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The purpose of this program is to: sponsor statewide investigational
studies utilizing as drug investigators individual physicians who elect
to particigate in accordance with the guidelines and protocols devel-
oped by the Composite board; evaluate the response rates of oral THC,
standardized smoking, and patient-controlled smoking as anti-emetics
in cancer patients who have failed to respond to conventional anti-
emetic therapy; determine if response rates vary with age; determine
the. lowest dose of THC/Marijuana that will produce an anti-emetic
effect without untoward reactions (by age group) (incidence of toxicity
as a function of dose); determine the effect of oral THC versus inhaled
marijuana on appetite and food intake; assess the effectiveness of
certain other pharmacotherapies on untoward reaction to THC/
Marijuana.

360-12-.01 Organizﬁtion of the Patient Qualification Re-
view Board.

(1) The Composite State Board of Medical Examiners shall appoint
the Patient Qualification Review Board. Each member of the Review
board shall be approved for such membership by a majority vote of the
Composite Board. The Review board shall consist of:

(a) a Board certified physician of Ophthalmology;
(b) a Board certified physician in Surgery;

(c) a Board certified physician in Internal Medicine and Medical
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Oncology;
(d) a Board certified physician in Psychiatry;
(e) a Board certified physician in Radiology;

(f) a Pharmacist licensed under Code Title 79A, relating to pharma-
cists, pharmacy, and drugs, as now or hereafter amended.

(2) Board members shall serve terms as specified by the Composite
board. They are as follows:

(a) two (2) three year appointments;
(b) two (2) four year appointments;
(c) two (2) five year appointments.

(3) The Review board shall elect from its members a chairman and
vice-chairman,

(a) The Review board shall hold regular meetings at least once every
60 days and shall meet at such additional times as shall be called by
the chairman of the Review board or the president of the Composite
board. Meetings of the Review board to certify patients, physicians or
pharmacies shall not be open to the public, as otherwise required by an
Act providing for open meetings.

(b) Each member of the Review board shall receive for services for
each day’s attendance upon meetings of such board the same amount
authorized by law for members of the General Assembly for attendance

upon meetings of the General Assembly.
Authority Ga. L. 1980, pp. 82.88 (Ga. Code Ann. 84-904a and 84-905a). Administrative History, Original Rule
entitled “Organization of the Patient Qualification Review Board™ was filed on April 23, 1981; effective May 13, 1981,

360-12-.02 Definitions. As used in these rules, the following
shall mean:

(a) “Composite Board” means the Composite State Board of Medi-
cal Examiners established pursuant to Code Chapter 84-9, as now or
hereafter amended;

(b) “marijuana” means marijuana or tetrahydrocannabinol, as de-
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fined or listed in the “Georgia Controlled Substances Act,” as now or
hereafter amended,;

(c) “physician’” means person licensed to practice medicine pursuant
to Code Chapter 84-9, as now or hereafter amended;

(d) “program” means the Controlled Substances Therapeutic Re-
search Program established pursuant to Code Section 84-904A;

(e) “Review Board” means the Patient Qualification Review Board
established pursuant to Code Section 84-905A. :

Authority Ga. L. 1980, pp. 82-88 (Ga. Code Ann, 84-904a and 84-905a). Administrative History. Original Rule
entitled "“Definitions” was filed on April 23, 1981; effective May 13, 1981.

360-12-.03 Patients Certified to the Patient Qualification
Review Board by a Physician. Amended.

(1) Such patients are defined as:

(a) Cancer patients involved in a life-threatening situation in which

E‘reatment by chemotherapy or radiology has produced severe side ef-
ects; or

(b) glaucoma patients who are not responding to conventional con-
trolled substances;

(2) No patient may be admitted to the program without full disclo-
sure by the physician of the experimental nature of the program and of
the possible risks and side effects of the proposed treatment.

(3) The patient shall pay the cost of any blood test required by the
Federal Food and Drug Administration prior to entrance into the
program.

(4) The Review board shall review all patient applicants for the pro-
gram and their physicians and shall certify those qualified for their
participation in the program.

(5) No patient’s name shall be disclosed to the public and patient
applications and records shall be reviewed by the Board in closed
session.

(6) Patients Eligible to Participate in Research Program:
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(a) Males and non-pregnant females, willing to sign an informed
consent, who reside in Georgia and who are patients of duly licensed
Georgia physicians may be impanelled. Patients under the age of 18
will require parental consent;

(b) all eligible patients must have histologically documented evi-
dence of malignancy and must be under treatment with chemothera-
peutic agents and/or radiotherapy known to cause nausea and/or
vomiting. There must be evidence that conventional anti-emetic ther-
apy has been tried and failed;

(c) patient must live with or have available another person over the
age of 18 to monitor side effects and provide transportation. Patient
must agree not to operate dangerous machinery such as an automobile
within 24 hours after the last dose of THC/Marijuana;

(d) patient must not be under treatment for any significant mental
disorder known to contraindicate the use of THC/Marljuanq. Excep-
tions may be made upon written recommendation of a psychiatrist;

(e) patients with a history of allergy to ragweed and other plant an-
tigens may be at greater than average risk of allergic reaction. These
patients will be required to be in an inpatient facility during the first
five doses (24 hours) of THC or marijuana and then have available an
emergency epinephrine injection kit for self administration if needed;

(f) patients with a history of angina and/or other cardiovascular
problems known to contraindicate the use of THC/Marijuana will be
ineligible. Also ineligible will be patients with symptomse of uncon-
trolled nausea and/or vomiting due to organic disease such as brain
metastases or intestinal obstruction.

(7) Patients accepted into this study will require the following pa-
rameters before therapy begins:

(a) Physical exam, including height and current weight;

(b) Forms A and B;

(c) CBC, platelet count, SMA-12 panel, BUN, creatinine;
(d) EKG, chest x-ray.

Authority Ga. L. 1980, pp. 82.88 (Ga. Code Ann. 84-904a and 84-905a). Administrative History. Original Rule
entitled “Patients Certified to the Patient Qualification Review Board by a Physician' was filed on April 23, 1981;
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