread.

§64-64-1514. Quality Centrel Assessment of Laboratories Conducting HIV Tests.

1514.1. Laboratories Required to be Approved.

+514.1.1. All laboratories conducting HIV testing in this State or providing HIV testing results
for use in this State shall be approved by the divisien bureau.

+514.1.2. A laboratory located in West Virginia and seeking approval shall:

+514.1.2.a. Show that it complies with the applicable requirements of W=-Va= Code §16-3C-1
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et seq. and this rule;

1514.1.2.b. Complete application forms when seeking initial approval or when there is a

change of-ewnership—the-laboratory-administrator in director, owner, er-location and/or testing method;

and

14.1.2.c. Be certified to perform waived or non-waived (moderate or high) complexity HIV
testing following at a minimum the test categorization requirements in accordance with the provisions of
the federal regulations promulgated pursuant to the Clinical Laboratory Improvement Amendment
(CLIA-1988) 42 CFR Part 493, as revised October 1, 2006.

$514.1.3. A laboratory located outside of West Virginia conducting HIV related testing on West
Virginia patients is cligible for approval only if it is approved for non-waived (moderate or high
complex1ty) laboratory_ testmg by the federal govemment regulatlons promulgated pursuant to CLIA 88

Regnster—(—é(-)—F-R—EGO%é) as rev1sed October 1, 2006 and/or a Centers for Medlcare and Medlcard Servrces

(CMS) approved accreditation agency. The laboratory shall complete an application when seeking initial
approval or when there is a change in director, owner, location and/or test method.

4514.2. Laboratory Director and Personnel Qualifications.

14.2.1. The laboratory director and personnel shall at a minimum meet the qualifications set forth
by the federal government pursuant to CLIA for certification of laboratories for-participation-in-Medicare;
aﬂd—the+ele¥aﬁt—pfews+ens-ef-ﬂte-geteber—l—l-994—eéﬁwn—ef 42 CFR Part 493, Laboratory Requirements,
as amended in the Aprik24;1995 October 1, 2006, edition of the Federal Register (60 FR 20035), are
hereby incorporated by reference.

14. 2.2. The person specified as the laboratory director on the CMS issued CLIA certificate is
ultimately responsible for the reliability of HIV testing. The laboratory director shall be a licensed
medical professional acting within the scope of their license.

14.2.3. For waived HIV testing methods only, while there are no formal educational requirements
for testing personnel, the director is responsible for assuring the testing personnel are properly trained and

competent.

1+514.3. Quality Centrel Assessment Standards.
A laboratory requesting approval shall demonstrate that a quality eentrel assessment program
acceptable to the divisien bureau is in effect for verification and assessment of accuracy, measurement, ef

precision, and detection of laboratory errors. The demonstration shall be evidenced, when applicable, in
part by:

+514.3.1. Selection of test methods appropriate to the needs of those served by the laboratory;
4+514.3.2. Use of quality controls and calibrating standards;

1+514.3.3. Recording of the acceptable limits and the results of controls and calibrating standards;

4+514.3.4. Recording of maintenance—and—calibration—of—equipment—and—instruments quality
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assessment _activities; including, but not limited to, calibration, quality control, corrective action,
preventative maintenance and patient test management;

4514.3.5. Labeling and dating of all reagents, solutions, standards, and guality control materials;
and

14.3.6. Following HIV test method manufacturer requirements as approved by the Federal Food
and Drug Administration (FDA).

453-6. 14.3.7. Maintaining a site specific manual containing all procedures and policies
currently in use, which shall include action to be taken when control results are outside the acceptable
limits and the procedure for reporting positive HIV test results to the divisien bureau along with protocols
for reporting HIV testing to the Bureau.

1514.4. Proficiency Testing, Personnel Competency Assessment. Laboratories shall participate in a
CLIA approved HIV proficiency testing survey and/or an alternative HIV testing personnel competency
assessment program approved by the division bureau and in accordance with CLIA-88 Proficiency testing
requirement by test complexity. The testing assessment shall be conducted eaaregwlar-basis biannually
and satisfactory performance by the laboratory is mandatory. The laboratory is responsible for for-
warding proficiency testing survey results to the divisien bureau.

14514.5. On-site Inspection. The directer commissioner or his or her designee may conduct an on-site
inspection or a paper/electronic survey to determine compliance with this rule initially prior to approval,
and thereafter as frequently as the director commissioner considers necessary to insure compliance with
this subsection. The divisien bureau has the right of entry upon proper identification at times judged nec-
essary during operating hours in order to conduct the inspections.

1514.6. Certificate of Approval; Revocation.

1514.6.1. The director commissioner shall issue certificates of approval for a laboratory to
perform HIV testing upon initial approval and on an annual basis thereafter pursuant to the conditions
listed in this rule. Certificates issued shall contain the name and location of the laboratory, a laboratory
code number, the name of the laboratory director and the date of expiration of the certificate.

4514.6.2. Laboratories shall notify the division bureau when there is a change in ownership,

laboratory director, technical-personnel testing method or location of the testing laboratory. In the case of
mobile laboratory programs, the certificate shall be issued to the home-based address.

1514.6.3. The director commissioner may revoke or suspend a laboratory’ s approval if the
laboratory:

1514.6.3.a. Performs unsatisfactorily in on-site inspections;

14514.6.3.b. Fails to comply with this rule and all applicable provisions of W=Va: Code §16-
3C-1, et seq.;

1514.6.3.c. Fails to report positive test results to the division bureau in accordance with
aceording-to W-Va- Code §16-3C-8B and this rule; or

+514.6.3.d. Closes.
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§64-64-1715. Administrative Due Process.

Those persons adversely affected by the enforcement of this rule desiring a contested case hearing to
determine any rights, duties, interests or privileges shall do so in a manner prescribed in the Bureau for
Public Health rule, Rules of Procedure for Contested Case Hearings and Declaratory Rulings, 64CSR1.
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