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rates, and amphetamines) and other drugs with
abuse potential as designated by the Drug En-
forcement Administration, Department of Jus-
tice. This act requires the pharmacist to keep a
record of the receipt and the disposition of all
Controlled Substances; such drugs are identified
on the label of the original container by a sym-
bol, consisting of either the Roman numeral of
the schedule within a large letter “‘C”’ or the let-
ter ““C"" followed by the schedule (e.g., C-1D).
The records must be maintained for a period of
atleast 2 years and be available for inspection by
authorized persons. Prescription orders for Con-
trolled Substances in schedule II must be type-
written, or written in ink or indelible pencil, and
signed by the practitioner; such prescription
orders cannot be refilled. The physician must
write a new prescription if administration of the
drug is to be continued. Prescription orders for
drugs covered by schedule III or IV may be is-
sued either orally or in writing by a practitioner
and may be refilled, if so authorized, not more
than five times and may not be filled or refilled
more than 6 months after date of issue. After
five refills or after 6 months, the prescribing
practitioner may write or authorize a new pre-
scription order. Drugs in schedule V may be pre-
scribed the same as drugs in schedules III and
IV, and, under certain conditions, may be dis-
pensed without a prescription.

Physicians should do all they can to prevent
abuses of prescription orders. It is a good prac-
tice to write out the number of refills desired
during a specific time period on every prescrip-
tion order; Arabic numerals may easily be al-
tered and, if not indicated, instructions may
easily be forged. Furthermore, when an
authorization for refill is not given on the pre-
scription order, it cannot be refilled without per-
sonal authorization by the prescriber.

Controlled Substances Act. Various federal,
state, and city laws exist to control the standard
of purity of drugs and their manufacture, sale,
and dispensing. These laws must be known and
observed by the practitioner. The most stringent
law takes precedence, whether it be federal,
state, or local. The most important laws are
embodied in the Comprehensive Drug Abuse
Prevention and Control Act of 1970 (see Federal
Regulations, April 24, 1971). This act divides
opioids and other drugs into five schedules.

Schedule 1. Drugs in this schedule have a
high potential for abuse and no currently ac-
cepted medical use in the United States. Exam-
ples of such drugs include heroin, marihuana,
peyote, mescaline, psilocybin, tetrahydrocan-
nabinols, LSD, ketobemidone, levomoramide,
racemoramide, benzylmorphine, dihydromor-
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phine, morphine methylsulfonate, nicocodeine,
nicomorphine, methaqualone, and others. Sub-
stances listed in this schedule are not for pre-
scription use but may be obtained for research
and instructional use or for chemical analysis by
application to the Drug Enforcement Adminis-
tration, Department of Justice (Form 225), sup-
ported by a protocol of the proposed use.

Schedule II. Drugs in this schedule have a
high potential for abuse with severe hability to
cause psychic or physical dependence. Sched-
ule-II controlled substances consist of certain
opioid drugs and drugs containing amphet-
amines or methamphetamines as the single ac-
tive ingredient or in combination with each
other. Examples of substances included in this
schedule are opium, morphine, codeine, hy-
dromorphone, methadone, meperidine, cocaine,
oxycodone, anileridine, oxymorphone, dextro-
amphetamine, and methamphetamine. Also
included in schedule II are phenmetrazine,
methylphenidate, amobarbital, pentobarbital,
secobarbital, etorphine hydrochloride, and di-
phenoxylate.

Schedule I1I. The drugs in this schedule have
a potential for abuse that is less than for those in
schedules I and II; their abuse may lead to mod-
erate or low physical dependence or high pSy-
chological dependence. This schedule includes
compounds containing limited quantities of cer-
tain opioid drugs and also certain nonopioid
drugs, such as chlorhexadol, glutethimide,
methyprylon, sulfondiethylmethane, sulfon-
methane, nalorphine, benzphetamine, chlor-
phentermine, clortermine, phendimetrazine, and
certain barbiturates (except those listed in an-
other schedule).

Schedule I'V. The drugs in this schedule have
a low potential for abuse that leads only to lim-
ited physical dependence or psychological de-
pendence relative to drugs in schedule III. In
this schedule are barbital, phenobarbital,
methylphenobarbital, chloral betaine, chloral
hydrate, ethchlorvynol, ethinamate, meprobam-
ate, paraldehyde, methohexital, fenfluramine,
diethylpropion, phentermine, the benzodiaze-
pines, mebutamate, and propoxyphene.

Schedule V. The drugs in this schedule have
a potential for abuse that is less than those listed
in schedule IV and consist of preparations con-
taining moderate quantities of certain opioid
drugs, generally for antitussive or antidiarrheal
purposes, which may be distributed without a
prescription order. Substances in this schedule
may be prescribed the same as those in sched-
ules IIT and IV. In addition, drugs in schedule V
may be dispensed without a prescription order
provided (1) such distribution is made only by a
pharmacist; (2) not more than 240 ml of any



[image: image2.png]1660

schedule-V substance containing opium, nor
more than 120 ml or more than 24 solid dosage
units of any other controlled substance, is sold
to the same consumer in any given 48-hour pe-
riod without a valid prescription order; (3) the
purchaser at retail is at least 18 years of age; 4)
the pharmacist obtains suitable identification;
(5) a record book is maintained that contains the
name and address of the purchaser, name and
quantity of Controlled Substance purchased,
date of sale, and initials of the pharmacist; and
(6) other federal, state, or local law does not re-
quire a prescription order.

The label of any Controlled Substance in
schedule 11, II1, or IV, when dispensed to or for
a patient pursuant to a prescription order, must
contain the following warning; ‘‘Caution: Fed-
eral law prohibits the transfer of this drug to any
person other than the patient for whom it was
prescribed.”’

In order to prescribe Controlled Substances, a
physician must register with the Drug Enforce-
ment Administration, Registration Section,
Department of Justice. If a physician has more
than one office in which he administers and/or
dispenses any of the drugs listed in the five
schedules, he then is required to register at each
office. The registration must be renewed annu-
ally. The number on the certificate of registra-
tion must be indicated on all prescription orders
for Controlled Substances. The physician must
also file an inventory of the Controlled Sub-
stances on hand every 2 years; file a revised
form if his location is changed; keep a record of
controlled substances listed in schedules Ii
through V that he dispenses, if he regularly
charges patients either separately or together
with professional services for such medication;
and order his supplies of controlled substances
listed in schedule II for dispensing or adminis-
tration on special order forms, obtainable from
the Drug Enforcement Administration, Registra-
tion Section, P.O. Box 28083, Central Station,
Washington, D. C. 20005.

Both the physician and the pharmacist are le-
gally responsible for the proper prescribing and
dispensing of drugs covered by the Controlled
Substances Act. There are many technical de-
tails in the regulations and, as a result, the phy-
sician may innocently violate the law in his
professional use of Controlled Substances, espe-
cially as related to the use of opioids for patients
with incurable diseases or in the management of
drug addiction. An outline of the Controlled
Substances Act of 1970, entitled A Manual for
the Medical Practitioner, is especially informa-
tive on these problems. Copies may be obtained
from the Drug Enforcement Administration at
the address indicated in the previous paragraph.

APPENDIX |

PATIENT COMPLIANCE
INSTRUCTION

Most physicians assume that once the diagno-
sis is made and the prescription order is written
the patient will benefit from his diagnostic and
therapeutic acumen. Unfortunately, drug treat-
ment of any kind is often compromised by lack
of full compliance by the patient. Common er-
rors of compliance to a regimen by a patient may
be of omission, purpose (taking medicines for
the wrong reasons), dosage, timing or sequence,
adding medications not prescribed, or premature
termination of drug therapy. In addition, from 3
to 18% of patients fail to have their prescription

- orders ‘‘filled’” within 10 days (Boyd et al.,

1974). Observations of this kind suggest that at-
tention should be directed to some of the basic
principles of instruction of the patient about the
importance of compliance.

Factors Associated with Noncompliance. The
drug defaulter, like the placebo reactor, isnota
readily identifiable individual (Caron and Roth,
1968; Blackwell, 1973). Patients who are unrelia-
ble under one treatment regimen may not be
under another. Porter (1969), after a detailed
study of this problem, concluded that CoL Lt
has not proved possible to identify an uncooper-
ative type. Every patient is a potential defaulter;
compliance can never be assumed.” Neverthe-
less, Gillum and Barsky (1974), based on a criti-
cal review of the literature, reported that psy-
chological, environmental, and social factors,
characteristics of the drug regimen, and the pa-
ture of the physician-patient interaction were
most consistently related to noncompliance.
Some of these factors are briefly reviewed here
in order to indicate some of the steps that the
physician can take to improve patient compli-
ance. For a more detailed analysis, the reader is
referred to several excellent articles and reviews
(Blackwell, 1972, 1976, 1979; Hussar, 1975; La-
sagna, 1976; Dunbar and Stunkard, 1979; Lev-
enthal et al., 1984).

The Patient’s Iliness. After the prescription
order has been written, the physician should
make sure the patient understands the nature
and prognosis of his illness, what he may expect
from his medication (both acceptable and unac-
ceptable unwanted effects, as well as signs of
efficacy that may help to enforce his compli-
ance). The physician should explain how the
medication alters the disease process. Patients
frequently discontinue taking a medication such
as penicillin for streptococcal pharyngitis be-
cause they have not been told the necessity fgr-

continuing the drug after the acute symptorms 4
have subsided. Similarly, patients taking antide- h
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