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FISCAL NOTE FOR PROPOSED RULES

Rule Title: Aids-Related Medical Testing and Confidentiality, 64 CSR 64
Type of Rule: _X Legislative ___Interpretive ____ Procedural
Agency: Department of Health and Human Rescurces

Address:  Building 3, Capitol Complex
Charleston, W. Va. 25305

1. Effect of ANNUAL FISCAL YEAR

Proposed Rule Increase | Decrease Current Next Thereafter
Estimated Total Cost  |$ $ $ $20,350 $25,000
Personal Services
Current Expense 20,350 25,000
Repairs & Alterations
Equipment
Other

2. Explanation of above estimates.

Training for employees of twenty local health departments to support

counseling and testing of convicted sex offenders. $10,000
Provide laboratory testing kits for approximately 150 sex offenders
@ 150 X $9.00 per kit $1,350

Coentractual and administrative costs associated with laboratory testing
of specimens, counseling of clients, and pariner notification
for HIV positive individuals (150 testing events at $80 per event) $8,000

3. Objectives of this rule:

1) Make the rule consistent with amendments to W. Va. Code § 16-3C-1 &f seq.
reiating to.the testing of persons convicted of certain sexual crimes and the victims of such
crimes, and also with amendments to the W. Va. Code relating to substituted consent and
legal representation; 2) Incorporate new federal standards relating to laborateries and
l[aboratory personnel; and 3) Address and clarify a few areas in which the present rule is
deficient.




4. Explanation of Overall Economic Impact of Proposed Rule.
A. Economic Impact on State Government.

$20,350 increase in State appropriation.

B. Economic Impact on Political Subdivisions; Specific Industries; Specific
Groups of Citizens.

None.

C. Economic Impact on Citizens/Public at Large.

None. . o o

Date: June 29, 1995

Signature of Agency Head or Authorized Representative

Yuth ) s £k

Gretchen O. Lewis, Secretatly
Department of Health and Human Resources




SUMMARY OF PROPOSED RULE
DEPARTMENT OF HEALTH AND HUMAN RESOURCES

AIDS-RELATED MEDICAL TESTING AND CONFIDENTIALITY
64 CSR 64

Summary: The proposed amendments to the current legislative rule, AlDS-Related
Medical Testing and Confidentiality, are needed to: 1) make ihe rule consistent
with amendments to W. Va. Code § 16-3C-1 et seq. relating to the testing of persons
convicted of certain sexual crimes and the victims of such crimes, and also with
amendments to the W. Va. Code relating to substituted consent and legal representa-
tion; 2) incorporate new federal standards relating to laboraiories and laboratory per-
sonnel; and 3} address and clarify a few areas in which the present rule is deficient.
There are also some stylistic and technical revisions, including renumbering accord-
ing to the system prescribed by the Secretary of State.

For further information contact: Loreita Haddy, Director, Office of Surveillance and
Disease Control, Bureau for Public Health, Depariment of Health and Human Re-
sources, 1422 Washington Sireet, East, Charleston, WV 25301-19878, telephone
(304) 558-5358; or the Office of Regulatory Development, Bureau of Operations,
Depariment of Health and Human Resources, Capitol Cemplex, Building 3, Room
265, Charleston, WV 25308, {elephone (304) 558-3223.
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PROPOSED RULE - TITLE 64 FI| F
WEST VIRGINIA LEGISLATIVE RULES LF 5
DEPARTMENT OF HEALTH AND HUMAN RESOURCES
SERIES 64 ‘ .
AIDS-RELATED MEDICAL TESTING AND CONFIDENTIALITWI 30 3 27 7 )

Note: This rule has been renumbered according to the format prescribed gggréﬁéﬁrgﬁe’;éfgﬁ_ﬂ!y:;
of State. ] STOF STATE

§ 64-64-1. General.

1.1. Scope - This legislative rule establishes specific standards and procedures
concerning AlDS-related medical testing; record confidentiality and disclosure; substituted
consent for testing; exclusion from schools; reporting requirements for physicians, labora-
tories ‘and other health care providers: the approval of faboratories 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 Gede Act.

1.2. Authority - W. Va. Code § 16-3C-8. Related - W. Va. Code § 16-3C-1 et seq.
1.3. Filing Date -

1.4. Effective Date -

1.5. Supersession and Repeal of Former Rules - This rule amends and reenacts
AIDS-Related Medical Testing and Confidentiality. 64 CSR 64, 1990. -~

§ 64-64-2. Application and Enforcement.
2.1. Application - This rule shal-apply applies to:
2.1.1. Heaith facilities;
2.1.2. Health care providers;
2.1.3. Funeral service providers and personnel;
2.1.4. Persons issuing marriage licenses;

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

2.1.6._ Laboratories seeking approval to conduct AlDS-related tests to be utilized in
this State.

2.2. Enforcement - This-ruile—shall-be-enforcedby-the-Administratorof-the-Bivision—-of
Rublic Health- This rule is enforced by the director of the division of health or his or her lawful

designee. _
§ 64-64-3. Definitions.
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64 CSR 64

3.1. AIDS - mears Acquired immunodeficiency syndrome.

3.2.  Anonymous HIV Testing - HIV testing performed cn a voluntary patient by &

health provider with no knowledge of the person’s identity.

3.3. ARC - means AlDS-related complex.

3.4. Bureau of Public Health - Division of health.

3.5. CLIA-88 - Clinical Laboratery Improvement Amandments of 1888 {Public Law 100-
578) to Section 353 of the Public Health Service Act (Title 42 United Sltates Code Section

263a), L

3.8. Commissioner of the Bureau of Public Health - Direcfor of the division of health.

3.7. Confidential HIV Reporting - The reporting of an HIV infection by name of the
person identified as being HIV infected. The use of information is limited by law.

3.8. Confidential HIV Testing - HIV testing parformed by a health provider identifying
the patient by name. The use of test resulis is limited by law.

3.9, Convicted - Pleas of guilly and pieas of nolo_contendere accepted by the cour
having iurisdiction of the criminal prosecution, a finding of guilty foliowing a jury trial to a
court, and an adjudicated juvenile offender as defined in W. Va. Code § 49-8b-3.

3.10. Director - The director of the division of health of the department of health and
human resources or his or her lawfui designee.

3.11. Division - means The division of RPublie health of ithe state depariment of hezlih
and human resources. ‘

3.12. Funeral Director - means Any person engaged, cr holding &imseH him or herself
out as engaged, in the business of funeral directing as defined in W. Va. Code § 30-6-4, and
who uses in connection 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 him
or herself as a funeral director, undertaker, or mortician.

3.13. Funeral Establishment - means A place of business maintained and cperated by
a person, partnership, asscciation, corporation, or other organization, conducted in a building,
or series of buildings, or a separate portion of a building having a specific streef address or
location, and devoted to sush aciivilies as—are incident, convenieni, or related t¢ the
preparation and arrangements, financial and otherwise, for the embalming, funeral,
transportation, burial or other disposition of dead human bodies.

3.14. Health Facility - means A hospital, nursing home, clinic, blood bank, blood center,
sperm bank, laboratory or other health care institution.

3.15. Health Care Provider - meazss Any physician, dentist, nurse, paramedic,

psychologist or other person providing medical, dental, nursing, psychclogical or other health
care services of any kind. o
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64 CSR 64

3.18. HIV - means The human immunodeficiency virus identified as the causative agent
of AIDS.

3.17. HIV-Infected Person - means A person who has been diagnosed with AIDS or
ARC or who has a positive confirmatory iest for HIV,

3.18. HIV-Related lllness - means A diagnosis of AIDS or ARC.

3.19. HIV-Related Test - means A test for the HIV antibody or antigen or any future
valid test approved by the division, the Federal Drug Adminisiration or the Centers for
Disease Control.

3.20. Legal Representative

3.20.1.. A guardian. temporary _guardian or limited aquardian appcinted pursuant to

the West Virgi ma' Guardianship and Censervatorship Act. W. Va. Code 8§ 44-1-1-et s=q.,

within the limits set by the order

3.20.2. An individual appoinied as committee or guardian prior o June 9, 1994,
within the limits set by the appointing order and W. Va. Code § 44A-1-2(d};

3.20.3._A person having a medical power of attorney pursuzant to the West Virginia
Medical Power of Attorney Act. W. Va. Code §8§ 18- 3OA-1 et seq.. within the I!mats set by the
law and the appomtment

3.204. A surrcgaie decision-maker appointed oursuant to the West Virginia Healih
Care Surrpgate Act. W. Va. Code § 18-30B-1 et seqa.. cr the West Virginia Do Not
Resuscitate.. Act. § 16-30C-1 et seq.. within the limits set by the appointment;

3.20.5. _An individual having a durable power of attorney pursuani io W, Va. Code §
38-4-1, or a power of attorney under common law, within the limits of the appointment; or

3.20.8. A person lawfuily appointed in & similar or like relationship of responsibility
under the faws of this State. or another State or legal jurisdiction, within the limits of the
applicable statute and appointing authority:

3.21. Person - ingludes Any natural person, partnership, association, joint venture, trust,
public or private corporation or health facility.

3.22. Release of Test Resulis - mearns A written authorization for disclosure of HIV-
related test results which is signed, dated and which specifies to whom disclosure is
authorized and the time pericd during which the release is to be effective,

3.23. Vietim - The person or persons to whom transmission of bodily fluids from the
perpetrator_of the crimes of sexual abuse, sexual assaull, incest or sexual molestation

occurred or was likely to have occurred in the commission of such crimes.

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

4.1.1. A physician, dentisf, or the Administrator direcior may request that & person
consider voluntarily consenting to an HiV-related iest when there is medical evidence
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64 CSR 64

providing reasonable cause t¢ believe thal:
4.1.1.a. The person may have a positive HIV test;

4.1.1.b. The presence of HIV infection would affect medical dzcisions
concerning the type of patient care recommended; or

4.1.1.c. Knowledge of a test result is necessary for effective counseling about
behavior change. .

4.1.2. The requesting physician, dentist or the Administrater director shall make
arrangements to provide the person with information in the form of a booklet or printed
information prepared or approved by the division or, in the case of persons who are unable to
read, shall either show a video or film prepared or approved by the division to the patient or
read or cause ic be read to the patient the information prepared or approved by the division
which contains the following specifics:

4.1.2.a. An explanation of the iest, including its purpose, potential uses,
limitations, the meaning of its results and any special relevance to pregnancy and prenatal
care; and

4.1.2.b. An explanation of the precedures io be followed; and

41.2.c. An explanation that the test is voluntary and may be obtained
anonymously: and

4.1.2.d. An explanation that the consent for the test may be withdrawn at any
time prior to drawing the sample for the test and that sesh withdrawal of consent may be
given orally if the consent was given orally, or shall be in wntmg if the consent was given in
writing; and

4.1.2.e. An explanation of the nature and current knowledge of asymptomatic
HIV infection, ARC and AIDS and the relationship between the iest result and those diseases;
and

4.1.2.f. Information about behaviors known to pose risks for transmission of MV
infection. -

4.1.3. The provisions of Sestien-4-1b- Subsection 4.1.2 of this rule must shall also
be followed when a patient, without a request from a physician, dentist, or the division, volun-
tarily seeks an HiV test from any physician, dentist, or cther health care provider, or from the
division,

4.1.4. A person seeking an HiV-related iest who wishes to remain anonymous has
the right to do so, and to provide written, informed consent through use of a coded system
with no linking e+ of individua! identity fo the test requests or resulis. Susk A coded system
may be used by a private health care provider as well as by public facilities. A health care
provider who does not provide HiV-related tests on an anonymous basis shall refer such-a
the person to a test site which does provide anonymous testing, or to any local or county
health department which provides for performance of an HiV-related test and counseling, or
to any division-designated HIV counseling and testing site. Local or county health
departments shali provide access or referral to designated sites or to private clinics which
provide anonymous HiV testing for persons residing within their jurisdiction.
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4.1.5. At the time of leaming of an HIV test result, the subject of the test shall be
provided with post-test counseling or referral for post-test counseling including assistance in
coping with the emotional consequences of leaming a test result. This may be done by
brochure or personally, or both. At any time_that an anonymously tested individual's identity
becomes known, it shall become a part of the disease reporting record.

4.1.6. Nothing in tke this rule shall be consirued to provide a ground for any
physician, dentist, or the Adrinistrator director to refuse to treat a patient, nor shall the
testing provisions of this rule be used by health care providers to screen patients.

4.2. Consent Not Required.

No consent for testing is required and the provisions of Seectier Subsection 4.1 of this
rule do not apply for the performance of an HIV test:

£.2.1. On a human body part (including tissue and blocd ¢r biood products and
semen) or the donor or the recipient when the health care provider or health facility procures,
processes, distributes or uses a human body part for a purpose specified under the uniform
anatomical gift act, or for transplant recipients, or for the purpose of artificial insemination:
Provided, That if a test is required of the donor or recipient of the human body part,
reasonable efforts shall be made to eobtain consent and otherwise follow the procedures of
Ssetien Subsection 4.1 of this rule.

Further, all confidentiality restrictions ccniained in Section 7 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.

Conseni for HIV-related testing is required for donors of routine blood transfusions, and
the provisions of W. Va. Code § 16-3C-2(e){1) do not apply to such transfusions;

4.2.2. In documentad bona fide medical emergencies: Provided, That.
4.2.2.a. The subject of the test is unable to grant or withhold consent; ard
4.2.2.b. Substituted consent has been sought but has been refused; and

4.2.2.c. The test resulis are necessary for medical diagnostic purposes to
provide appropriate emergency care or {reatment; and

4.2.2.d. Posttest counseling is provided,
Necessary treatment shall not be withheld pending HIV test results; or
4.2.3. Feor the purpose of research: Provided, That the testing is performed in a
manner by which the identily of the test subject is not known and may not be retrieved by the

researcher or any other person.

4.3. TFesting—otPRersens Mandated HIV Testing of Sexual Offenders and Man-
agement of Victims.

4.3.1. The testmg of persons convi c;ted of a—enme—speeﬁeé—-«-n###a—@eéeé—t@-
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64 CSR 64

crime_as specified in ' W. Va. Code § 16-3C-2(f} is under the d rection of the court having
jurisdi ctlon of the cnmmal prosecution.

4.3.2. The director shall recommend guidelines for couris to follow in referring
convicted sexual offenders for medical testing, sharing HIV test results of convicted sex

ofienders with vrc‘ums _and advising_victims or a[leqed wct[ms of HIV counselmq and testing
services. i

4.3.3. All convicted sex cffenders who fest HIV _positive will be made available for
partner notification _consultation under the direction of the director. Partner notification
information obtamed from_the convictad sex coffender is protected information and shall be
used by the director solely for referring individuals with a potential HIV exposure fo HIV
counseling and festing SOUrces.

4.3.4, The director shall sef the level of reimbursement the depardment will pay for
the mandated HIV testing and counseiing and pre- and post-conviction HIV-related testing
and counseling for which it is responsible pursuant to the provisions of W. Va. Code § 16-2-
(. __All restitution funds collected by the court from persons convicted of prostitution. sexual
abuse, sexual assaull. incest or sexual molestation for the cost of HIV testing and counseling
and held in the State freasury are to be available to the director to facilitate the provision of
HIV-related testing and counseling conducted pursuant to W. Va. Code § 16-3C-1 et seaq.

4.3.5. If the Administrator direcior has evidence to support the belief that a person
could be infected with HIV and that the blood or other bodily fluids of that person may have
exposed. another person receiving or rendering emergency medical aid or in the performance
of thelr his or her work to a significant risk for transmission of HIV, the Administrator director
may, upon request by a physician or at his or her discretion, request said person to consent
{0 HIV-related iesting: Provided, That if the person believed by the Adminisirater director to
be infected refuses to consent, or if substituted consent is refused in the case of a person
unable to grant or withhold consent, the Administrator director may require an HIV iest if
information frem susb-a the test is believed by the Ad—m-&mstra%e; director to be necessary to
pretect the life or health of the person who may have been exposed to HIV. The
Administrater director shal may establish a fist of health care providers whe are approved o
authorize HIV testing in emergency medical aid circumstances.

4.4, Applicability to insurers.

Nothing in Section 4 of this rule is applicable to any insurer regulated under Ghapier 33
of-the-West Mirginia-Gede W. Va. Code § 33-1-1 et seq.

§ 64-64-5. Cease and Desist Orders.

[f the director is presented with information that a kncown HIV-infected individual is
involved in a behavior that potentially endangers the health of others _the director may. after
reasonable counselmg_g_owsmns for the person. if he or she judges it necessary to promote
appropriate conduct for preventing the transmission of HIV, initiate a public health cease and
desist order, The cease and desist order shall be in writing, and shall set forth the name of

the person fo be restricted, and the injitial pericd of time. not to_exceed three (3) monihs.

during which _the order sh shatl remain effective, the terms of the restrictions and_such cther
conditions as mav be Warranted o _protect the public health.

If a person violates a cease and desist order issued pursuant to ihis rule and it is shown
that_a person is a danger to others, the director shall enforce the cease and desist ordar by
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64 CSR 64

imposing such restrictions upon the person as are necessary to prevent the specific conduct
which endanqers the health of others.

§ 64-64-6. Review of Marriage License.

The division will shall pericdically review marriage licenses in order io determine
compliance with the requirements of W. Va. Code § 18-3C-2(h) regarding documentation of
the provision of information concermning AIDS and HiV-related testing and counseling.

§ 64-84.7. Charting Information.

Health care providers shall be permitted to enter in a patient's medica! chart a diagnosis
of an HIV-related illness, but may only enter the results of an HIV-related test in the chart of
a patient if the following statement is printed on the test report in the ¢chart:

"This information has been disclosed to you from records whose confidentiality is
protected by State law. State law prohibits you from making any further disciosure
of the information without the specific written consent of the person to whom it
pertains, cr as otherwise pemitted by law. A general authorizaticn for the release of
medical or other information is NOT sufficient for this purpose.” _

§ 64-64-8. Confidentiality.

8.1.  Any laboratory periorming an HiV-related test in West Virginia shall have the
following statement of confidentiality appear on the report form or as an attachment to the
report form returned to the health care provider or facility:

"This information has been disclosed to you from records whose confidentiality is
protected by State law. State law prohibits you from making any further disclosure
of the information without the specific written consent of the person to whom it
periains, or as otherwise permitied by law. A general authorization for the release of
medical or other information is NOT sufficient for this purpose.”

8.2. No person who obtains information protecied by the provisions of W. Va. Code §
18-3C-1 et seq. and this rule may convey sush the protected information to any other person
except in strict compliance with W. Va. Code § 16-3C-1 et seq. and this rule. Unauthorized
discicsure will subject sush the person to full penalties available.

8.3. The victims or alleged victims of sexual crimes are eligible for HIV counseling and
testing_at public health HIV testing sites in West Virginia. These individuals shall be
managed as any other persons veolunteering for HIV services in a testing facility. All viciim
testing information shall be managed under the confidentiality requirements of this rule_and

W. Va. Code § 16-3C-1_et seq. for voluntary testing.

8.4. HIV test resuits may be disclosed to agents or employees of funeral establishments
or of heaith care providers or facilities if the agent or employee provides patient care or
handles or possesses specimens of bedy fluids or tissues and the agent or employee has a
need tc know sueh the information. A person shail be deemed judged to have a need to
know HIV fest results under the provisions of W. Va. Code § 16-3C-3(2){(3) and this
Subsection e+this—ruile—where 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.
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§ 64-64-9. Contact Notification.

9.1. When a heaith care provider of an HiV-infected person notifies the division of a
sexual or intravenous (IV) drug contact that has not been advised of thek his or her
exposure, the Administrator director shall review the identifying, locating and related
epidemiologic information and specify follow-up recommendations. Contact notification shall
be initiated by the Administrator director when the Adminisirator director has reason to
believe that contacts may be unknowingly at risk for HIV infection. Notification wilt shall
include an explanation of exposure to HIV, HIV prevention messages and information on
accessibility to HIV counseling and testing services to the person with a reported HIV
exposure. The name or identity of the person whose HIV test result was positive shall
remain confidential. The confidentiality rules that apply to the names of HiV-infected persons
shall apply to the names of their his or her contacts.

0.2. In contact nofification situations, the division recommends that private health care
providers refer contact notification activities to the division rather than attempt notification
themselves. The division has an éstablished program for notifying partners of persons with
infectious conditions.

§ 64-64-10. Substituted Consent.

10.1. If the person whose consent is necessary under the provisions of W, Va. Code §
16-3C-1 et seq. or this rule for HIV-related testing or for the authorization of the release of
test results is unable to give suek consent or authorization because of mental incapacity or
incompetency, the consent or authorization shall be obtained from arether—persor—in—the

following-order—eiprofersnce: the person’s legal representative.

10.2. The person’s inability to consent shall not be permitted to result in delay or denial
of necessary medical treatment.

10.3. The information and pre- and post-test counseling required to be provided to the
person pursuant to W. Va. Code §§ 16-3C-2(b) and 16-3C-2(d) shall be provided to the
person giving substituted consent.

10.4. Minors will shall be ireated as established under W. Va. Code § 16-4-10.
§ 64-64-11. School Exclusion.

Exclusion of an HiV-infected student from school or participation in school sponsored
activities will shall be determined on a case by case basis through consultation with a
committee which may include the student's parents or guardians, medical care provider,
health authorities, school or institution administrators or medical advisors in accordance with
policies and guidelines which may have been established by the enfities. The exclusion rust
shall be based on the student representing an unacceptable risk for transmission of the HIV
infection. If the student is under the jurisdiction of a protection or advocacy agency, a
representative from that agency may be included. Any finding of unacceptable risk by the
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local commitiee must shall be approved by the Admrinistrater director as an unacceptable risk
for the transmission of HIV tc cthers because of the stage or nature of the iliness prior to the .
student’s exclusion. The provisions of this rule and of W. Va. Code § 16-3C-1 et seq.
regarding the confidentiality of and the release of information are ‘applicable in the school
setting.

§ 64-64-12. Requirement for All Health Care Providers to Report Positive Serologic and
Other Tests for the Human Iimmunodeficiency Virus.

12.1. All health care providers in West Virginia who perform, or cause fo have
performed, serologic or other tests for HIV shall make a report of all HIV infection associated
with laboratory tests that are positive or resulis that are indicative of the HIV infection to the
Administrater director on forms provided by the Adrainistrater director for that purpose as
follows: }

12.1.1. All positive (reactive} serclegicariibodytesis-for3l¢ |laboratory test results:
and

12.1.2.
clinical status data.

12.2. These healih care provider reports shall include:

12.2.1. The name and full address of the laboratory;

12.2.2. The name of the test tests performed, the date each test was performed and
the resuit resulis of the fests;

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

12.2.4, The name of the copfidentially tested or the identification code of the

anonymously tested individual %s%%n-d—&f—a#aﬂeb-te—%%age—e%—ee@ess—ané

12.2.5. Patient demographic information including age. sex, race and address,
limited only when anonymous patient reporting occurs:;

12.2.6, The-signature-otthe healihcareprovider Social and risk factor informaticn
of the patient relative to HIV infaction: and

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

12.3. Reports of HIV infection the-above-ramedlaberatory—tasts shall be submitted
within ffteen-{15) thirty (30) days of the receipt of sush positive (reacfive) test results.

12.4. Health care providers performing anconymous HIV testing on individuals shall use
confidential reporting of HIV infeciion for pattents reveal mcz their identity in HIV infection
consultation.,

12.5. The Administrater direcior shall work with_an individual's health care provider in for
any follow-up of reported t—he—Feﬁe#s—ei positive laboratory tests or HIV infection.
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12.6. 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 {o the division.

12.7. The reporis of all pesitive-tests HIV infection submitted in compliance with this rule
are deemed—confidential protected and are exempt from public disclosure under ihe
exemption for medical records contained in Ghapter28B-oithe—-WesiVirginia-GCede W. Va,
Code § 298-1-1 et seq., the Freedom of Information Act: Provided, That the reperts shall be
subject to the provisions of W. Va. Code § 16-3C-1 et seq. Sush This information shall not
be used_except as is necessary {o 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.

§ 64-64-13. Requirement for Laboratories to Report Positive Serologic and Other Tests
for the Human Immunodeficiency Virus.

13.1. All laboratories conducting HIV testing in West Virginia or providing HIV testing
results for use in this State shall make a report of all laboratory tests that are positive or
results that are indicative of the HIV infeclion o the Administrater director on forms provided
by the Adminisirater direcior for that purpose as follows:

13.1.1. Al positive (reactive) serologic antibody fests for HIV;
13.1.2. All positive (reactive) [aboratory tests for the identification of HIV; and

13.1.3. All CD4+ test resulis with counts less than 200/mm?*; and

13.1.4. Al other positive laboratory i{est resulls which ideniify the presence of HIV
or the progression of an HIV infection.

13.2. These reports shall include;
13.2.1. The name and full address of the laboratory;
13.2.2. The name of the tesi, the date performed, and the result;

13.2.3. The name and location of the health care provider who submitied the
specimen; : - )

13.2.4. The name of the patient (or ideniification code} and (if available) the
patient's sex, age and address;

13.2.5. Other information concerning HIV infection management and control judged
necessary by the director: and

13.2.6. The signature of the supervisor of the laboratory.

13.3. Reports of the above named laboratory tests shall be submitted on the first and
fifteenth days of each month.

13.4. If no reportable iests are performed during a reporting pericd, a statement to this
effect shall be submitted by the supervisor of the laboratory.

13.5. The Administrator director shall work with an individual's health care provider in

6/30/95 10




64 CSR 64

any follow-up of the reports of positive laboratory tests.

13.8. The reports of all positive tests submitted in compliance with this rule are deemee
sornfidertial groteoted and are exempt from public disclosure under the exemption for medical
records contained in Chepler298-ofthe Wesi-Virginia-Code W. Va. Code § 29B-1-1 et seq.,
the Freedom of Information Act: Provided, That the reports shall be subject to the provisions
of W. Va. Code § 16-3C-1 et seg. Sueh The information shail 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 deveiopment of adequate safeguards against its

spread. S

§ 64-64-14. Quality Control of Laboratories Conducting HIV Tests.
14.1. Laboratories Required to be Approved.

14.1.1. All laborateries conducting HIV testing in this State or providing HIV testing
results for use in this State shall be approved by the division.

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

14.1.2.2. Show that it complies with the applicable requirements of W. Va. Code
§ 16-3C:1 ef seq. and ihis rule; are

14.1.2.b. Complete application forms when segking initial approval or when
there is a change of ownership, the laboraiory administrater, or location; and

14.1.2.c. Be certified for high comnplexity tests under CLIA-88.

14.1.3. A laboraicry located outside of West Virginia will shall be eligible for
approval only if it iS keersed approved for high comDIeXItv testing by the federal government
under f ruies and reguiations
promulgated pursuant to CLIA-88 (42 CFR Part 493, Laboratory Redquirements. as
amended in the April 24, 1995. edition of the Federal Register (60 FR 20035).

14.2. Laboratory Director and Personnel Qualifications.

The laboratory dlrector and personnel shall meet the quah’r’catlons set forih by the
government

federal

of the October i, jggé,,ﬁ@ditzon of 42 CFR Part 493 Laboratog{ Regunrements, as amended
in the April 24, 1985, editicn of {he Federal Register (60 FR 20035). are hereby incorporated

by reference.
14.3. Quality Control Standards.

A laboratory requesting approval fust shall demonstrate that a quality control program
acceptable to the division is in effect for verification and assessment of accuracy,
measurement of precision, and detection of error. Sweh The demonstration shall be
evidenced, when applicabie, in part by:

14.3.1. Selection of test method(s) appropriate to the needs of those served by the
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[aboratory;
14.3.2. Use of cantrols and calibrating standards;

14.3.3. Recording of the accepiable limits and the resuits of controls and calibrating
standards:

14.3.4. Recording of maintenance and calibration of equipment and instruments;

14.3.5. Labeling and dating of all reagents, solutions, standards, and control
materials; and : o

14.3.6. Maintaining a manual containing all procedures and policies currently in use,
which shall include action to be taken when control resulis are ouiside the accepiable limits
and the procedure for reporiing positive HIV test resulis to the division.

14.4. Proficiency Testing

Laboratories shall participate in a proficiency testing program approved by the division.
Such The testing shall be conducted on a regular basis and satisfactory performance by the
laboratory is mandatory. The laboratory shall be responsible for forwarding proficiency
tesiing survey results to the division.

14.5. On-site Inspection

An on-site inspection to determine compliance with this rule shalt may be conducted
initially prior to approval, and er—ar—annuai-basis thersafter as frequently as the division
deems necessary to insure compliance with this section. The division shall have the right of
entry upon proper identification at sueh times as-deemed judged necessary during operating
hours in order to conduct sush the inspections.

14.6. Certificate of Approval; Revocation.

14.86.1. Certificates of approval for the performance of HIV testing shall be issued
upeon initial approval and on an annual basis thereafter pursuant to the conditions listed
herein. Certificates issued wi shall contain the name and location of the laboratory, a
laboratory code number, the name of the taboratory director and the date of expiration of the
ceriificats.

14.6.2. Laberatories shall notify the division when there is a change in ownership,
laboratory director, technical perscnnel or location of the laboratory.

14.8.3. Approval may be revoked or suspended upon:
14.6.3.a. Unsatisfactory performance in on-site inspections;

14.6.3.b. Failure to comply with this rule and all applicable provisions of W. Va.
Code § 16-3C-1 et seq;

14.6.3.c. Failure to report positive test results to the division according to W.
VVa. Code § 16-3C-8B and this rule; or

14.6.3.d. Closure of the laboratory.
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§ 64-64-15. Banking Blood.

The health care provider or a private, public, or nonprofit blood bank shali, upon request,
store and bank a person’s blood and the health care provider shall use sueh the blood in the
elective surgery or medical procedure to the extent sush the blood is available.

§ 64-64-16. 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 Rules of Procedure for Contested Case Hearings and Declaratory
Rulings, 64 WV CSR 1.

§ 64-64-17. Severability.

The provisions of this rule are deslaredte—he severable. If any provision of this rule shall
be is held invalid, the remaining provisions sha#_remain in effect,
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