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NOTICE OF PUBLIC HEARING

Pursuant to Section five, Article three, Chapter twenty-
nine-A of the Code of West Virginia, one thousand nine hundred
thirty-one, as amended, the Regulatory Services Program of the
West Virginia Department of Health shall convene a public hearing
at 10:00 A.M. on Monday, November 30, 1981 in the Conference Room
of the West Virginia Department of Health, Room 522, 1800 Washing-
ton Street, East, Charleston, West Virginia, for the purpose of
taking evidence pertaining to the filing of Regulations for the
Establishment of A Controlled Substance Therapeutic Research
Program and the Certification of Patients, Practitioners and
Hospital Pharmacies, Chapter 16-5A, Series I (1981).

Any citizen or other interested party may appear in person
to present evidence. Any citizen or other interested party may
submit written evidence to the West Virginia Department of Health,
Regulatory Services Program, Room 416, 1800 Washington Street,
East, Charleston, West Virginia 25305 not later than 5:00 P.M.
Monday, November 30, 1981.

The issues to be heard shall be limited to the actual in-
formation contained in the proposed and above mentioned reg-
ulations. Copies of the proposed regulations may be obtained
from the Regulatory Services Program, address heretofore
appearing or by telephoning 304-348-2411.
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Subject: Regulations for the Establistment of a Controlled Substance
Therapeutic Research Program and the Certification of Patients,

Practitioners and Hospital Pharmacies.

Section 1. Censral _ _

1.01. Scope - The West Virginia Code, Chapter 16, Article 53, Section 1,
et sequence, as &m‘ended mandates that the director of the state department of
health execute and administer the diagnosis, treatment and 'c_::are_ of persons
suffering fram cancer in accordance with the applicable laws, rules and
regulations of the State of West Virginia. Cﬁapter 16, Article 53, Section 7,
of the Vest Virginia Code of 1931, as amended further randates the establish-
ment. of a controlled substances therapeutic research program .

1.02. Authority - These regulations are issued under the authority of
Chapter 16, Article 5A, Section 7{a), of the West V_irginia Code of 1931, as
amendad.

1.03. Effective Date — These regulations vere pranulgated on

and became effective on S for a

p@rlod of ninety days henceforth pursuant to Chapter 298, ArtJ.cle 3, Section 14
of the West V.Lrglnla Code of 1931, as amended.
1.04. Filing Date - These regulations were filed in the Office of the

Secretary of State on .

Section 2. Application and Entorcement
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These regulations shall apply to all physicians, phamacists, hospital
pnarmacies, health care facilities and patients that are qualified to
participate in the hereinafter established controlled sabstances therapeutic
research program.
Section 3. Definitions

3.01. West Virginia Department of Health ~ means the public corporation

-create.d and émpcuered by West Virginia Legislature to develbp énd to imple-
ment a coordinated and camprehensive continuum of health services in the state.
3.02. Director - means the chief executive officer and administrative
head of the West Virginia Department of Health of his lawful designee.
3.03 blafil’maha - reans marihuana, tetrahydrocannabinols or a chemical

derivative of tetrahydrocannabinol.

3.04. Practitioners - means a physician licensed to prescribe and to
administer drugs which are subject to the controlled substance act.

Section 4. Controlled Substances Therapeutic Research Program Established.

4.01. 1In accordance with Chapter 16, Article 53, Section 7 of the Code
of West Virginia, 1931, as amenéed, there is established a contfolled subsf:ances
therapeutic reseavch program for the benefit of cancer chemotherapy patients
who are certified to the patient qualification review board, as. heﬁ:einafter
described, by a qualified practioner as being invol*;red in a life-threatening
or sense threatening situation and vho are not responding to conventional
controlled substances or where the conventional controlled substances administered
have proven to be effective, hut vhere the patient has incurred severe side
effects. |

4,02. Such controlled substances therapeutic research program shall be
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conducted in accordance with all applicable federal and state laws and all
applicable federal and state rules and regulations.

Socticon 5.. Patient Qualification Review Board Established.

5.01. In accordance with Chapter 16, Af:ticle 538, Section 8, of the
" West Virginia Code of 1931, as arended there is established a Patient
Oualification Raview Board.

5.02. The director shali appoint a Patient Qualification Review Board
corprised of a physician liéensed to practice medicine in West Virginia and
certified by the American Board of Op‘chalmlégy; a physician licensed to
practice medicine in West Virginia and certified by the American Board of
internal medicine and also cei:"ti_fied in the subspeciality of redical oncology
or hematology; and a physician licensed to practice medicine 1n West Virginia
and certified by fhe American Board of Psychiatry.

5.03. Such appointed physicians shall serve at the will and pleasure
of the director. |

5.04. The patient qualificatidn review board shall review all applicants
for the qontrolled substances therapeutic research program and their licensed
practiticners and certify their participation in the progrem. Furtherore,
such review board shail additionally certify practitioners and licensed
pharmacies for participation regarding the distribution of marihuana pursuant
to Chapter 16, Article 53, Section 9, of th= West Virginia Code of 1931, as | |
amended. |

5.05. The .patiént qualification review board may include other disease

groups for participation in the controlled substances therzpeutic research
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program aftaf pertinent medical data has been presented ly a practitioner to
both the director and the pat.lent qualification review board.

5.06. .Meﬂﬁnrs of the patient qualification review board may be reimbursed
fdr their attendance at rréetings at the raté of forty dollars per day. Further—
more, such review board menbers may be reimbursed for mileage and travel exf:enses
in accordance with the travel rules and regulations of the State of West Virginia .
and in a format prescribed by the West Virginia Department of Health. The
director may reimburse these expenses fram sources of funds available to the
Department of Health. S | | .

Section 6. Drug Procurevent - Phys:Lc1an Eligibility

6.01. A physician is eligible to prescribe delta—-9-THC (Ma;‘:ilmana) if
he meets the follow:Lng criteria. | - _

6.01.01 The patient qualification review board shall review and ce):t:Lfy
physician practioners for participation_ in the controlled substances thera-
peutic research program. |

6.01.02. Each physician desiring to parthlpate in the controlled
substances therapeutic research program shall apply to the pat:l.ent qualifi-
cation review board in a fomat prescriked by such board.

6.01.03. They physician shall docurent experience in cancer fherapy.

6.01.04. The physician shall have a current drug enforcement administration
registration and number. , |

6.01.05. The physician shall register with a registered phammacy, here-
inafter described and the National Cancer Institute.

6.01.06. The physician shall affimm that the patient has signed an
informed consent form. A copy of such signed consent form shall be main-

tained by the patient qualification review hoard.
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6.01.07. The ph'jsician shail limit drug usage to the erposes- herein
contained. | ”

6.01.08. The physician shall report adverse drug reactions immediately
to the Investigational Drug BRank, National Cancer institute and to the patient
qualification review hoaxd.

6.01.09 The patient qualification review koard shall .issue a certificate
of registxy to eaél’x physician meeting the requirérrents of these rules and
regulations. The patient qualification review board may revoke such certifi-
cate of registry for good cause shown. Those affected persons desiring a
public hearing shall do so in the manner prescribed in and by the West

Virginia Rules of Procedures, West Virginia State Department of Health,

Chapter 16, Series I, dated 1979, as may be amended and further identified

as Pules of Procedure for Contested Case Hearings. The aforerentioned rules

of procedure are incorporated herein by reference.

6.01.10. Physicians wishing to éarticipate in the controlled 'substances
therapeutic research program shall régister _by canpleting and signing Federal
Drug Administration Form 1573. Upon certification by the patient qualification
revies board such Federal Drug Administration form 1573 shall be presented
to a registered pharmacy which will submit the form to. the National Cancef
Institute for approval.

* 6.01.11, The National Cancer Institubte will notify the applicant
pharmacy of the physician's eligibility status and the physician will be
notified by the registered pharmacy.

6.01.12. Once cert'_i.fied, registered and approved the prescribing
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physician 'shall. camplete a "Research Order for Medication™. The Research

Order for Medication will be. presented to a registered pharmacy by the patient.
Such Research Order for Medicatioﬁ is identical to a prescription order. A
standard prescription blank may be used, but it must contain a statement that
informed patient consent has been cbtained.

6.01.13, The quantity of delta 9-THC dispensed is limited to 25 capsules
(5mg strength) for each single prescription. |

6.01.14. The director shall apply to contract with the national institute
on drug abuse or any federally registered distrilutor or manufacturer for |
receipt of marilnmana pursuant to and in accordance with regulaﬁ.ons pramlgated
by the Mational Institute on Drug Abuse, the Food and Drug Administrat_ion ang
pursuant to the provisions of these rules and regulationé. - |

6.0].’.15. The director may cause such analyzed rrafihuana to be transférred
to a certified licensed pharmacy for distribution to a certified patient .upon
the written prescription of a certified pract:ioner parsuant to the provisions
of these rules and regulations.

6.01.16. The physician shall advise the patient as to the effects and
possible side effects of the drug (delta 9-THC) prior to the initial adminis-
tration thereof, |

6.01.17. The director shall provide each registered physician anci

registered pharmacy with a copy of the Group C Guidelines for the use of

Delta 9-Tetraydrocannabinol NSC 134454 for Nausea and Vomiting Induced by

Antineplastic Chemotherapy, Septernber 1980, Investigational Drug Branch

Cancer Therapy Evaluation Program, Bethesda, Maryland.

6.01,18 Delta 9-THC (mariluana) shall be provided to- each qualified
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patient pursuant to these rules and regulations at no cost.

Section 7. Participating Pharmacy Qualifications.

- 7.01, The patient qualification review board shall review and certify
licensed pharmacies for participation in the controlled substances therapeutic
research program. | .

7.02, Each licensed phavmacy desiring to participate in the contr_c;lled
substances therapeutic research program shall apply to the patie.n.t.qualification
review board in a format prescriked by such board.

7.03. The patient qualification review board shall limit the certlflcatlon
of phéxmacies to those phannacies that are affiliated with hospitals providing
chemotherapy services. Furthermore, such hospital pharmacies shall ke open
during the regular hbusiness hours of the hospital with a registered pharmacist
on', dﬁty auring the hours. bf such operation. . |

| 7.04. The hospital phammacy shall cdmply with all federal and state laws,
rules and regulations reiating to the security and dispensing of Scheduls Y |
controlled substances. Furthermore, such participating. hospital phammacies
shall be inspected by the director of the West Virginia Department of Health
or his lawful desiénee at least annual.ly to insure campliance with applicable
security regulations. Furthermore, such participating hospital pharmacies may
be inspected by agencies of the federal goveriment as necessary, to insure
compliance with secﬁrity and disgensing requlations. |

7.05. The patient quélification review board shall issue a certificate
of registry to each hospital pharmacy meeting the requirements of these rules
and regulations. fThe patient qualification review board may revoke such

certificate of registry for good cause shown. Those affected hospital pharvecies,
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desiring a public hearing shall do so in the manner prescribed in and by the

West Virginia Rules of Procedure, West Virginia State Department of Health,

Chapter 16, Series I, dated 1979, as may be amended and further identified as

Rules of Procedure for Contested Case Hearings., The aforementioned rules of

procedure are incorporated herein by reference.

Section 8. Confidentiality and Report.

8.01, All records of the identity, diagnosis, prdgnosis or treatment of |
any patient which are maintained pursuant to the provisiqn of these rules and
regula_tion.é shall be confidential. The release of such jnformation shall be
~ effected by court order, subpbené duces tecum, or by the written verified |
authorization of the .pa'tient. | |

8.02. The proceedings of the patient qualification rev:.ew board shall
be ciosed to the public in accordance with the.provisioné of Chapter 6, |
Article 93, Section 4, or the Wes_tAVirginia Co;'ie of 1931, aé arended unless
specj_.fically requested by the praé:titioner, tha hosiaiﬁél phairmacy or the -
patient whose cases are under review and consideration. Such request for an
open meeting shall be submitted in writing and made a part of the record.

8.03. Pursuant to the provison of Chapter 16, Article_ 5B, Section 10
of the West Virginia Code of 1931, as amended, the director in conjunction
with the patient qualification review boaxd shall anmually report his findings
and recawnrendations to the governor and the legislaturé regarding the effect-

iveness of the controlled substances therapeutic research progrem.
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