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DEPARTMENT OF HEALTH, 
EDUCATION, AND WELFARE 

Food and Drug Administration 

[ 21 CFR Part 291 ] 
(Docket No. 77N-02531 

NARCOTIC TREATMENT PROGRAM 
STANDARDS 

Use of Narcotic Drugs Other Than Metha¬ 
done by Narcotic Treatment Programs; 
Joint Notice of Intent To Propose Regu¬ 
lations and Request for Data, Informa¬ 
tion, and Views 

AGENCY: Food and Drug Administra¬ 
tion and the National Institute on Drug 
abuse. 
ACTION: Notice of intent. 

SUMMARY: The Food and Drug Admin¬ 
istration (FDA) and the National In¬ 
stitute on Drug Abuse (NIDA), Alcohol, 
Drug Abuse, and Mental Health Admin¬ 
istration, request data, information, and 
views on several specific issues concern¬ 
ing the use of narcotic drugs other than 
methadone in the maintenance or de¬ 
toxification treatment of narcotic ad¬ 
dicts. Information obtained will be used 
to develop proposed regulations concern¬ 
ing narcotic treatment standards spec¬ 
ified in the Narcotic Addict Treatment 
Act of 1974. 

DATES: Submissions by December 27, 
1977. 
ADDRESS: Written submissions (prefer¬ 
ably in quadruplicate and identified with 
the Hearing Clerk docket number found 
in brackets in the heading of this docu¬ 
ment) should be addressed to: Hearing 
Clerk (HFC-20), Food and Drug Admin¬ 
istration, Rm. 4-65, 5600 Fishers Lane, 
Rockville, Md. 20857. 
FOR FURTHER INFORMATION CON¬ 
TACT: 

Food and Drug Administration: Buddy 
F. Stonecipher, Bureau of Drugs 
(HFD-340), Food and Drug Adminis¬ 
tration, Department of Health, Edu¬ 
cation. and Welfare, 5600 Fishers Lane. 
Rockville, Md. 20857, 301-443-3414. 
National Institute on Drug Abuse: 
James R. Cooper, M.D., National In¬ 
stitute on Drug Abuse, Alcohol, Drug 
Abuse and Mental Health Administra¬ 
tion, Department of Health, Education, 
and Welfare, 11400 Rockville Pike, 
Rockville, Md. 20952, 301-443-4877. 

SUPPLEMENTARY INFORMATION: 
Under the Controlled Substances Act (21 
U.S.C. 801), practitioners are required to 
be registered with the Department of 
Justice, Drug Enforcement Administra¬ 
tion (DEA), to prescribe or dispense con¬ 
trolled drugs listed in schedule II, III, 
TV, or V of that act. In 1974, the Con¬ 
trolled Substances Act was amended by 
the Narcotic Addict Treatment Act pro¬ 
viding among other things, that practi¬ 
tioners who dispense narcotic drugs to 
individuals for maintenance treatment 
or detoxification treatment must obtain 
annually a separate registration from 
DEA to conduct such treatment. This 
registration is separate and distinct from 
the general registration required to dis¬ 
pense controlled drugs. 

Under the Narcotic Addict Treatment 
Act, practitioners who wish to engage in 
a narcotic treatment program must reg¬ 
ister with DEA. These practitioners must 
comply with the security and record¬ 
keeping requirements established by 
DEA and must be found to be qualified 
under treatment standards established 
by the Secretary of Health, Education, 
and Welfare (HEW) to be registered by 
DEA. Authority to establish the treat¬ 
ment standards has been delegated by 
the Secretary jointly to FDA and NIDA. 
These treatment standards, which will 
be incorporated into FDA’s methadone 
regulation (21 CFR 291.505 (formerly 
§ 310.505)), are now being revised by 
FDA and NIDA. 

Currently, the methadone reeulations 
issued by FDA prescribing conditions for 
use of methadone (21 CFR 291.505 
(formerly § 310.505)) contain the only 
standards for the use of a narcotic drug 
in the treatment of narcotic addiction. 
No standards exist that prescribe the use 
of other narcotic drugs in the treatment 
of narcotic addiction because no other 
narcotic drug has been approved by FDA 
as safe and effective in the maintenance 
treatment of narcotic addiction. There¬ 
fore. methadone should normally be used 
where chemotherapeutic treatment is 
the most appropriate modality of treat¬ 
ment. 

The FDA and NIDA recognize, how¬ 
ever, that for some persons who have be¬ 
come addicted to narcotic drugs other 
than methadone, it may be medically in¬ 
appropriate to transfer such persons to 
methadone. In addition, there may be 
some narcotic dependent individuals who 
do not respond to methadone, or in whom 
methadone is contraindicated for some 
reason. Therefore, the two agencies plan 
to develop criteria within the narcotic 
treatment standards to be applied in 
determining when a practitioner may use 
a narcotic drug other than methadone 
in a narcotic treatment program. It is 
expected that a practitioner who meets 
such criteria may then make the medi¬ 
cal judgment on the appropriate drug to 
be used in a given situation. In light of 
the experience wherein methadone is 
easily substituted for other narcotic 
drugs pharmacologically in the vast pre¬ 
ponderance of patients, together with the 
potential for diversion and abuse of other 
legitimate narcotics, the circumstances 
in which alternatives to methadone 
should be permitted should be narrowly 
drawn. 

The medical community w^as previ¬ 
ously acquainted with the need for the 
development of such criteria through an 
article by NIDA entitled “Treatment of 
Narcotics Addiction With Narcotic 
Drugs” in the “Journal of the American 
Medical Association,” April 12, 1976, vol. 
235, No. 15. This article, a copy of which 
is on file with the Hearing Clerk, Food 
and Drug Administration, discussed the 
provisions of the Narcotic Addict Treat¬ 
ment Act and indicated that HEW plans 
to establish narcotic treatment standards 
that would allow practitioners, in ac¬ 
cordance with restrictive criteria, to use 
narcotic drugs other than methadone in 
the maintenance treatment of narcotic 
addicts. Explaining that there are no 

adequate estimates on the number of in¬ 
dividuals being maintained on nar(X>tic 
drugs other than methadone, nor on the 
drugs being used for this purpose, the 
article requested comments from the 
medical community on these two points 
and stated that comments from other 
professionals and the general public 
would be requested through a Federal 
Register notice. Therefore, to aid in the 
development of treatment standards that 
would become the criteria for the use of 
narcotic drugs other than methadone in 
maintenance or detoxification treatment 
FDA and NIDA now invite any interested 
person to submit information on certain 
issues set forth below. The information 
requested pertains only to the medical 
experience with the use of approved 
marketed narcotic drugs. It does not ap¬ 
ply to narcotic new drugs being clini¬ 
cally investigated under a “Notice of 
Claimed Investigational Exemption for 
a New Drug.” The issues on which in¬ 
formation is requested are as follows: 

1. The nature of and extent to which 
narcotic-deijendent persons are now 
being maintained or detoxified by prac¬ 
titioners on narcotic drugs other than 
methadone; 

2. The identity of narcotic drugs 
other than methadone which are being 
used for the maintenance or detoxifica¬ 
tion treatment of narcotic-dependent 
persons, and any data that support the 
use of these narcotic drugs in such treat¬ 
ment: 

3. The clinical situations in which 
practitioners should be authorized to use 
narcotic drugs other than methadone in 
the treatment of narcotic addiction; 

4. The circumstances in which it would 
be inappropriate to transfer a patient 
from another licit narcotic drug to meth¬ 
adone in the treatment of narcotic ad¬ 
diction; 

5. The standards that should be ap¬ 
plied to determine whether a practitioner 
is qualified to engage in narcotic addic¬ 
tion treatment with narcotic drugs other 
than methadone: and 

6. Whether there should be a limit on 
the number of narcotic dependent per¬ 
sons whom a practitioner can maintain 
or detoxify with narcotic drugs other 
than methadone to prevent the diver¬ 
sion of narcotic drugs into illicit chan¬ 
nels. 

Received comments may be seen in the 
office of the Hearing Clerk, Food and 
Drug Administration, Rm. 4-65, 5600 
Fishers Lane, Rockville, Md. 20857, be¬ 
tween 9 a.m. and 4 p.m., Monday through 
Friday. FDA will supply copies of all 
comments received to NIDA. Both the 
comments received on this notice and on 
the “Journal of American Medical Asso¬ 
ciation” article will be used by FDA and 
NIDA in developing the appropriate 
standards. 

Dated: October 13, 1977. 

Donald Kennedy, 
Commissioner of Food and Drugs. 

Dated: October 19, 1977. 

Robert DuPont, 
Director. National Institute 

on Drug Abuse. 

(FR Doc.77-31071 Filed 10-27-77;8:45 amj 
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[ 21 CFR Part 291 ] 
(Docket No. 77N-0252] 

METHADONE IN MAINTENANCE AND 
DETOXIFICATION 

Joint Proposed Revision of Conditions for 
Use 

AGENCY: Pood and Drug Administra¬ 
tion and the National Institute on Drug 
Abuse. 

ACTION: Proposed rule. 
SUMMARY; The Food and Drug Ad¬ 
ministration and the National Institute 
on Drug Abuse are proposing revision of 
the conditions for use of methadone to 
allow greater flexibility of clinical stand¬ 
ards and also to provide more specificity 
in areas in which the proposed clinical 
standards mandate levels of perform¬ 
ance. This action is taken because a re¬ 
view of the current regulation, based on 
experience from both a regulatory and 
clinical perspective, revealed that clinical 
standards are too rigid in some cases and 
that patient care responsibilities are 
sometimes ambiguous. The proposed re¬ 
visions would indicate clearly the mini¬ 
mum standards for the appropriate 
methods of professional practice in the 
medical treatment of narcotic addiction 
with methadone. 

DATES: Comments by December 27, 
1977. 

ADDRESS: Written comments to the 
Hearing Clerk (HFC-20). Food and Drug 
Administration, Rm. 4-65, 5600 Fishers 
Lane, Rockville, Md. 20857. 

FOR FURTHER INFORMATION CON¬ 
TACT: 

Buddy P. Stonecipher, Bureau of Drugs 
(HFD-340), Food and Drug Adminis¬ 
tration, Department of Health Ed¬ 
ucation, and Welfare, 5600 Fishers 
Lane, Rockville, Md. 20857, 301-443- 
3414. Or James R. Cooper, MD., Na¬ 
tional Institute on Drug Abuse, Alco¬ 
hol, Drug Abuse and Mental Health 
Administration, Department of 
Health, Education, and Welfare, 11400 
Rockville Pike, Rockville, Md. 20852, 
301-443-4877. 

SUPPLEMENTARY INFORMATION: 
Section 4 of Pub. L. 91-513 directs the 
Secretary of the Department of Health, 
Education, and Welfare (Secretary) to 
determine the appropriate methods of 
professional practice in the medical 
treatment of the narcotic addiction of 
various classes of narcotic addicts. The 
Secretary’s authority under this section 
to determine the safety and effectiveness 
of drugs or to approve new drugs to be 
used in the treatment of narcotic ad¬ 
dicts has been delegated to the Com¬ 
missioner of the Pood and Drug Adminis¬ 
tration (21 CFR 5.1). The Secretary’s 
authority under this section relating to 
the determination of the appropriate 
methods of professional practice in the 
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treatment of narcotic addicts has been 
delegated to the Administrator, Alcohol, 
Drug Abuse, and Mental Health Admin¬ 
istration, who has redelegated his au¬ 
thority to the Director, National Insti¬ 
tute on Drug Abuse (NIDA). 

The Pood and Drug Administration’s 
(FDA) methadone regulation (21 CFR 
291.505 (formerly § 310.505)) is the only 
regulatory standard which has been 
published under the Secretary’s author¬ 
ity respecting the use of a narcotic drug 
in the maintenance or detoxification of 
narcotic addicts. This standard was 
originally published under section 505, 
the new drug provisions of the Federal 
Food, Drug, and Cosmetic Act (21 U.S.C. 
355) and section 4 of Pub. L. 91-513 in 
the Federal Register of December 15, 
1972 (37 PR 26790) and recodified on 
March 29,1974 (39 FR 11680). 

Under the Controlled Substances Act 
(21 U.S.C. 801 et seq.), practitioners are 
required to be registered annually with 
the Drug Enforcement Administration 
(DEA) of the Department of Justice in 
order to prescribe or dispense controlled 
drugs in schedule II, III, IV, or V. This 
is a general registration requirement. In 
1974, after FDA issued its methadone 
regulation, the Controlled Substances 
Act was amended by the Narcotic Ad¬ 
dict Treatment Act to require, among 
other things, that practitioners who dis¬ 
pense narcotic drugs for maintenance or 
detoxification treatment of narcotic-de¬ 
pendent individuals obtain an annual 
registration from DEA separate and 
distinct from the general registration. 
Section 303(g) of the Controlled Sub¬ 
stances Act (21 U.S.C. 823(g)) states 
that in order to be specially registered, 
these practitioners must comply with 
secure storage and recordkeeping re¬ 
quirements regarding these drugs es¬ 
tablished by DEA and must be found to 
be qualified under treatment standards 
established by the Secretary. 

The legislative history of the Narcotic 
Addict Treatment Act makes it clear 
that the Secretary’s standards under 
that law were to be those standards pub¬ 
lished under the authority of section 4 
of Pub. L. 91-513. In the Senate Com¬ 
mittee on the Judiciary report (S. Rep. 
93-192, 93rd Cong., 1st Sess., June 4, 
1973), it is stated that: 

* • ♦ an applicant must show that he or 
she Is quallhed to engage In the type of 
addict treatment for which registration Is 
sought in accordance with the medical 
standards determined by the Secretary of 
Health, Education, and Welfare. Section 4 of 
Title 1 of the Comprehensive Drug Abuse 
Prevention and Control Act of 1970 ($ 4, 
Pub. L. 91-513) establishes authority for 
the Secretary to determine standards of 
treatment in this area. The current regula¬ 
tory proposal published by the FDA on De¬ 
cember 15, 1972, Is an expression of this au¬ 
thority. (at 12). 

'The regulatory proposal to which the 
Committee report refers is, with several 
minor modifications, the currant FDA 
methadone regulation. In the Federal 
Register of April 29, 1976 (41 FR 17922), 
FDA issued a notice of proposed rule 
making which would amend § 291.505 
(formerly § 310.505), to make the metha- 
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done regulation consistent with the re¬ 
quirements of the Narcotic Addict Treat¬ 
ment Act and the implementing regula¬ 
tions issued pursuant thereto by DEA. 
Those proposed amendments are ex¬ 
pected to be published as final regula¬ 
tions shortly. 

The current methadone regulation ap¬ 
plies only to the use of methadone in 
the treatment of narcotic addiction. To 
date, methadone is the only drug which 
has been approved by FDA as safe and 
effective as labeled in the treatment of 
narcotic addiction. Nevertheless, the 
Secretary recognizes that there are an 
undetermined number of people through¬ 
out the country who are physiologically 
dependent upon licit narcotics other than 
methadone and who are receiving med¬ 
ical treatment for such dependence, 
which includes the dispensing of the 
narcotic drug to which the patient is 
addicted. Both NIDA and FDA recog¬ 
nize that in certain cases it may be med¬ 
ically inappropriate to require these per¬ 
sons to change from another licit nar¬ 
cotic drug to methadone. Therefore, in a 
separate notice published elsewhere in 
this issue of the Federal Register, FDA 
and NIDA are requesting data, informa¬ 
tion, and view's concerning the use of 
narcotic drugs other than methadone in 
the maintenance or detoxification treat¬ 
ment of narcotic addicts (See Docket No. 
77N-0253). 

Experience, from both a regulatory 
and a clinical perspective, has made it 
apparent that significant revisions 
should be proposed in the FDA metha¬ 
done regulation. At the time the metha¬ 
done regulation was first promulgated, 
small numbers of physicians in several 
cities were excessively prescribing, and 
in some cases selling, methadone to 
heroin addicts. The methadone regula¬ 
tion was published, in part, to alleviate 
this problem by restricting the use of 
methadone to FDA-aporoved treatment 
programs and hospitals. To obtain reg¬ 
istration as a treatment program, it was 
necessary to be able to comply with the 
reouirements of the current regulation. 
The regulation, by detailing admission 
standards, staffing patterns, and services, 
aftemnted to ensure that only bona fide 
narcotic addicts would be admitted to 
methadone treatment and that those 
who were admitted to methadone treat¬ 
ment would be provided ouality care. 

While the Secretary believes that the 
methadone regulation has been respon¬ 
sible for upgrading the quality of treat¬ 
ment and for limiting methadone diver¬ 
sion, he now recognizes many of the re¬ 
quirements of the regulation, although 
appropriate for many individual pa¬ 
tients, are not universally applicable to 
all maintenance patients at the present 
time. 

This proposal w'ould allow more flex¬ 
ibility in clinical standards, and it would 
clarify patient care responsibilities by 
clearly indicating the minimum stand¬ 
ards for the appropriate methods of pro¬ 
fessional practice in the medical treat¬ 
ment of narcotic addicts. Tliis propo.sal 
also contains many recommendations 
which, although not specific require- 
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ments, represent what the Secretary con¬ 
siders to be sound medical practice in the 
safe and effective treatment of narcotic 
addicts with methadone. Thus, the Sec¬ 
retary urges that these recommendations 
be followed. 

In the PEnERAL Register of April 29, 
1976 (41 FR 17926), FDA proposed to 
amend the methadone regulation to 
adopt certain recommendations of the 
Methadone Treatment Policy Review 
Board (Board). The Board is an inter¬ 
agency committee consisting of repre¬ 
sentatives of NIDA. DEA, the Veterans 
Administration, and FDA established to 
review and recommend policv in connec¬ 
tion with treatment of narcotic addiction 
with methadone. The Board’s recom¬ 
mendations concerned requirements for 
physiologic dependence of patients, 
physician staffing, and urine testing in 
methadone maintenance programs. Since 
that proposal was published, review of 
the current methadone regulation re¬ 
vealed that significant revisions should 
be made, including revisions to the April 
29, 1976 proposed provisions. In view of 
this proposal permitting even more iiex- 
ibility in the clinical standaids, along 
with setting forth recommended prac¬ 
tices, action on the April 29 proposal will 
not be taken until the comments on this 
more extensive proposal are received and 
evaluated. The final regulations will 
summarize the comments of both pro¬ 
posals. 

Received comments may be seen in the 
office of the Hearing Clerk. Food and 
Drug Administration, from 9 a.m. to 
4 p.m., Monday through FYiday. FDA 
will supply copies of all comments re¬ 
ceived to NIDA, and final regulations will 
be issued jointly by the two agencies. 

A summary of the significant proposed 
revisions to § 291.505 (formerly § 310.- 
505) are set forth below. The Secretary 
has expressed particular interest in com¬ 
ments on this proposal regarding the 
definition of a 1-year history of addic¬ 
tion (§ 291.505(d) (3) (i)), the opportu¬ 
nity to pregnant patients for prenatal 
care (§ 291.505(d) (3) (iii) (b)). the elim¬ 
ination of all mandatory urine testing, 
with the exception of the initial drug 
screening urinalysis (§ 291.505(d) (4)), 
and the recording in each patient’s chart 
of the initial and periodic treatment 
plans including the review and updates 
(§ 291.505(d) (5) (v) and (vi)). 

Minimum Standards For Admission 

The current methadone regulation re¬ 
quires a 2-year history of addiction for 
entry to maintenance. ’That requirement 
was based upon the belief that metha¬ 
done maintenance treatment should be 
reserved for treatment of the hard-core, 
chronic narcotic addict and that it was 
a treatment of “last resort.’’ It was also 
based upon the fear that nonaddicted 
or those minimally dependent drug users 
would apply for treatment in the hope 
of obtaining freedrugs. Experience has 
indicated that the feared situations have 
not occurred with any degree of fre¬ 
quency. 'Therefore, some program direc- 
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tors have argued that the decision 
whether to admit an individual to main¬ 
tenance treatment should be entirely 
within the clinical judgment of the pro¬ 
gram physician, and the Federal Gtov- 
ernment should not require a minimum 
period of addiction for eligibility. 

The Secretary has concluded, however, 
that a 1-year history of addiction should 
be proposed as a necessary and reason¬ 
able precaution against the admission of 
nonaddicted persons. A 1-year history of 
addiction means that an applicant for 
admission to a maintenance program 
must have been physiologically addicted 
to a narcotic at a time at least 1 year 
prior to admission to a program and must 
have been so addicted, continuously or 
episodically, for most of the year immedi¬ 
ately preceding admission to a program. 
This proposal would at the same time, 
allow the admission of the vast majority 
of truly dependent persons for treat¬ 
ment. ’This proix)sal would also allow the 
admission of persons who would meet the 
minimum standards for admission but 
for insufficient documentary evidence of 
the person’s addiction history, if, in the 
clinical judgment of the program physi¬ 
cian from the evidence presented, ob¬ 
served, and recorded in the patient’s 
chart it is reasonable to conclude that 
there was continuous or episodic physio¬ 
logical addiction during most of the year 
immediately preceding the date of ap¬ 
plication for admission. 

Exceptions to Minimum Admission 
Criteria 

The current methadone regulation 
allows persons to be admitted to main¬ 
tenance treatment, even though they 
were not currently physiologically ad¬ 
dicted, prior to or within 1 week of re¬ 
lease from a stay of 1 month or longer 
in a penal or chronic care institution, 
provided the person had a predetention 
history of addiction of at least 2 years. 
The 1-week period in the current regula¬ 
tion is now thought to be unwise in that 
it might encourage persons who would 
like to remain drug-free but are unsure 
of their ability to do so to enroll in 
methadone treatment. 

This proposal would authorize admis¬ 
sion to maintenance treatment within 14 
days prior to release or discharge or with¬ 
in 6 months after release from a stay of 
1 month or longer in a penal or chronic 
care institution. ’The longer time period 
is designed to afford a person an ade¬ 
quate period in which to adjust to his 
changed environment and to assure him¬ 
self that he can do so without drugs. 
The transition is difficult enough without 
requiring the person to decide within 7 
days whether to enter maintenance 
treatment. 

This propKxsal would also expand the 
current provisions concerning the ad¬ 
mission of pregnant women to mainte¬ 
nance treatment. If, in the clinical .judg¬ 
ment of the program physician, mainte¬ 
nance treatment is justified, admiesion 
would be allowed regardless of length of 
addiction historv or current physiologic 
dependence, if the patient is in jeopardy 

of returning to opiate use. The decision 
to allow maintenance treatment in this 
instance is based on the generally ac¬ 
cepted finding that babies bom to moth¬ 
ers maintained on methadone and receiv¬ 
ing prenatal care have less morbidity 
than those born to mothers .who use illi¬ 
cit heroin with its associated life style, 
e g., intravenous use of nonsterile para- 
phenalia and adulterants. However, the 
patient must have been dependent upon 
opiates at some time in the past. 'This 
proposal requires the program to give a 
pregnant patient the opportunity for pre¬ 
natal care. In addition, after termina¬ 
tion of the pregnancy, the physician 
would be required to evaluate the pa¬ 
tient’s condition and indicate in the pa¬ 
tient’s record whether she should remain 
in maintenance treatment or be detoxi¬ 
fied. The current requirement is that this 
be done within 6 weeks following termi¬ 
nation of pregnancy; the proposal ex¬ 
pands this to 3 months. 

The current regulation requires that 
a person be currently physiologically de¬ 
pendent before readmission to mainte¬ 
nance treatment. The April 29. 1976 (41 
FR 17926) proposed revision would have 
allowed persons who had been volun¬ 
tarily detoxified from methadone main¬ 
tenance treatment to be readmitted into 
maintenance treatment within 30 days 
after detoxification even though no 
longer currently physiologically depend¬ 
ent. ’This was designed to encourage pa¬ 
tients who w'ant to detoxify to do so 
without the fear that, if they are un¬ 
able to remain drug free, they will have 
to revert to illicit drug use in order to 
be readmitted to methadone mainte¬ 
nance. A review of the current situa¬ 
tion leads us to believe that 30 davs is 
not a sufficiently long period of time. 
Available data suggest that 2 years is 
a critical point for relaose. Over 90 
percent of the patients who return to 
drug use do so within the first 2 years. 
Accordingly, it is proposed to amend 
the current regulation to allow readmis¬ 
sion to maintenance treatment for up 
to 2 years after voluntary detoxifica¬ 
tion from maintenance treatment pro¬ 
vided that prior maintenance treatment 
was for a duration of 6 months or more. 
In view of the proposed expanded eligi¬ 
bility for readmission, it was thought 
necessary to impose the minimum period 
of prior treatment to be eligible for this 
exception. 

The current methadone regulation re¬ 
garding the admission to methadone 
maintenance treatment of persons be- 
tw'een 16 and 18 years of age has not 
been changed substantively in this pro¬ 
posal. However, it is proposed that per¬ 
sons under 16 years of age may now be 
admitted to maintenance treatment in 
certain rare cases if prior approval is 
obtained from both FDA and the State 
authority. This change is proposed be¬ 
cause clinical experience shows that de¬ 
toxification of many of these younger 
patients has been Insufficient, i.e., many 
return to the continued use of heroin 
and because morbidity with heroin is 
higher than morbidity with methadone. 
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Minimum Urine Testings; Uses 
AND Frequency 

It is recognized that there are advan¬ 
tages and disadvantages in mandating 
weekly drug urinalysis on all patients 
as is the current requirement. Some drug 
abuse clinicians believe that mandated 
weekly urine testing on all patients is 
a waste of time any money that could 
be more effectively used for additional 
counseling staff or other program needs. 
Furthermore, controlled blind profi¬ 
ciency testing has shown results that 
raise questions about the validity of 
urine testing. Some clinics have made 
minimal use of urine test results because 
of the questionable validity of the urinal¬ 
ysis results and/or the lengthy periods 
between mine testing and reports of 
the minalysis. 

Other drug abuse clinicians believe 
that weekly drug urinalysis is a valu¬ 
able psychological aid and deterrent in 
helping reduce Illicit drug use by pa¬ 
tients. These clinicians contend that 
there are few reliable indicators to qual¬ 
itatively evaluate illicit drug use among 
the patient population and that urine 
testing is one of these reliable indicators. 
Many clinicians believe that, as a mini¬ 
mum, urinalysis should be performed on 
all new patients during the stabilization 
phase of ti-eatment, i.e., during the ini¬ 
tial stage of treatment. 

Despite the different views regarding 
urine testing, FDA and NIDA propose 
to eliminate all mandatory urine test¬ 
ing, with the exception of an initial 
screening urinalysis for new patients. 
FDA and NIDA do not wish to suggest 
that accurate and rapid urine test re¬ 
sults are not important for certain pa¬ 
tients even on a regular and continuing 
basis, thus it is recommended practice 
that monthly drug urinalysis be utilized 
but that the final decision be left to 
the medical director. 

These proposed changes are intended 
to provide clinicians with greater flexi¬ 
bility regarding urinalyses for illicit drug 
use. These proposed changes in the urine 
testing schedule would not preclude a 
narcotic maintenance program from: 
(1) testing urine for illicit drugs on all 
or some patients on a weekly or more 
frequent basis; (2) collecting specimens 
weekly or more frequently, but perform¬ 
ing analysis on some or all specimens on 
a less frequent basis; or (3) collecting 
and testing urine of anyone in the pro¬ 
gram suspect of illicit drug use. Nor 
would these proposed revisions preclude 
a State, if it were deemed appropriate 
by that State, from requiring additional 
urine tests. Urinalysis results should 
not, however, be used to force patients 
out of treatment. 

Patient Evaluation; Minimum 
Admission and Periodic Requirements 

This provision of the proposal is sub¬ 
stantially similar to § 291.505(d) (3) (vi) 
of the current regulation, but has been 
renumbered and expanded to suggest 
the types of information that should be 
obtained at admission. As proposed, it 
will require the development of an initial 
treatment plan for each patient as soon 

as possible after admission and it will 
require a periodic review of the treat¬ 
ment plan. The details of the initial 
treatment plan and the requirement for 
periodic review of treatment plans are 
set forth in proposed § 291.505(d) (5) (v) 
and (vi). 

Also, since an adequate physical ex¬ 
amination should include an evaluation 
of body systems and provide evidence 
that an evaluation of these systems has 
occurred, the proposal would require the 
findings of specified results from a pa¬ 
tient’s physical examination to be re¬ 
corded in the patient’s chart. 

It is recognized that there are advan¬ 
tages and disadvantages in mandating a 
number of laboratory tests for patients 
in methadone programs. Some drug 
abuse clinicians believe that a number 
of specific laboratory tests need to be 
performed to properly assess a patient’s 
current health status, e.g., a tuberculin 
skin test, a serological test for syphilis, 
a liver function profile, a complete blood 
count and differential. These clinicians 
contend that coupled with a compre¬ 
hensive physical examination such tests 
are essential in arriving at an appropri¬ 
ate treatment plan for a patient as well 
as determining what supportive services 
a patient may need. 

Other drug abuse clinicians believe 
that the decision for ordering any labo¬ 
ratory tests should be left to the discre¬ 
tion of the program physician. These 
clinicians contend that many laboratory 
tests would not be necessary for each 
patient. 

Despite these different views regarding 
mandatory laboratory tests, FDA and 
NIDA propose, as a minimum standard, 
that a serological test for syphilis and a 
tuberculin skin test be performed on 
each patient in the interest of the public 
health as well as the patient’s health. 
The current regulation does not require 
these tests. The Secretary does not wish 
to suggest that other laboratory tests are 
not important for certain patients, thus 
it is recommended practice that other 
certain laboratory tests be performed 
where appropriate in the judgment of 
the program physician, e g., a complete 
blood count and differential, routine and 
microscopic urinalysis, and liver func¬ 
tion profile. 

Minimum Program Services 

This provision intends to define the 
responsibilities of the program’s medical 
director. Essentially, under this proposal, 
the medical director or other authorized 
licensed physicians are responsible for 
ensuring that the program is in com¬ 
pliance with all applicable Federal, State, 
and local laws and regulations regarding 
medical treatment of narcotic addiction. 
In addition, the medical director or other 
authorized physician must ensure that 
(1) evidence of current physiologic de¬ 
pendence, length of history of addiction, 
or exceptions to the admission criteria 
are documented in the patient’s record 
before administration of the initial dose 
of methadone: (2) a medical evaluation 
including a medical history and physical 
examination have been performed before 
the patient receives the initial metha¬ 

done dose (in an emergency the initial 
dose may be given before the physical 
examination); (3) appropriate labora¬ 
tory studies have been performed and 
reviewed; (4) all medical orders are 
signed: (5) treatment plans are reviewed 
and countersigned at least annually; and 
(6) justification for take-home metha¬ 
done is recorded in the patient’s record. 

The April 29, 1976 proposal would 
have allowed the use of physician assist¬ 
ants and other recognized health-care 
professionals to perform a number of 
functions which are normally performed 
by physicians, provided that the per¬ 
formance of these functions is authorized 
by State law. This proposal retains that 
revision. Because, however, this proposal 
would not mandate a specific physician- 
patient ratio, the April 29, 1976 proposed 
revision allowing the time spent by these 
health-care professionals to count to¬ 
ward the required physician time has 
been dropped. 

Section 291.505(d)(5) of the current 
regulation requires each program to pro¬ 
vide a comprehensive range of medical 
and rehabilitative services to its patients 
either at the primary treatment facility 
or through formal, documented agree¬ 
ments with other public and private or¬ 
ganizations and institutions. Those pro¬ 
visions are retained in this proposal. In 
addition, the proposed regulation would 
require programs to enter into a written 
agreement with an accredited hospital 
for the purpose of providing necessary 
emergency, inpatient or ambulatory care 
for program patients. The proposed reg¬ 
ulation also stipulates that the program 
shall provide opportunities for vocational 
rehabilitation and educational or em¬ 
ployment services, either directly or 
through referral to community resources. 

Minimum Staffing Patterns 

Section 291.505(d)(4) of the current 
regulation mandates detailed staffing 
patterns for physicians, nurses, and 
counselors. This proposed regulation 
eliminates these detailed requirements. 
The decision of what staff to employ and 
in what numbers is left to the judgment 
of the program physician or director. 
However, the proposal retains the re¬ 
quirement of a minimum of 4 counselors 
per 300 patients. Several criteria are set 
forth in the proposed regulation which 
the program director or physician would 
be required to consider in making staffing 
decisions. 

Dosage and Responsibility For 
Administration 

Unlike the current regulation, the pro¬ 
posed rule would impose limitations on 
the amount of methadone which could 
be given for the Initial dosage as well 
as for the total first day’s dosage. These 
changes are based upon most recent 
clinical experience in that very few pa¬ 
tients need more than 40 mg and in fact 
most patients require between 15 and 30 
mg to suppress withdrawal symptoms. 
Tlie proposed rule would prohibit the dis¬ 
pensing of initial dosages of more than 
30 mg and total first day dosages in ex¬ 
cess of 40 mg, unless the program physi¬ 
cian documents in the patient’s chart 

FEDERAL REGISTER, VOL. 42, NO. 208—FRIDAY, OCTOBER 28, 1977 



56900 PROPOSED RULES 

those rare cases where this maximum 
dose is insufficient to suppress with¬ 
drawal symptoms. This is the maximum 
permissible amount and is not intended 
to be a recommended dosage for all pa¬ 
tients. In many instances, dosages one- 
half these amounts or less may be suffi¬ 
cient to mitigate abstinence syndromes. 
Daily dosages above 100 mg require prior 
approval of the State Methadone Au¬ 
thority and FDA. The current regulation 
allows up to 120 mg before prior approval 
is required. The FDA and NIDA have 
noted deaths and morbidity from the too 
generous dosages of methadone utilized 
on admission in some programs. 

Maximum Take-Home Medication 

The proposed rule would retain, with 
minor modifications, the substance of 
the current regulatory requirements re¬ 
garding take-home medication. However, 
unlike the current regulation, the pro¬ 
posed rule lists a number of criteria 
which the program physician would be 
required to consider in addition to eval¬ 
uating the patient’s responsibility in the 
handling of methadone. 

The program physician would be re¬ 
quired to consider whether the patient 
has satisfactorily adhered to the pro¬ 
gram’s rules for at least 3 months and 
whether the patient has made substan¬ 
tial progress in rehabilitation. If these 
criteria are met and if the patient’s re¬ 
habilitative progress would be enhanced 
by reducing the frequency of clinic at¬ 
tendance. the patient might be allowed 
up to 2 days of take-home medication 
earlier in the treatment course than is 
now the case. 

The proposal retains the current pro¬ 
vision that after 2 years of successful 
participation in the program, patients 
may be permitted twice-weekly visits to 
the clinic and 3-day take-home supplies. 
Individuals receiving more than 100 mg 
per day would not be eligible for more 
than 1 day per week take-home medica¬ 
tion. as currently provided. In addition, 
the proposal includes a provision that 
would permit a patient to take home a 
6-day supply under certain circum¬ 
stances if the medical director has en¬ 
tered into the patient’s record an evalua¬ 
tion that such patients have satisfac¬ 
torily adhered to each of the criteria for 
measuring responsibility in handling 
methadone. 

The proposal also retains the excep¬ 
tions regarding take-home medications 
because in limited circumstances it mav 
be difficult for some patients to adhere 
to the take-home schedule and pursue 
certain types of employment. As a result, 
some patients have been faced with dis¬ 
continuing treatment because of their 
inability to adhere to take-home policies 
The proposal also includes a specific pro¬ 
vision permitting exceptions to the take- 
home limitations if. in the judement of 
the program phvsician. the patient has 
a physical disability which makes it diffi¬ 
cult for the patient to reasonably adhere 
to the required pick-up schedule or other 
exceptional circumstances arise which 
interfere with the patient’s ability to 

conform to the applicable mandatory 
schedule. 

The proposed revisions would elimi¬ 
nate the requirement in current § 291.505 
id>(8» for a 2-year evaluation of 
whether the patient should remain on 
methadone maintenance treatment. 
Many people have incorrectlv interpreted 
this provision as requiring that patients 
be detoxified after 2 years. No specific re- 
evaluation requirement is contained in 
the proposal because it is thought that 
this question of whether such a patient 
should remain on methadone mainte¬ 
nance treatment is one which should be 
continually under evaluation by the pro¬ 
gram physician and should be dealt with 
in the reevaluation of the treatment 
Plan. 
Minimum Standards for Detoxification 

Treatment 

Detoxification treatment would be re¬ 
quired to be conducted over a period not 
to exceed 21 days. If treatment exceeds 
21 days, it would be considered mainte¬ 
nance treatment. Tliis limitation of 21 
days, however, does not apply to the 
gradual withdrawal from methadone of a 
person on methadone maintenance; 
again, this terminology has been misin¬ 
terpreted bv many treatment program 
personnel. The provisions of the pro¬ 
posed rules regarding detoxification 
treatment are substantively changed 
from the detoxification section of the 
current methadone regulation. All the 
proposed mainenance treatment require¬ 
ments applv to detoxification treatment 
except in those circumstances specifically 
excepted. The proposed rules on detoxifi¬ 
cation would apply to both inpatient and 
ambulatory detoxification treatment. 

Use of Methadone in Hospitals 

The proposal would delete the refer¬ 
ence to temporary maintenance in cur¬ 
rent § 291.505ff). This is proposed to 
make the regulation consistent with the 
regulations promulgated by DEA under 
the Narcotic Addict Treatment Act., i.e.. 
that using methadone for the temporary 
maintenance treatment of addicts who 
are hospitalized for the treatment of 
medical conditions other than addiction 
is permitted. 

Confidentiality of Patient Records 

The proposal would delete the refer¬ 
ence to Part 1401 of this title to require 
compliance with the current Federal reg¬ 
ulations on the confidentiality of alcohol 
and drug abuse patient records which are 
found at 42 CFR Part 2. 

Program Forms 

The current regulation sets forth in 
§ 291.505tk) several forms which must be 
filed simultaneously with both FDA and 
the State authority under § 291.505tc) 
t4* as a condition for approval of the use 
of methadone. The other forms in para¬ 
graph <k) deal with patient consent and 
hospital application. 

Ba^icallv. these forms restate manv of 
the minimum standards in § 291.505. The 
proposed changes to those forms conform 
to the proposed minimum standards in 

the methadone regulation. Also, refer¬ 
ence to a patient identification system 
has been omitted from the forms to make 
the forms consistent with pa.st changes 
in the methadone regulation (see 39 FR 
37636). 

Miscellaneous Provisions 

Section 291.505(d) (10) of this proposal 
would mandate that programs develop a 
written policy and procedures regarding 
the involuntary termination of clients 
from treatment. This is considered es¬ 
sential to protect the due process rights 
of patients as well as to protect the pro¬ 
gram from legal liability if it is to termi¬ 
nate a client for failure to adhere to pro¬ 
gram rules. It is recommended that an 
adequate involuntary termination proce- 
duce include an opportunity for patients 
to receive written notification of the pro¬ 
gram’s intention to terminate them and 
the reasons for this decision, as well as 
an opportunity to contest this decision in 
an impartial forum. 

Section 291.505(d) (15) would require 
that all programs comply with Federal 
and State reporting requirements and 
with regulations on the confidentiality 
of patient records. 

Accordingly, the Commissioner of 
Food and Drugs and the Director of the 
National Institute on Drug Abuse .iointly 
propose that the methadone regulation 
be revised as set forth below. The revised 
regulation constitutes the Secretary’s 
standards under the Narcotic Addict 
Treatment Act of 1974. 

Therefore, under the Federal Food. 
Drug, and Cosmetic Act (secs. 505, 701 
(a). 52 Stat. 1052-1053. as amended. 1055 
(21 U.SC. 355. 371(a))), the Compre¬ 
hensive Drug Abuse Prevention and Con¬ 
trol Act of 1970 (sec. 4, 84 Stat. 1241 (42 
U.S.C. 257a)), the Narcotic Addict Treat¬ 
ment Act of 1974 (sec. 3. 88 Stat. 124-125 
(21 U.S.C. 823(g)), and applicable dele¬ 
gations of authority thereunder (37 FR 
27616. December 19. 1972: 38 FR 27315- 
25316. October 2. 1973; (21 CFR 5.1)). it 
is proposed that § 291.505 be amended 
by revising paragraphs (b) (2) (iii) and 
(iv) and (d)(1). (3) (i) through (iv). 
(4) through (11); by adding paragraph 
(d) (14) through (16); and by revising 
paragraphs (f)(1), (2) (i) and (vi) 
through (viii), (g), and (k) to read as 
follows; 
§ 291..50.5 Conditions for use of inellia- 

done. 

***** 
(b) * * * 
(2) • * * 
(iii) Respovsibility for patient. After a 

patient is referred to a medication imit, 
the program sponsor retains continuing 
responsibility for the patient’s care. The 
program sponsor is responsible for assur¬ 
ing that the patient receives needed med¬ 
ical and social .services at least monthly 
at the primary facility. 

(iv) Services. Medication units are 
limited to the administering or dispens¬ 
ing of medication and the collection of 
urine for urine testing, following the 
procedures outlined in paragraph (d)(4) 
of this section. If a private practitioner 
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wishes to provide other services in addi¬ 
tion to administering or dispensing medi¬ 
cation and collecting urine samples, he 
shall be considered a program and shall 
be required to submit an application for 
seperate approval. 

* * * * « 

(d) * • * 
(1) Description of facilities. Drug 

treatment services shall be provided 
through appropriate drug abuse treat¬ 
ment facilities at such site(s) as ap¬ 
proved by Federal, State, and local au¬ 
thorities. A program shall have ready 
access to a comprehensive range of medi¬ 
cal and rehabilitative services. The name, 
address, and description of each hospital, 
institution, clinical laboratory, or other 
facility available to provide the necessary 
services shall be given to the Food and 
Drug Administration and the State au¬ 
thority. This listing shall include the 
name and addres of each medication 
unit. 

(3) Minimum standards for admis¬ 
sion—(1) History of addiction and cur¬ 
rent physical dependence, (a) Each per¬ 
son selected as a patient for a mainte¬ 
nance program, regardless of age, shall 
be determined by a program physician to 
be currently physiologically dependent 
upon a narcotic drug and must have first 
become physiologically dependent at 
least 1 year prior to admission for main¬ 
tenance treatment. A 1-year history of 
addiction means that an applicant for 
admission to a maintenance program 
must have been physiologically addicted 
to a narcotic at a time at least 1 year 
prior to admission to a program and must 
haye been so addicted, continuously or 
episodically, for most of the year im¬ 
mediately preceding admission to a pro¬ 
gram. In the case of a person for whom 
the exact date on which physiological 
addiction began cannot be ascertained, 
the admitting program physician may, in 
his reasonable clinical judgment, admit 
the person to methadone maintenance 
treatment, if from the eyidence pre¬ 
sented, obseryed, and recorded in the 
patient’s chart, it is reasonable to con¬ 
clude that there was physiologic depend¬ 
ence at a time approximately 1 year prior 
to admission. 

(b) Although daily use of a narcotic 
for an entire year could satisfy the defi¬ 
nition, operationally one might be physi¬ 
ologically dependent without daily use 
during the entire 1-year period and still 
satisfy the definition. The following, al¬ 
though not exhaustiye, are examples of 
applicants who would meet the minimum 
standard of a 1-year history of addiction 
and who, if currently physiologically 
dependent on the date of admission for 
application would be eligible for admis¬ 
sion to a maintenance program: 

(1) Physiologic addiction began in 
August 1976, and persisted to the date of 
application for admission in August 1977. 

(2) Physiologic addiction began in 
January 1977, and persisted until April 
1977. Physiologic addiction began again 
in July 1977 and persisted until the ap¬ 
plication for admission in January 1978. 

(3) Physiologic addiction began in 

January 1976, and p ersisted until Octo¬ 
ber 1976. The date of application for ad¬ 
mission was January 1977, at which time 
the patient had been re-addicted for 1 
month preceding his admission. 

(4) Physiologic addiction consisted of 
four episodes in the last year, each epi¬ 
sode lasting 2*2 months. 

(c) In determining current physiologic 
dependence the physician should con¬ 
sider signs and symptoms of intoxication, 
a positiye urine specimen for a narcotic 
drug, and old or fresh needle marks. 
Other eyidence of current physiologic 
dependence could be obtained by noting 
early signs of withdrawal (lacrimation, 
rhinorrhea, pupilary dilatation, and 
piloerection) during the initial period of 
abstinence. Withdrawal signs may be ob¬ 
seryed during the initial period of ab¬ 
stinence. Withdrawal signs may be ob¬ 
seryed during the initial period of hos¬ 
pitalization or while the person is an out¬ 
patient undergoing diagnostic eyaluation 
(e.g., medical and personal history, 
rhvsical examination, and laboratory 
studies). Increased body temperature, 
pulse rate, blood pressure and respiratory 
rate are also signs of withdrawal, but 
their detection may require inpatient ob- 
seryation. It is unlikely but possible that 
a nerson could be currently dependent 
on narcotic drugs without haying a posi¬ 
tiye urine test for narcotics. Thus, a 
urine sample that is positiye for nar¬ 
cotics is not a requirement for admis¬ 
sion to detoxification or maintenance 
treatment. 

(d) The program physician or an ap¬ 
propriately trained staff member desig¬ 
nated and supervised by the physician 
shall record in the patient’s chart the 
criteria used to determine the patient’s 
current physiologic dependence and his¬ 
tory of addiction. In the latter circum¬ 
stance, the program physician must re¬ 
view, date, and countersign the super¬ 
vised staff member’s evaluation to dem¬ 
onstrate his aereement with such evalu¬ 
ation. The final decision for determining 
physiologic dependence and history of 
addiction shall be made by the program 
physician. Therefore, in the chart there 
must be a signed and dated statement 
by the program physician, which indi¬ 
cates he has reviewed all the documented 
evidence to support a 1-year history of 
addiction and the current physiologic 
dependence and that in his reasonable 
clinical judgment the patient fulfills the 
requirements for admission to mainte¬ 
nance treatment. This review must be 
completed prior to the administration of 
the initial dose of methadone. 

(ii) Voluntary participation, informed 
consent. The person responsible for the 
program shall ensure that: participa¬ 
tion in a program is voluntary; all rele¬ 
vant facts concerning the use of metha¬ 
done are clearly and adequately ex¬ 
plained to the patient: all patients, with 
full knowledge and understanding of its 
contents, sign the “Consent for Metha¬ 
done Treatment’’ form (FD-2635) set 
forth in paragraph (k) (4) of this sec¬ 
tion: the parents or guardian of pa¬ 
tients under the age of 18 sign the sec¬ 
ond part of Form FD-2635. 

(iii) Exceptions to minimum admis¬ 
sion criteria—(a) Penal or chronic case. 
A person who has resided in a penal or 
chronic care institution for 1 month or 
longer may be admitted to methadone 
maintenance treatment within 14 days 
prior to release or discharge or within 6 
months after release from such an insti¬ 
tution without evidence to support find¬ 
ings of physiological dependence pro¬ 
vided the person would have been eligi¬ 
ble for admission prior to incarceration 
or institutionalization. Documented evi¬ 
dence of the prior residence in a penal 
or chronic care institution and evidence 
of all other findings and the criteria used 
to determine such findings shall be re¬ 
corded in the patient’s chart by the ad¬ 
mitting program physician, or by pro¬ 
gram personnel superivsed by the admit¬ 
ting program physician. The admitting 
program physician shall date and sign 
the recordings or date, review, and coim- 
tersign these recordings in the patient’s 
chart prior to the administration of the 
initial methadone dose to the patient. 

(b) Pregnant patients. (1) Pregnant 
patients, regardless of age, who have had 
a documented narcotic dependency in 
the past and who may be in direct jeop¬ 
ardy of returning to narcotic depend¬ 
ency, with all its attendant dangers 
during pregnancy, may be placed on a 
maintenance regimen. For such patients, 
evidence of current physiological depend¬ 
ence on narcotic drugs is not needed if a 
program physician certifies the preg¬ 
nancy and, in his reasonable clinical 
judgment, finds such treatment to be 
medically justified. Evidence of all find¬ 
ings and the criteria used to determine 
such findings shall be recorded in the 
patient’s chart by the admitting pro¬ 
gram physician, or by program per¬ 
sonnel supervised by the admitting 
program physician. The admitting pro¬ 
gram physician shall date and sign 
the recordings, or date, review, and 
countersign suoh recordings in the pa¬ 
tient’s chart prior to the administration 
of the initial methadone dose to the pa¬ 
tient. These pregnant patients shall be 
given the opportunity for prenatal care 
either by the methadone program or by 
referral to appropriate health care pro¬ 
viders. 

(2) If a program cannot provide direct 
prenatal care for pregnant patients in 
methadone treatment, it shall establish 
a system that provides for an oppor¬ 
tunity to refer these patients for pre¬ 
natal care which may be either publicly 
or privately funded. If there are no pub¬ 
licly funded prenatal referral opportu¬ 
nities, the program cannot provide such 
services, and the patient cannot afford 
them or refuses them, then the treatment 
program shall, at a minimum, offer these 
patients basic prenatal instruction on 
maternal, physical, and dietary care as 
a part of its counseling service. 

(3) Counseling records and/or other 
appropriate patient records shall reflect 
the nature of prenatal support provided 
by the program. If referral for prenatal 
services is provided, the physician to 
whom the patient is referred shall be 
notified that the patient is in methadone 
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maintenance treatment, provided that 
such notification is in accordance with 
the Department of Health, Education, 
and Welfare’s Confidentiality Regula¬ 
tions (42 CFR Part 2). In the event that 
a pregnant patient refuses direct treat¬ 
ment or appropriate referral for treat¬ 
ment, the treating program physician 
should consider the utilization of in¬ 
formed consent procedures, e.g., to have 
such patient acknowledge in writing 
that she had the opportunity for this 
treatment but refuses it. The program 
physician, consistent with the confiden¬ 
tiality regulations, shall request the phy¬ 
sician or the hospital to which a patient 
is referred to provide, following birth, a 
summary of the delivery and treatment 
outcome for the patient and offspring. It 
is recognized that programs often re¬ 
quest such information but for a variety 
of reasons do not always receive a re¬ 
sponse. In such situations, the program 
physician shall document in the record 
that such a request was made. 

(4) Within 3 months after termination 
of pregnancy, the program physician 
shall enter an evaluation of the patient’s 
treatment state into her record and in¬ 
dicate whether she should remain in the 
maintenance program or be detoxified. 

(5) Caution shall be taken in the 
maintenance treatment of pregnant pa¬ 
tients. Dosage levels shall be maintained 
as low as possible if continued metha¬ 
done treatment is deemed necessary. It 
is the responsibility of the program 
sponsor to assure that each female pa¬ 
tient is fully informed concerning the 
possible risks to a pregnant woman or 
her unborn child from the use of metha¬ 
done, e.g., safe use in pregnancy has not 
been established in relation to possible 
adverse effects on fetal development. 

(c) Previously treated patients. A pa¬ 
tient who has been treated and subse¬ 
quently detoxified from methadone 
maintenance treatment may be read¬ 
mitted to methadone maintenance treat¬ 
ment without evidence to support find¬ 
ings of current physiologic dependence 
up to 2 years after discharge provided 
that prior methadone maintenance 
treatment of 6 months or more is docu¬ 
mented from the program attended and 
that the admitting program physician, 
in his reasonable clinical judgment, 
finds readmission to methadone main¬ 
tenance treatment to be medically justi¬ 
fied. For patients meeting these criteria, 
the quantity of take-home medication 
shall be determined in the reasonable 
clinical judgment of the program physi¬ 
cian but in no case shall the quantity of 
take-home medication be greater than 
would have been allowed at the time 
that person terminated previous treat¬ 
ment. Documented evidence of prior 
treatment and evidence of all other find¬ 
ings and criteria used to determine such 
findings shall be recorded in the patient’s 
chart by the admitting program physi¬ 
cian or program personnel under su¬ 
pervision of the admitting program 
physician. The admitting program phy¬ 
sician shall date and sign the recordings, 
or date, review, and countersign such 

recordings in the patient’s chart prior 
to the administration of the initial 
methadone dees to the patient. • 

(iv) Special limitation; treatment of 
patients under 18 years of age. A person 
under the age of 18 shall have had two 
documented attempts at detoxification or 
drug-free treatment to be eligible for 
maintenance treatment. A 1-week wait¬ 
ing period is required after a detoxifica¬ 
tion attempt, however, before an attempt 
is repeated. The program physician shall 
document in the patient’s record that 
the patient continues to be or is again 
physiologically dependent on narcotic 
drugs. No one under the age of 16 is eligi¬ 
ble for methadone maintenance treat¬ 
ment without the prior approval of the 
Pood and Drug Administration and the 
State methadone authority. ’This shall 
not preclude a person under the age of 
16 w'ho is currently physiologically de¬ 
pendent on narcotic drugs from being 
detoxified with methadone if it’s deemed 
medically appropriate by the program 
physician and is done in accordance with 
the requirements of paragraph (d)(9) of 
this section. No person imder the age of 
18 may be admitted to a maintenance 
treatment program unless a parent, legal 
guardian, or responsible adult designated 
by the State authority completes and 
signs consent form. Form FD-2635 “Con¬ 
sent to Methadone ’Treatment.” 
***** 

(4) Minimum urine testing; uses and 
frequency, (i) ’The person(s) responsible 
for a program shall ensure that an initial 
drug-screening urinaysis for opiates, bar¬ 
biturates, amphetamines, cocaine, and 
other drugs as appropriate is completed 
for each prospective patient and that 
when urine is collected, specimens from 
each patient are collected in a manner 
that minimizes falsification. Each lab¬ 
oratory selected for urine testing must 
be incompliance with all applicable Fed¬ 
eral proficiency testing and licensing 
standards and all State standards re¬ 
garding such laboratories. Any changes 
made in laboratories used for urine test¬ 
ing shall have prior approval of the Food 
and Drug Administration. 

(ii) It is recommended practice that 
after the initial drug screening urinal¬ 
ysis, urine specimens for each patient be 
collected and analyzed on a randomly 
scheduled basis at least monthly for 
opiates, methadone, amphetamines, co¬ 
caine, and barbiturates, as well as other 
drugs as indicated. It is recommended 
practice that more or less frequent test¬ 
ing for a specific drug(s) and for a speci¬ 
fic individual occur when clinically indi¬ 
cated as determined by the reasonable 
clinical judgment of the medical direc¬ 
tor. It is recommended practice that re¬ 
sults of urine testing be used as one 
clinical tool for the purposes of diagnosis, 
and in the determination of treatment 
plans, as well as utilized as one technique 
for overall prgoram evaluation by moni¬ 
toring patient drug-using patterns before 
and uring treatment. The person(s) re¬ 
sponsible for a program shall ensure that 
urine test results are not used to force 
a patient out of treatment but are used 

as a guide to change treatment ap¬ 
proaches. He shall also ensure that when 
urine test results are utilized, presump¬ 
tive laboratory results are distinguished 
from those results which are definitive. It 
is also recommended practice that the 
person(s) responsible for the program 
who utilizes the results of presumptive 
urinalysis for patient management show 
evidence of reasonable access to con¬ 
firmatory laboratory analysis for use on 
occasions when this is necessary, e.g., for 
intake urine testing on all prospective 
methadone clients, for any loss of patient 
privileges based on urinalysis, for com¬ 
piling criminal justice system records, 
and for indicating frequency of use of 
other drugs not detectable by a screen¬ 
ing method. 

(5) Patient evaluation; minimum ad¬ 
mission and periodic requirements—(i) 
Minimum contents of medical evalua¬ 
tion. Each patient shall have a medical 
evaluation made by a program physician 
or an authorized health-care profession¬ 
al under the supervision of a program 
physician upon the patient’s admission 
to a program. As a minimum, this evalu¬ 
ation shall consist of a medical history 
including a history of drug and/or al¬ 
cohol dependence, a physical examina¬ 
tion, and routine laboratory examina¬ 
tions including a serological test for 
syphilis, a tuberculin skin test and a 
urinalysis for drug determination. The 
physical examination shall consist of an 
investigation of the organ systems for 
possibilities of infectious disease, pul¬ 
monary, liver, and cardiac abnormali¬ 
ties, and dermatologic sequelae of ad¬ 
diction. In addition, the physical ex¬ 
amination shall include a determination 
of the patient’s vital signs (temperature, 
pluse, and blood pressure and respira¬ 
tory rate); an examination of the pa¬ 
tient’s general appearance, head, ears, 
eyes, nose, throat (thyroid), chest (in¬ 
cluding heart, lungs, and breasts), ab¬ 
domen, extremities, skin, and neurologi¬ 
cal assessment; and the program physi¬ 
cian’s overall impression of the patient. 

(ii) Recommended contents of medi¬ 
cal evaluation, (a) It is recommended 
practice that the following laboratory 
examinations be conducted for each 
patient at admission to a program in 
addition to the required examinations 
stated in paragraph (d)(5)(i) of this 
section. 

(1) Complete blood count and differ¬ 
ential; 

(2) Routine and microscopic urinaly¬ 
sis; 

(3) Liver function profile, e.g. SOOT, 
SOFT. etc. 

(4) When the tuberculin skin test is 
positive, a chest X-ray; 

(5) Australian Antigen Hb Ag Test¬ 
ing (HAA testing); 

(6) When clinically indicated, an 
EKO; and 

(7) When awiropriate, pregnancy test 
and a pap smear. 

(b) When a person is readmitted to a 
program, it is recommended that the 
decision for determining the appropriate 
laboratory tests to be conducted be based 
upon the intervening medical history 
and a physical examination. 
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(iii) Recordings of findings. The ad¬ 
mitting program physician or an ap¬ 
propriately trained program staff mem¬ 
ber supervised by the admitting program 
physician shall record in the patient’s 
chart all findings resulting from the ad¬ 
mission medical evaluation. Both posi¬ 
tive and negative results shall be record¬ 
ed. In each case the admitting program 
physician shall date and sign these re¬ 
cordings, or date, review, and coimter- 
sign these recordings in the patient’s 
chart to signify his review of and con¬ 
currence with the history and physical 
findings. 

(iv) Admission evaluation, (a) Each 
patient seeking admission or readmis¬ 
sion for the purpose of obtaining treat¬ 
ment services shall be interviewed by a 
person who should be qualified by virtue 
of education, training, or experience to 
assess the psychological and sociological 
background of drug abusers to deter¬ 
mine the appropriate treatment plan for 
the patient. To determine the most ap¬ 
propriate treatment plan for a patient, 
the interviewer shall obtain and docu¬ 
ment in the patient’s record the pa¬ 
tient’s history. 

(b) A patient’s history shall include 
information relating to his educational 
and vocational achievements. In the 
event a patient has no such history, i.e., 
he has no formal education or has never 
had an occupation, this requirement 
shall be met by writing this information 
in the patient’s history. 

(c) It is recommended practice that 
a patient’s history include information 
relating to his psychosocial, economic, 
and family background, and any other 
information deemed necessary by the 
program which is relevant to his appli¬ 
cation or which may be helpful in assess¬ 
ing the resources, e.g., psychological, eco¬ 
nomic, educational, and vocational 
strengths and weaknesses, that a pa¬ 
tient brings to the treatment setting. It 
is recommended practice that each pro¬ 
gram establish its own methods for 
measuring such strengths and weak¬ 
nesses to assess the severity of a patient’s 
problem, establish realistic treatment 
goals, and develop an appropriate treat¬ 
ment plan to achieve these goals. Such 
assessments shall be performed on ad¬ 
mission or as soon as a patient is stable 
enough for appropriate interviewing. 
Treatment plans should reflect individ¬ 
ualization geared to a patient’s needs. 

(V) Initial treatment plan, (a) A pri¬ 
mary person is one who shall be assigned 
by the person (s) responsible for a pro¬ 
gram to monitor a patient’s progress in 
the patient’s initial and periodic treat¬ 
ment plans. The name of this person 
shall be recorded in the patient’s chart. 
The initial treatment plan shall contain 
realistic short-term goals which are mu¬ 
tually acceptable to the patient and the 
program (it is recommended practice 
that these short-term goals be designed 
to expect completion within a finite time 
period, e.g., 90 to 180 days). It shall also 
state the behavioral tasks expected of a 
patient which are necessary to complete 
each short-term goal and the medical, 
psychosocial, economic, legal, or other 

supportive services needed immediately 
by each patient, including the projected 
frequency with which these services will 
be provided. The contents of a patient’s 
initial treatment plan along with the ra¬ 
tionale used to determine such needs 
shall be recorded in the patient’s chart 
by the primary person. It is recom¬ 
mended practice that this information 
be in sufficient detail to demonstrate 
that each patient has been assessed and 
that the services which are provided are 
based on the patient assessment findings 
and the available program and commu¬ 
nity services. 

(b) It is recognized that patients need 
varying degrees of treatment and reha¬ 
bilitative services which are often de¬ 
pendent and/or limited by a number of 
variables, e.g., patient resources, avail¬ 
able program and community services. 
It is not the intent of this section of the 
regulation to prescribe a particular 
treatment and rehabilitative service or 
the frequency at which a service should 
be offered. 

(c) Each patient’s initial assessment, 
including the concomitant treatment 
plan reflecting the short-term mutually 
acceptable treatment goals, shall be doc¬ 
umented in each patient’s chart imme¬ 
diately after the patient is stabilized on 
a methadone dose or within 4 weeks after 
admission, whichever is sooner. The pro¬ 
gram supervisory counselor or other ap¬ 
propriate program personnel so desig¬ 
nated by the program physician shall re¬ 
view and countersign all the information 
and findings required by this paragraph 
(d)(5)(v) to be recorded in each pa¬ 
tient’s chart. 

(vi) Periodic treatment plan evalua¬ 
tion. (a) The program physician or the 
primary person shall review, reevaluate, 
and alter where necessary each patient’s 
treatment plan at least once each 90 
days during the first year of treatment, 
and then at least twice a year after the 
first year of continuous treatment. 

(b) The program physician shall en¬ 
sure that the periodic treatment plan 
becomes part of each patients’ chart and 
that it is signed and dated in the pa¬ 
tients’ chart by the primary person and 
is countersigned and dated by the su¬ 
pervisory counselor. 

(c) At least once a year, the program 
physician shall date, review, and counter¬ 
sign the treatment plan recorded in each 
patient’s chart and ensure that each 
patient’s progress or lack of progress in 
achieving the treatment goals is entered 
in the patient’s coimseling record by the 
primary person. When appropriate, the 
treatment plan and progress notes shall 
deal with the patient’s mental and phys¬ 
ical problems, apart from drug abuse, 
and shall include reasons for prescribing 
any medication for emotional or physical 
problems. 

(6) Minimum program services—(i) 
Access to a range of services, (a) A treat¬ 
ment program shall provide a compre¬ 
hensive range of medical and rehabilita¬ 
tive services to its patients. ’These serv¬ 
ices normally should be provided at the 
primary facility, but the program spon¬ 
sor may enter into formally documented 

agreements with other public or private 
agencies, institutions, or organizations 
to render these services. Such facilities 
must be located so as to provide ease of 
access to the patient. Also, for pregnant 
patients in a treatment program who 
were not admitted under paragraph (d) 
(3) (iii) (b) of this section, a treatment 
program shall give these pregnant pa¬ 
tients the opportunity for prenatal care 
either by the methadone program or by 
referral to appropriate health-care pro¬ 
viders. If a program cannot provide di¬ 
rect prenatal care for pregnant patients 
in methadone treatment, it shall estab¬ 
lish a system that provides for an op¬ 
portunity to refer these patients for pre¬ 
natal care which may be either publicly 
or privately funded. If there are no pub¬ 
licly funded prenatal referral opportu¬ 
nities, the program cannot provide such 
services, and the patient cannot afford 
or refuses them, then the treatment pro¬ 
gram shall, at a minimum, offer these 
patients basic prenatal instruction on 
maternal, physical, and dietary care as 
a part of its counseling service. 

(b) Counseling records and/or other 
appropriate patient records shall reflect 
the nature of prenatal support provided 
by the program. If referral for prenatal 
services is provided, the physician to 
whom the patient is referred shall be no¬ 
tified that the patient is in methadone 
maintenance treatment, provided that 
such notification is in accordance with 
the Department of Health. Education, 
and Welfare’s Confidentiality Regula¬ 
tions (42 CFR Part 2). In the event 
that a pregnant patient refuses direct 
treatment or appropriate referral for 
treatment, the treating program physi¬ 
cian should consider the utilization of in¬ 
formed consent procedures, i.e., to have 
such patient acknowledge in writing that 
she had the opportunity for this treat¬ 
ment but refuses it. The program phy.si- 
cian shall request the physician or the 
hospital to which a patient is referred 
to provide, following birth, a summary of 
the delivery and treatment outcome for 
the patient and offspring. It is recognized 
that programs often request such infor¬ 
mation but for a variety of reasons do 
not always receive a response. In such 
situations, the program physician shall 
document in the record that such a re¬ 
quest was made. 

(c) Caution shall be taken in the 
maintenance treatment of pregnant pa¬ 
tients. Dosage levels shall be maintained 
as low as possible if continued metha¬ 
done treatment is deemed necessary. It 
is the responsibility of the program spon¬ 
sor to ensure that each female patient 
is fully informed concerning the possible 
risks to a pregnant woman or her unborn 
child from the use of methadone, e.g., 
safe use in pregnancy has not been es¬ 
tablished in relation to possible adyerse 
effects on fetal development. 

(d) Any service not furnished at the 
primary facility shall be listed, and the 
agreements to furnish those services 
shall be documented, when application 
for approval is submitted to the Food 
and Drug Administration and the State 
authority. Modification of any program 
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services shall be reported in triplicate 
to the Food and Drug Administration be¬ 
fore such services are added or deleted. 

(ii) Minimum medical services; desig¬ 
nation of a medical director and respon¬ 
sibilities. Each program shall have a 
designated medical director who assumes 
responsibility for the administration of 
all medical services performed by the 
program. The medical director and other 
authorized program physicians shall be 
licensed to practice in the jurisdiction 
in which the program is located. The 
medical director shall be responsible for 
ensuring that the program is in compli¬ 
ance with all Federal, State, and local 
laws and regulations regarding medical 
treatment of narcotic addiction. In ad¬ 
dition, the responsibilities of the medical 
director or other authorized phvsicians 
within the program shall include but not 
be limited to: 

(a) Ensuring that evidence of current 
physiologic dependence, length of his¬ 
tory of addiction, or exceptions to cri¬ 
teria for admission are documented in 
the patient’s record before the patient 
receives the initial methadone dose. 

(b) Ensuring that a medical evalua¬ 
tion including a medical history and 
physical examination have been per¬ 
formed before the patient receives the 
initial methadone dose. However, in an 
emergency situation the initial dose of 
methadone may be given before the 
phy.sical examination. 

(c) Ensuring that appropriate labo¬ 
ratory studies have been performed and 
reviewed. 

id) Signing or countersigning all med¬ 
ical orders as required by Federal or 
State law. (Such medical orders include 
but are not limited to the initial medica¬ 
tion orders and all subsequent medica¬ 
tion order chnnees. all chap^e.s in the 
frequency of take-home medication, and 
prescribing additional take-home meth¬ 
adone for emergency situations.) 

(e) Reviewing and countersigning 
treatment plans at least annually. 

(/) Ensuring that justification is re¬ 
corded in the patient’s record for reduc¬ 
ing the frequency of clinic visits for 
observed drug ingesting, providing ad¬ 
ditional take-home medication under 
exceptional circumstances or when there 
is physical disability, or prescribing any 
medication for physical or emotional 
problems. 

(iii) Use of health-care nrofessionals. 
Although the final decision to accept a 
patient for methadone treatment shall 
be made by the medical director or other 
designated proerram physician, it is rec¬ 
ognized that physicians can train pro¬ 
gram personnel to detect and document 
narcotic abstinence svmptoms and that 
some jurisdictions allow State-licensed 
or certified health-care professionals, 
e.g., physician’s associates, phvsician’s 
assistants, nurse practitioners, to per¬ 
form certain functions—^record med¬ 
ical histories perform physical exami¬ 
nations, and prescribe, administer, 
or dispense certain medications— 
that are ordinarily performed by a li¬ 
censed physician. These regulations do 
not prohibit these licensed or certified 

health-care professionals from perform¬ 
ing those functions in narcotic treat¬ 
ment clinics which are authorized by 
Federal, State, and local laws and regu¬ 
lations, and which are delegated to them 
by the medical director. However, if a 
health-care professional performs func¬ 
tions that the physician is required by 
these regulations to perform, any result¬ 
ing written comments and evaluations 
shall be reviewed, signed, and dated by 
the physician. For example, if, in ac¬ 
cordance with State law, a health-care 
professional rather than physician 
records a medical history, performs a 
physical examination, or determines cur¬ 
rent physiological dependence and length 
of history of addiction, the physician 
shall reyiew and countersign all work 
performed before the initial methadone 
dose may be administered to the patient. 
In all instances the responsibilities and 
duties of the health care professional 
shall be in accordance with State en¬ 
abling legislation and regulations which 
goyern the practice of health-care pro¬ 
fessionals. 

(iy) Emergency or other medical serv¬ 
ices. Each program shall enter into a 
wTitten agreement with a licensed and 
accredited hospital in the community for 
the purpose of providing necessary emer¬ 
gency, inpatient, and ambulatory care 
for program patients. Neither the pro¬ 
gram sponsor nor the hospital are re¬ 
quired to assume financial responsibility 
for the patient’s medical care. 

(V) Vocational rehabilitation, educa¬ 
tion, and employment, (a) Each pro¬ 
gram shall provide opportunities di¬ 
rectly* or through referral to community 
resources, for those patients who either 
desire or who have been deemed by the 
program staff ready to participate in 
educational job-training programs or to 
obtain gainful employment as soon as 
possible. Each program shall maintain a 
list of references that may be used for 
referral purposes if rehabilitative activi¬ 
ties are not provided directly. The refer¬ 
ences shall include the opportunities for 
vocational training, education, and em- 
ployanent as well as the community re¬ 
sources that may be available to provide 
assistance for such activities. 

(b) The patient’s needs and readiness 
for vocational rehabilitation, education, 
and employment shall be evaluated and 
recorded in the patient’s records during 
the preparation of the initial treatment 
plan and reviewed and updated as appro¬ 
priate in subsequent treatment plan 
evaluations. It is recognized that some 
patients are either not ready for or are 
not in need of these services. Such a 
statement in the patient’s record shall 
suffice to meet the requirement in this 
paragraph (d) (6) (v). For those patients 
who are deemed ready and are referred 
for such services, a program staff mem¬ 
ber designated and supervised by the ad¬ 
mitting program physician shall docu¬ 
ment in the patient’s record the type of 
referral made and the results. These re¬ 
sults shall be periodically updated as 
apnropriate. 

(7) Minimum staging patterns—(i) 
Program personnel. The person(s) re¬ 

sponsible for a program shall deter¬ 
mine program personnel requirements 
after considering the number of patients 
who are vocationally and educationally 
impaired; the number of patients with 
significant psychopathology; the number 
of patients who are also nonnarcotic 
drug or alcohol abusers; the number of 
patients with behavioral problems in the 
program; and the number of patients 
with serious medical problems. 

(ii) Supportive services. The person(s) 
responsible for the program shall take 
notice, when considering the staffing 
pattern, that methadone maintenance 
treatment programs need to establish 
supportive services in accordance with 
the varying characteristics and needs of 
their patient populations. The p>erson(s) 
responsible for a program shall also take 
notice of the availability of existing com¬ 
munity resources which may comple¬ 
ment or enhance the program’s delivery 
of supportive services and then establish 
a staffing pattern based on a combina¬ 
tion of patient needs and available, ac¬ 
cessible community resources. 

(iii) Minimum stag. The person(s) re¬ 
sponsible for a program shall ensure that 
there are at least four counselors per 300 
patients. 

(8) Frequency of attendance: quan¬ 
tity of take-home medication; dosage of 
methadone: initial and stabilization— 
(i) Dosage and responsibility for ad- 
ministrhtion. (a) The person(s) respon¬ 
sible for the program shall ensure that 
the initial dose of methadone does not 
exceed 30 mg and that the total dose for 
the first day does not exceed 40 mg, un¬ 
less the program medical director docu¬ 
ments in the patient’s chart that 40 mg 
did not suppress opiate abstinence 
symptoms. 

(b) It is recommended practice that 
the initial dose of methadone be given 
in attempts to control or mitigate ab¬ 
stinence symptoms concomitant to with¬ 
drawal of narcotic drugs. Presently there 
is no absolute method available to de¬ 
termine individuals’ narcotic tolerance 
levels. Therefore, in order to achieve this 
goal, it is recommended practice that 
the drug be given emplricallv in very 
small doses and the initial dose be ad¬ 
justed on an individual basis to the 
narcotic tolerance of the new patients. 
Methadone dosages which are less than 
equivalent to the patient’s current level 
of narcotic tolerance will result in his 
experiencing ‘withdraw^al symptoms. 
Therefore, it is important that the ini¬ 
tial dose be adjusted on an individual 
basis to the narcotic tolerance of the 
new patient. If the patient has been a 
heavy user of heroin up to the day of 
admiLssion. he may require an initial 
does of 15 to 30 mg with additional 
smaller increments 4 to 8 hours la'ter. It 
is recommended practice that if the pa¬ 
tient enters treatment with little or no 
narcotic tolerance (e.g.. recently released 
from jail or using poor quality heroin), 
the initial dose may be one-half these 
quantities. When there is any doubt, the 
smaller dose should be used initially. 
The patient may be kept under obser¬ 
vation, and if the symptoms of absti- 
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nence are distressing, an additional 5- 
to 10-mg dose should be administered 
as needed. Subsequently, the dosage 
should be adjusted individually as tol¬ 
erated and required. The stabilization 
dose frequency, but not necessarily, is 
higher than the dose needed to attenu¬ 
ate abstinence. The range of methadone 
maintenance dosages in the country 
today is between 40 and 100 mg daily. 

(c) A licensed physician shall resume 
responsibility for the amounts of meth¬ 
adone administered or dispensed and 
shall record and sign in each patient’s 
chart each change in the dosage 
schedule. 

(d) The administering licensed physi¬ 
cian shall ensure that a daily dosage of 
100 mg or more is justified in the medi¬ 
cal record of each patient’s chart and 
that a daily dose greater than 100 mg 
of methadone is not given to a new 
patient admitted to a program after 
(effective date of the final regulation) 
without the prior approval of the State 
methadone authority and the Food and 
Drug Administration. 

(e) It is recommended practice that 
a regular review of each patient’s dos¬ 
age level be made by the responsible 
physician with careful consideration 
given for both increasing or decreasing 
the dosage as indicated. It should be 
noted that according to the official la¬ 
beling. therapeutic doses of meperidine 
have precipitated severe reactions in 
patients currently receiving monoamine 
oxidase inhibitors or those who have re¬ 
ceived such agents within 14 days. Sim¬ 
ilar reactions thus far have not been 
reported with methadone, but if the use 
of methadone is necessary in such pa¬ 
tients, it is recommended that a sensi¬ 
tivity test be performed in which re¬ 
peated small incremental doses are 
administered over the course of several 
hours while the patient’s condition and 
vital signs are under careful observation. 
Likewise, physicians should also be aware 
that according to the official labeling, 
concurrent administration of rifamnin 
may possibly reduce the blood concen¬ 
tration of methadone to a degree suffi¬ 
cient to produce withdrawal symntoms. 
The mechanism by which rifampin may 
decrease blood concentrations of meth¬ 
adone is not fully understood, although 
enhanced microsomal drug-metabolized 
enzymes may influence drug disposition. 

(ii) Authorized dispensers of metha¬ 
done: responsibility. Methadone will be 
administered or dispensed by a practi¬ 
tioner licensed or registered under ap¬ 
propriate State or Federal law to order 
narcotic drugs for patients or by an agent 
of the practitioner, supervised by and 
pursuant to the order of the practitioner. 
This agent may only be a pharmacist, 
registered nurse, or licensed practical 
nurse, or any other health-care profes¬ 
sional authorized by Federal and State 
law to administer or dispense narcotic 
drugs. The licensed practitioner assumes 
responsibility for the amounts of metha¬ 
done administered or dispensed and all 
changes in dosage schedule will be re¬ 
corded and signed by the licensed prac¬ 
titioner. 

(iii) Form. 'The methadone shall be 
administered or dispensed in oral form 
only when used in a treatment program. 
Hospitalized patients under care for a 
medical or surgical condition are per¬ 
mitted to receive methadone in paren¬ 
teral form, when in the attending physi- 
can’s professional judgment it is deemed 
advisable. Although tablet, syrup concen¬ 
trate, or other formulaions are permitted 
to be distributed to the program, all oral 
medication shall be administered or dis¬ 
pensed in a liquid formulation. The dos¬ 
age will be formulated in such a way as 
to reduced its potential for parenteral 
abuse and accidental ingestion and pack¬ 
aged for outpatient use in special pack¬ 
aging as required by 16 CFR 1700.14. Any 
take-home medication shall be labeled 
with the treatment center’s name, ad¬ 
dress and telephone number. Exceptions 
may be granted when any of the pro¬ 
visions of this subsection are in conilict 
with State law with regard to the admin¬ 
istering or dispensing of drugs. 

(iv) Maximum take-home medication; 
evidence in support of a finding of re¬ 
sponsibility in the handling of metha¬ 
done and frequency of take-home medi¬ 
cation. (a) Take-home methadone shall 
only be given to a patient who, in the rea¬ 
sonable clinical judgment of the program 
physician, is responsible in the handling 
of methadone. Prior to reducing the 
frequency of clinic visits, the rationale 
for this decision shall be recorded in the 
patient’s chart by the program physician 
or one of his designated staff. In the lat¬ 
ter situation, a program physician shall 
review, countersign, and date the pa¬ 
tient’s record where this information is 
recorded. Additionally, take-home meth¬ 
adone shall be dispensed solely in an 
oral/liquid form so as to minimize its 
potential for abuse and shall be packaged 
in accordance with the Poison Prevention 
Packaging Act (Pub. L. 91-601). 

(b) It is recommended practice that 
this liquid vehicle be nonsweetened and 
contain a preservative so that patients 
can be instructed to keep take-home 
methadone out of the refrigerator in an 
attempt to minimize the likelihood of ac¬ 
cidental overdoses by children and fer¬ 
mentation of the vehicle. 

(c) The program physician shall, in 
the exercise of his reasonable clinical 
judgment, consider the following in de¬ 
termining whether or not a patient is re¬ 
sponsible in the handling of methadone. 

(1) Background and history of the pa¬ 
tient; 

(2) General and special characteristics 
of the patient and the community in 
which the patient resides: 

(3) Absence of past abuse of nonnar¬ 
cotic drugs, including alcohol; 

(4) Absence of current abuse of non¬ 
narcotic drugs and alcohol and narcotic 
drugs, including methadone: 

(5) Regularity of clinic attendance: 
(6) Absence of serious behavioral prob¬ 

lems in the clinic: 
(7) Stability of the patient’s financial 

condition: 
(8) Stability of the patient’s home en¬ 

vironment: 
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(9) Stability of the patient’s family 
and other relationships; 

(.10) Absence of past and/or current 
criminal activity; 

(11) Length of time in methadone 
maintenance treatment; and 

(12) Assurance that take-home medi¬ 
cation can be safely stored within the 
patient’s home. 

(v) Take-home requirements, (a) In 
maintenance treatment a patient shall 
ingest the drug under observation daily 
or at least 6 days a week, for a minimum 
of the first 3 months. If, in the reason¬ 
able clinical judgment of the program 
physician, a patient demonstrates satis¬ 
factory adherence to program rules for 
at least 3 months, substantial progress in 
rehabilitation, responsibility in handling 
of methadone (see paragraph (d) (8) (iv) 
(c)(1)-(12) of this section), and his re¬ 
habilitative progress would be enhanced 
by decreasing the frequency of his clinic 
attendance, the patient may be per¬ 
mitted to reduce his clinic attendance, 
for drug ingestion under observation to 
three times weekly. Such a patient shall 
receive no more than a 2-day take-home 
supply of methadone. If, in the reason¬ 
able clinical judgment of the program 
physician, a patient demonstrates satis¬ 
factory adherence to program rules for 
at least 2 years from his entrance into 
the program, substantial progress in re¬ 
habilitation, responsibility in the han¬ 
dling of methadone (see paragarph Id) 
(8) (iv) (c) (1)-(12) of this section), and 
his rehabilitative progress would be en¬ 
hanced by decreasing the frequency of 
his clinic attendance, the patient may be 
permitted to reduce his clinic attendance 
for drug ingestion under observation to 
twice weekly. Such a patient shall re¬ 
ceive no more than a 3-day take-home 
supply of methadone. 

(b) In calculating 2 years of metha¬ 
done maintenance treatment, the period 
shall be considered to begin upon the 
first day of administration of methadone, 
or upon readmission of a patient who has 
had a continuous absence of 90 days or 
more. Cumulative time spent by the pa¬ 
tient in more than one program shall be 
counted toward the 2 years of treatment 
unless there has been a continuous ab¬ 
sence of 90 days or more. For patients 
maintained on methadone for 3 consecu¬ 
tive years who have demonstrated for at 
least the last year responsibility in han¬ 
dling of methadone, and the absence of 
major behavioral problems, a 6-day sup¬ 
ply of take-home medication may be 
granted providing the medical director 
has entered into the patient’s record an 
evaluation that such patients have satis¬ 
factorily adhered to each of the criteria 
for measuring responsibility in handling 
methadone as set forth in paragraph (d) 
(8)(iv)(c) (4)-(12) of this section. Each 
patient whose daily dose is above 100 mg 
shall ingest the medication under obser¬ 
vation 6 days per week irrespective of the 
length of time in treatment, unless the 
program has received prior approval 
from the State authority and the Food 
and Drug Administration. 

(Vi) Exceptions to take-home require¬ 
ments. The rationale for an exception 
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to a mandatory schedule shall be based 
on the reasonable clinical judgment of 
the program physician and shall be re¬ 
corded in the patient’s chart by the pro¬ 
gram physician or by program person¬ 
nel supervised by the program physician. 
In the latter situation the physician shall 
review, countersign, and date the pa¬ 
tient's chart where this rationale is re¬ 
corded. In any event, a patient shall not 
be given more than a 2-week supply of 
methadone at one time. If in the reason¬ 
able clinical judgment of the program 
physician: 

(a) A patient is found to have a physi¬ 
cal disability which interferes with his 
ability to conform to the applicable man¬ 
datory schedule, he may be permitted a 
temporarily or permanently reduced 
schedule provided he is also found to 
be responsible in the handling of 
methadone. 

(b) A patient, because of exceptional 
circumstances such as illness, personal 
or family crises, travel, or other hard¬ 
ship, is unable to conform to the applica¬ 
ble mandatory schedule, he may be per¬ 
mitted a temporarily reduced schedule 
provided he is also found to be respon¬ 
sible in the handling of methadone. 

(9) Minimum standards for detoxifi¬ 
cation treatment, (i) For detoxification 
from narcotic drugs (not the gradual 
withdrawal of methadone from catients 
on methadone maintenance). methadone 
shall be administered by the program 
physician daily under close observation 
in reducing dosages over a period not to 
exceed 21 days. All requirements per¬ 
taining to maintenance treatment apply 
to detoxification treatment with the fol¬ 
lowing exceptions; 

(a) Take-home medication shall not 
be allowedt during detoxification. 

(b) A history of 1 year physiologic de¬ 
pendence shall not be required for ad¬ 
mission to detoxification. 

(c) Patients who have been deter¬ 
mined by the program physician to be 
currently physiologically narcotic de¬ 
pendent mav be detoxified with metha¬ 
done, regardless of age. 

(d) The recommended initial dose is 
15 to 20 mg. 

(ii) A waiting period of at least 1 
week shall be required between detoxi¬ 
fication attempts. Before a detoxification 
attempt is repeated, the program physi¬ 
cian shall document in the patient’s rec¬ 
ord that the patient continues to be or 
is again physiologically dependent on 
narcotic drugs. The provisions of these 
requirements, except as noted in para¬ 
graph (d) (9) (i) of this section, are ap¬ 
plicable to both inratient and ambula¬ 
tory detoxification treatment. 

(10) Discontinuation of methadone 
use—(i) Involuntary termination from 
treatment. The person(s) responsible for 
a program shall develop and prominently 
post about the program premises at least 
one copy of a written policy establishing 
criteria for involuntary termination 
from treatment which describes patients’ 
rights os w^ell as the responsibilities and 
rights of the program staff. At the time 
a patient enters treatment, an appro¬ 
priate program staff member designated 

by the person(s) responsible for the pro¬ 
gram shall inform the patient where 
such copy is posted and shall inform him 
of the reasons for which he might be 
terminated from treatment, his rights to 
due process under involuntary termina¬ 
tion procedure, and the fact that infor¬ 
mation about him shall be kept confiden¬ 
tial. 

(ii) Voluntary withdrawal from meth¬ 
adone use. All patients in treatment 
shall be given careful consideration for 
discontinuation of methadone use. Social 
rehabilitation shall have been main¬ 
tained for a reasonable period of time. 
Patients should be encouraged to pursue 
the goal of eventual withdrawal from 
methadone and becoming completely 
drug free whenever possible. Upon suc¬ 
cessfully reaching for a drug-free state 
the patient should be retained in the 
program for as long as necessary to as¬ 
sure stability in the drug-free state, with 
the frequency of his required visits ad¬ 
justed at the discretion of the medical 
director. 

(11) Inspections of programs: patient 
confidentiality. Inspection of a program 
may be undertaken by the State author¬ 
ity, by the Food and Drug Administra¬ 
tion, and by the Drug Enforcement Ad¬ 
ministration, Department of Justice, 
and in the case of federally fimded pro¬ 
grams by the National Institute on Drug 
Abuse, in accordance with Federal con¬ 
trolled substances laws and Federal con¬ 
fidentiality laws. 

• • * * * 

(14) Research. When a program con¬ 
ducts research on human subjects or 
provides subjects for research, there 
shall be written policies and review to 
assure the rights of the patients in¬ 
volved. Appropriate informed consent 
forms must be signed and must be pres¬ 
ent in the patient’s records. All research, 
development, and related activities in 
which human subjects are involved 
which are funded by the Department of 
Health, Education, and Welfare grants 
or contracts must comply with the De¬ 
partment of Health, Education, and 
Welfare regulations on the protection of 
human subjects, 45 CFR Part 46. 

(15) Patient record system—(i) Pa¬ 
tient care. 'The person(s) responsible for 
a program shall establish for that pro¬ 
gram a record system to document and 
monitor patient care. 'This system shall 
comply with all Federal and State re¬ 
porting requirements relevant to metha¬ 
done. All records shall be kept confiden¬ 
tial and must be in accordance with all 
applicable Federal and State regulations 
regarding confidentiality. 

(ii) Drug dispensing. The person(s) 
responsible for a program shall ensure 
that accurate records traceable to spe¬ 
cific patients shall be maintained show¬ 
ing dates, quantity, and batch or code 
marks of the drug clispensed. These rec¬ 
ords shall be retained for a period of 3 
years. 

(iii) Patient’s clinical record. An ade¬ 
quate clinical record will be maintained 
for each patient. The record will contain 
a copy of the signed consent form(s), 

the date of each visit, the amount of 
methadone administered or dispensed, 
the results of each urinalysis, a detailed 
account of any adverse reactions, which 
will also be reported within 2 weeks to 
the Food and Drug Administration on 
Form FD-1639. “Drug Experience Re¬ 
port,’’ any significant physical or psycho¬ 
logical disability, the type of rehabilita¬ 
tive and counseling efforts employed, an 
account of the patient’s progress, and 
other relevant aspects of the treatment 
program. For recordkeeping purposes, if a 
patient misses appointments for 2 weeks 
or more without notifying the program, 
the episode of care is considered termi¬ 
nated and so noted in the clinical rec¬ 
ord. This does not mean that the patient 
cannot return for care. If the patient 
does return for care and is accepted into 
the program, this is considered a read¬ 
mission and so noted in the clinical rec¬ 
ord. This method of recordkeeping helps 
assure the easy detection of sporadic at¬ 
tendance and decreases the possibility of 
administering inappropriate doses of 
methadone (e.g., the patient who has 
received no medication for several days 
or more and upon return receives the 
usual stabilization dose). An annual 
evaluation of the patient’s progress will 
be recorded in the clinical record(s). 

(16) Security of drug stocks. Adequate 
security shall be maintained over stocks 
of methadone, over the manner in which 
it is administered or dispensed, over the 
manner in which it is distributed to 
medication units, and over the manner 
in which it is stored to guard against 
theft and diversion of the drug. The 
security standards for the distribution 
and storage of controlled substances as 
required by the Drug Enforcement Ad¬ 
ministration, Department of Justice 
(§§ 1301.72-1301.76 of this title) shall be 
met by the program. 

* • • • * 
(f) Conditions for use of methadone in 

hospitals for detoxification treatment— 
(1) Form. The drug may be administered 
or dispensed in either oral or parenteral 
form. 

(2) Use of methadone in hospitals— 
(i) Approved uses. Methadone for nar¬ 
cotic addict treatment is permitted to be 
administered or dispensed only for de¬ 
toxification treatment of hospitalized 
patients. If methadone is administered 
for treatment of heroin dependence for 
more than 3 weeks, the procedure passes 
from treatment of the acute withdrawal 
syndrome (detoxification) to mainte¬ 
nance treatment. Maintenance treatment 
is permitted to be undertaken only by 
approved methadone programs. This does 
not preclude the maintenance treatment 
of an addict who is hospitalized for 
treatment of medical con(iitions other 
than addiction and who requires tem¬ 
porary maintenance treatment during 
the critical period of his stay or whose 
enrollment in a program which has ap¬ 
proval for maintenance treatment using 
methadone has been verified. Any hos¬ 
pital which already has received approval 
under this paragraph (f) may be per¬ 
mitted to serve as a temporary metha¬ 
done treatment program when an ap- 
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proved methadone treatment program 
has been terminated and there is no 
other facility immediately available in 
the area to provide methadone treatment 
for the patients. The Food and Drug Ad¬ 
ministration may give this approval upon 
the request of the State authority or the 
hospital, when no State authority has 
been established. 

* « * * * 
(vi) Inspection. The Food and Drug 

Administration and the State authority 
may inspect supplies of the drug and 
evaluate the uses to which the drug is 
being put. The identity of the patient 
will be kept confidential in accordance 
with confidentiality requirements of 42 
CFR Part 2. Records relating to the re¬ 
ceipt, storage, and distribution of nar¬ 
cotic medication shall also be subject to 
inspection as provided by Federal con¬ 
trolled substances laws; but use or dis¬ 
closure of records identifying patients 
will, in any case be limited to actions in¬ 
volving the program or its personnel. 

(vii) Approval of hospital pharmacy. 
Application for a hospital pharmacy to 
provide methadone for detoxification 
treatment will be submitted to the Food 
and Drug Administration and the State 
authority and shall receive approval 
from both, except as provided for in 
paragraph (h) (5) of this section. Within 
60 days after receipt of the application 
by the Food and Drug Administration, 
the applicant will receive notification of 
approval or denial or a request for addi¬ 
tional information, when necessary. 

(viii) Approval of shipments to hos¬ 
pital pharmacies. Before a hospital phar¬ 
macy may lawfully receive shipments of 
methadone for detoxification treatment, 
a responsible official shall complete, sign, 
and file in triplicate with the Food and 
Drug Administration and the State au¬ 
thority Form FD-2636, “Hospital Request 
for Methadone for Detoxification Treat¬ 
ment” set forth in paragraph fk) (5) of 
this section and shall receive a notice of 
approval thereof from the Food and 
Drug Administration. 

• • • * * 
(g) Confidentiality of patient rec¬ 

ords. (1) Except as provided in para¬ 
graph (g) (2) of this section, disclosure 
of patient records maintained by any 
program shall be eovemed bv the pro¬ 
visions of 42 C FR Part 2, and every pro¬ 
gram shall comply with the provisions of 
that part. Records relating to the re¬ 
ceipt, storage, and distribution of nar¬ 
cotic medication shall also be subject to 
inspection as provided by Federal con¬ 
trolled substances laws; but use or dis¬ 
closure of records identifying patients 
will, in any case, be limited to actions 
involving the program or its personnel. 
In addition to the restrictions upon dis¬ 
closure in 42 CFR Part 2, and in accord¬ 
ance with the authority conferred by 
section 303(a) of the Public Health Serv¬ 
ice Act (42 U.S.C. 242a(a)), every pro¬ 
gram is hereby further authorized to 
protMt the privacy of patients therein 
by withholding from all persons not em¬ 
ployed by such program or otherwise 
connected with the conduct of its opera¬ 

tions the names or other identifying 
characteristics of such patients under 
any circumstances under which such 
program has reasonable grounds to 
believe that such information may 
be used to conduct any criminal in¬ 
vestigation or prosecution of a patient. 
Programs may not be compelled in any 
Federal, State, or local civil, criminal, 
administrative, or other proceedings to 
furnish such information, but this sub- 
paragraph does not authorize the with¬ 
holding of information authorized to be 
furnished pursuant to 42 CFR Part 2 nor 
does it invalidate any legal process to 
compel the furnishing of information 
in accordance with 42 CFR Part 2. Rec¬ 
ords relating to the receipt, storage, and 
distribution of narcotic medication shall 
also be subject to inspection as provided 
by Federal controlled substances laws; 
but use or disclosure of records identify¬ 
ing patients will, in any case, be limited 
to actions involving the program or its 
personnel. 

(2) A treatment program or medica¬ 
tion unit or any part thereof, including 
any facility or any individual, shall per¬ 
mit a duly authorized employee of the 
Food and Drug Administration to have 
access to and to copy all records relating 
to the use of methadone in accordance 
with the provisions*of 42 CFR Part 2 and 
shall reveal them only when necessary 
in a related administrative or court pro¬ 
ceeding. 
***** 

(k) Program forms—(1) Treatment 
program application. 

Department of Health, Education, and 

Welfare 

FOOD AND DRUG ADMINISTRATION 

Form PD-2632 Application for Approval of 

Uso of Methadone in a Treatment Program 

Name or other identification of program_ 

Address_ 

Name of program sponsor_ 

Commissioner, 

Pood and Drug Administration, 

Bureau of Drugs (HFD-106), 

Rockville. MD 20857. 

I>EAR Sir : As the person responsible for this 
program, I submit this request for approval 
of a treatment program using methadone 

to provide detoxification and maintenance 

treatment for narcotic addicts in accordance 
with § 291.505 of the regulations. I under¬ 

stand that failure to abide by the require¬ 

ments described below may cause revocation 
of approval on my application, seizure of 

my drug supply, an injunction, and criminal 

prosecution. 

I. Attached is the name, complete address, 

and summary of the scientific training and 
experience of each physician and all other 

professional personnel having major respon¬ 

sibilities for the program and rehabilitative 

efforts, and a signed Form FD-2633 "Medical 

Responsibility Statement for Use of Metha¬ 

done in a Treatment Program” for every 

licensed practitioner authorized to prescribe, 

dispense, or administer methadone under the 

program. (If the'Medical Director of this pro¬ 

gram has been listed for a program in a 

previous application, the feasibility of serv¬ 

ing as Medical Director for this program must 

be documented and this documentation at¬ 

tached to this application.) 

II. Attached is a description of the organi¬ 

zational structure of this program and the 
name and complete address of any central 
administration or larger organizational 

structure to which this program is 

responsible. 
III. Attached is a listing of the sources of 

funding for this program. (The name and 

address for each governmental agency pro¬ 

viding funding must be provided.) 
IV. The program shall have reedy access 

to a comprehensive range of medical and 

rehabilitative services. Attached is the name, 
address, and description of each hospital, in¬ 
stitution, clinical laboratory facility, or other 

facility available to provide the necessary 
services and a statement for each facility as 
to whether or not methadone will be admin¬ 

istered or dispensed at that facility. These 
facilities shall comply with any guidelines 

established by Federal or State authorities. 

(This listing should include the address of 
each medication unit. If any medical or re¬ 
habilitative service is not available at the 
primary facility, there must be a formal, 
documented agreement with private or public 

agencies, organizations, or institutions for 
these services.) 

V. Attached is a statement of the approxi¬ 

mate number of addicts to be included in 

the program 
VI. The following minimum treatment 

standards shall be followed: 
A. A statement shall be given to the ad¬ 

dicts to inform them about the program. A 
voluntary request and consent Form FD-2635 

"Consent to Methadone Treatment” shall be 
signed by each patient. Participation in the 

program shali be voluntary. 
B. I concur that the mere use of a narcotic 

drug, even if periodic or intermittent, can¬ 
not be equated with narcotic addiction. Care 
shall be exercised in the selection of patients 

to prevent the possibilitv of admitting a per¬ 

son who was not first dependent upon heroin 

or other morphine-like drugs at least 1 year 
prior to admission to maintenance treat¬ 

ment (see § 291.505(d) (3) (i)). This drug his¬ 
tory and evidence of current ph3?siologic 

dependence on morphine-like drugs shall be 
documented. Evidence of physical depend¬ 

ence should be obtained by noting early 
signs of withdrawal (lacrlmatlon. rhinorrhea, 

DUDillarv dilation, and piloerectlon) during 

the initial period of abstinence. (Withdrawal 
signs may be observed during an initial pe¬ 

riod of hospitalization or while the individ¬ 

ual is an outpatient undergoing diagnostic 
evaluation—(medical and personal history, 

physical examination, and laboratory stud¬ 

ies). Loss of appetite and increased body 
temperature, pul«e rate, blood pressure, and 

resi>iratory rate are also signs of withdrawal, 

but their detection may require inpatient 

ohservatlon. It is unlikely that an individual 
would be currently dependent on. narcotic 

drugs without having a positive urine test 

for one or more of the=e drugs. Additional 

evidence can be obtained by noting the pres¬ 
ence of old and fresh needle marks, and by 

obtaining additional history from relatives 

and friends.) 
C. An exception to the requirement for evi¬ 

dence of current physiologic dependence on 
narcotic drugs or to the age limitation will 

be allowed under the following exceptional 

circumstances; (1) Methadone treatment 

may be initiated within 14 days of release 
from a stay of 1 month or longer in a penal 

or chronic care institution, or within 6 

months of release from such institution if 
an Individual would have been eligible for 

admission prior to institutionalization (see 

S 291.5051d) 13) (Hi) (a)), or (2) pregnant pa¬ 

tients. regardless of age with a documented 
prior addiction history, may be eligible for 
maintenance treatment, if the Medical Direc¬ 

tor certifies the pregnancy and, in his judg¬ 

ment, such treatment is medically justified 
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(see § 291.605(d) (3) (ill) (b)). Within 3 
months after the termination of the preg¬ 
nancy, the physician shall enter an evalua¬ 
tion of the patient’s treatment state into the 
patient’s records indicating whether the pa¬ 
tient should remain in a maintenance pro¬ 
gram or be detoxified. Justification for any 
such exception shall be noted on the pa¬ 
tient’s record. 

D Persons under 18 years of age may be 
eligible for maintenance treatment after two 
documented attempts at detoxification or 
drug-free treatment (see 1 291.505(d) (3) 
(iv)). In addition, no one under the age of 
16 is eligible for methadone maintenance 
treatment without the prior approval of the 
Pood and Drug Administration and the State 
methadone authority. 

I No person under the age of 18 may be ad¬ 
mitted to a maintenance treatment program 
unless a parent, legal guardian or responsible 
adult designated by the State authority com¬ 
pletes and signs consent form. Form FD-2635 
"Consent to Methadone ’Treatment.” 

VII. An admission evaluation and record 
shall be made and maintained for each pa¬ 
tient upon admission to the program. This 
evaluation and record shall consist of a med¬ 
ical history, a physical examination, and lab¬ 
oratory examinations as indicated in § 291.505 
(d)(5). 

A. A patient’s history record will include at 
least age, sex, educational level, employment 
history, criminal history, past history of drug 
abuse of all types, and prior treatment for 
drug abuse as well as that required by § 291.- 
805(d)(5)(Iv). 

B. Medical history. A thorough medical 
history record will be completed for each 
patient accepted for admission. 

I C. Physical examination. The findings of a 
comprehensive physical examination will be 
recorded. 

VIII. I understand that there is a danger 
of drug dependent persons attempting to 
enroll in more than one methadone treat¬ 
ment program to obtain quantities of metha¬ 
done either for the purpose of self-adminis¬ 
tration or Illicit marketing. Therefore, except 
In an emergency situation, methadone will 
not be provided to a patient who is known 
to be currently receiving the drug from an¬ 
other treatment program using methadone. 
Except as provided in item XV of this form. 
Information that could identify the patient 
will be kept confidential in compliance with 
42 CFR Part 2. 

IX. The following minimum procedures 
will be used for ongoing care. 

A. Dosage and administration for detoxifi¬ 
cation and maintenance treatment: 

1. Methadone shall be administered or dis¬ 
pensed in oral form only when used in a 
treatment program. Hospitalized patients 
under care for medical or surgical condition 
are permitted to receive methadone in paren¬ 
teral form, when in the attending physician’s 
professional Judgment it is deemed advisable. 
Although tablet, sirup concentrate, or other 
formulations are permitted to be distributed 
to the program, all oral medication shall be 
administered or dispensed in a liquid formu¬ 
lation. The dosage shall be formulated in 
such a way as to reduce its potential for par¬ 
ental abuse and accidental ingestion, and 
packaged for outpatient use in special pack¬ 
aging as required by 16 CFR 1700.14. Any 
take-home medication shall be labeled with 
the treatment center’s name, address, and 
telephone number. Exceptions may be grant¬ 
ed when any of the provisions of this sub¬ 
section are in conflict with State law with 
regard to the administering or dispensing of 
drugs. 

2. In tetoxlflcatlon. the patient may be 
placed on a substitutive methadone admini¬ 
stration schedule when there are significant 
symptoms of withdrawal. The methadone 

shall be administered by the program phy¬ 
sician daily under close observation in re¬ 
ducing dosages over a period not to exceed 
21 days. All requirements pertaining to main¬ 
tenance treatment apply to detoxification 
treatment with the following exceptions; 

1. Take-home medication shall not be al¬ 
lowed during detoxification. 

il. A history of 1 year physiologic depend¬ 
ence shall not be required for admission to 
detoxification. 

ill. Patients who have been determined by 
the program physician to be currently 
physiologically narcotic dependent may be 
detoxified with methadone, regardless of age. 

iv. The recommended Initial dose is 15 to 
20 mg. Stabilization can be continued for 2 to 
3 days and then the amount of methadone 
will normally be gradvially decreased. The 
rate at which methadone is decreased will 
be determined separately for each patient. 
The dose of methadone can be decreased on 
a dally basis or in 2-day Intervals, but the 
amount of intake shall always be sufficient to 
keep withdrawal symptoms at a tolerable 
level. In hospitalized patients a daily re¬ 
duction of 20 percent of the total daily dose 
usually will be tolerated and will cause little 
discomfort. In ambulatory patients, a some¬ 
what slower schedule may be needed. If 
methadone is administered for more than 
3 weeks, the procedure is considered to have 
progressed from detoxification or treatment 
of the acute withdrawal syndrome to main¬ 
tenance treatment, even though the goal and 
Intent may be eventual total withdrawal. 

3. In maintenance treatment the Initial 
dosage of methadone should control the 
abstinence symptoms that follow withdrawal 
of narcotib drugs but should not be so great 
as to cause sedation, respiratory depression, 
or other effects of acute intoxlflcatlon. It is 
Important that the initial dosage be adjusted 
on an individual basis to the narcotic toler¬ 
ance of the new patient. (The person (s) re¬ 
sponsible for the program shall ensure that 
the initial dose of methadone does not exceed 
30 mg and that the total dose for the first 
day does not exceed 40 mg, unless the pro¬ 
gram medical director documents in the 
patient’s chart that 40 mg did not suppress 
opiate abstinence symptoms.) If the patient 
has been a heavy user of heroin up to the day 
of admission, he may reaulre an initial dose 
of 15 to 30 mg with additional smaller incre¬ 
ments 4 to 8 hours later. It is recommended 
practice that if the patient enters treatment 
with little or no narcotic tolerance (e.g., re¬ 
cently released from Jail or using poor qual¬ 
ity heroin), the initial dose may be one-half 
these quantities. When there is any doubt, 
the smaller dose should be used initially. The 
patient may be kept under observation, and 
if the symptoms of abstinence are distress¬ 
ing. an additional 5- to 10-mg dose should be 
administered as needed. Subseauently, the 
dosage should be adjusted individually as 
tolerated and required. The stabilization 
doso frequently, but not necessarily, is higher 
than the dose needed to attenuate absti¬ 
nence. The range of methadone maintenance 
dosages in the conutry today is between 40 
and 100 m.g dally. 

A licensed physician shall assume respon¬ 
sibility for the amounts of methadone ad¬ 
ministered or dispensed and shall record and 
sign in each patient’s chart each change in 
the dosage schedule. 

The administering licensed physician shall 
ensure that a daily dose of 100 mg or more 
is Justified in the medical record of each pa¬ 
tient’s chart and that a daily dose greater 
than 100 mg of methadone is not given to 
a new patient admitted to a program after 
(effective date of the final regulation) with¬ 
out the prior approval of the State metha¬ 
done authority and the Pood and Drug Ad¬ 
ministration. A regular review of dosage level 

should be made by the responsible physician 
with- careful consideration given for reduc¬ 
tion of dosage as indicated on an individual 
basis. A new dosage level is only a test level 
until stability is achieved. 

4. Caution shall be taken in the mainte¬ 
nance treatment of pregnant patients. Dosage 
levels shall be maintained as low as pos¬ 
sible if continued methodane treatment is 
deemed necessary. It is the responsibility of 
the program to assure that each female pa¬ 
tient is fully informed concerning the pos¬ 
sible risks to a pregnant woman or her 
unborn child from the use of methadone. 

5. Methadone will be administered or dis¬ 
pensed by a practitioner licensed or regis¬ 
tered under appropriate State or Federal law 
to order narcotic drugs for patients or by 
an agent of the practitioner, supervised by 
and pursuant to the order of the practitioner. 
This agent may be a pharmacist, registered 
nurse, or licensed practical nurse, or any 
other health care professional authorized by 
Federal and State law to administer or dis¬ 
pense narcotic drugs. The licensed practi¬ 
tioner assumes responsibility for the 
amounts of methadone administered or dis¬ 
pensed and all changes in dosage schedule 
shall be recorded and signed by the licensed 
practitioner. 

6. For detoxification, the drug shall be ad¬ 
ministered dally under close observation. In 
maintenance treatment the patient initially 
will ingest the drug under observation dally, 
or at least 6 days a week, for the first 3 
months. It is recognized that diversion oc¬ 
curs primarily when patients take medication 
from the clinic for self-administration. It 
is also recognized, however, that dally at¬ 
tendance at a program facility may be in¬ 
compatible with gainful employment, edu¬ 
cation, and responsible homemaking. After 
demonstrating satisfactory adherence to the 
program regulations for at least 3 months 
and showing substantial progress in rehabili¬ 
tation by participating actively In the pro¬ 
gram activities and/or by participation In 
educational, vocational, and homemaking ac¬ 
tivities, those patients whose employment, 
education, or homemaking responsibilities 
would be hindered by dally attendance may 
be permitted to reduce to 3 times weekly the 
times when they must ingest the drug under 
observation. They shall receive no more than 
a 2 day take-home supply. With continuing 
adherence to the program’s requirements and 
progressive rehabilitation for at least 2 years 
after entrance into the program, such pa¬ 
tients may be permitted twice weekly visits 
to the program for drug Ingestion under ob¬ 
servation with a 3 day take-home supply. 

In calculating 2 years of methadone main¬ 
tenance treatment, the period shall be 
considered to begin upon the first day of 
administration of methadone, or upon read- 
mission of a patient who has had a con¬ 
tinuous absence of 90 days or more. Cumula¬ 
tive time spent by the patient in more than 
one program shall be counted toward the 2 
years of treatment unless there has been a 
continuous absence of 90 days or more. For 
patients maintained on methadone for 3 
consecutive 5’ears who have demonstrated for 
at least the last year responsibility in han¬ 
dling of methadone, and the absence of major 
behavioral problems, a 6-day supply of take- 
home medication may be granted providing 
the medical director has entered into the 
patient’s record an evaluation that such 
patients have satisfactorily adhered to each 
of the criteria for measuring responsibility 
in handling methadone as set forth in § 291.- 
505(d) (8) (iv) (c) (4)-(f2). Each patient 

whose dally dose is above 100 mg shall ingest 
the medication under observation 6 days per 

week irrespective of the length of time in 
treatment, unless the program has received 
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prior approval from the State authority and 
the Food and Drug Administration. 

The rationale for an exception to a manda¬ 
tory schedule shall be based on the reason¬ 
able clinical Judgment of the program physi¬ 
cian and shall be recorded In the patient’s 
chart by the program physician or by pro¬ 
gram personnel supervised by the program 
physician. In the latter situation the physi¬ 
cian shall review, countersign, and date the 
patient’s chart where this rationale Is re¬ 
corded. In any event, a patient shall not be 
given more than a 2-week supply of meth¬ 
adone at one time. 

If In the reasonable clinical Judgment of 
the program physician a oatlent Is found to 
have a physiclal disability that Interferes 
with such patient’s ability to conform to the 
applicable mandatory schedule, he or she 
may be permitted a temporarily or perma¬ 
nently reduced schedule provided he or she 
is also found to be resoonslble in the 
handling of methadone; or a patient, be¬ 
cause of exceptional circumstances such as 
Illness, personal or family crises, travel, or 
other hardship. Is unable to conform to the 
applicable mandatory schedule, he or she 
may be permitted a temporarily reduced 
schedule provided he or she Is al'o found to 
be responsible in the handling of methadone 
(see § 291.505(d) (81 (Iv)). 

B. In maintenance treatment an Initial 
drug-screening urinalysis will be performed 
upon admission for opiates, cocaine, barbi¬ 
turates. amohetamlnes, and other drugs as 
appropriate. The urine shall be collected in 
a manner which minimizes falsification of 
the samples. ’The reliability of this collection 
procedure shall be demonstrated. ’Those 
patients receiving their doses of the drug 
from medication units will also adhere to this 
minimum standard. Each laboratory selected 
for urine testing must be In compliance with 
all applicable Federal proficiency testing and 
licensing standards and all State standards 
regarding such laboratories. Any changes in 
laboratories Used for urine testing shall have 
prior approval of the Food and Drug 
Administration. 

C. An adequate clinical record will be 
maintained for each patient. The record will 
contain a copy of the signed consent form(s), 
the date of each visit, the amount of metha¬ 
done administered or dispensed, the results 
of each urinalysis, a detailed account of any 
adverse reactions, which will also be re¬ 
ported within 2 weeks to the Food and Drug 
Administration on Form FD-1639, ‘‘Drug 
Experience Report”, any significant physical 
or psychologic disability, the type of rehabil¬ 
itative and counseling efforts employed, an 
account of the patient’s progress, and other 
relevant asepcts of the treatment program. 
For recordkeeping purposes, if a patient 
misses appointments for 2 wesks or more 
without notifying the program, the episode 
of care Is considered terminated and so noted 
In the clinical record. This does not mean 
that the patient cannot return for care. If 
the patient does return for care and Is ac¬ 
cepted Into the program, this Is considered 
a readmission and so noted in the clinical 
record. This method of recordkeeping h»lDS 
assure the easy detection of sporadic attend¬ 
ance and decreases the possibility of admin¬ 
istering Inanorooriate doses of methadone 
(e.g., the patient who has received no medica¬ 
tion for several davs or more and upon return 
receives the usual stabilization dose). An 
annual evaluation of the tr“atment plan 
will be recorded In the clinical record and 
signed bv the program physician (see § 291.- 
505(d) (5)(vl)). 

D. All patients In maintenance treatment 
will be given careful consideration for dis¬ 
continuance of methadone, especially after 
reaching a 10-20 milligram dosage leyel. So¬ 
cial rehabilitation shall haye been maln- 
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tained for a reasonable period of time. Pa¬ 
tients should be encouraged to pursue the 
goal of eventual withdrawal from methadone 
and becoming completely drug-free. Upon 
successfully reaching a drug-free state the 
patient should be retained in the program 
for as long as necessary to Eissure stability in 
the drug-free state, with the frequency of 
required visits adjusted at the discretion of 
the medical director. 

X. To prevent diversion Into Illicit chan¬ 
nels, adequate security shall be maintained 
over stocks of methadone and over the man¬ 
ner in which it Is distributed, as required 
by the Drug Enforcement Administration, 
Department of Justice. 

XI. Accurate records traceable to patients 
shall be maintained showing dates, quan¬ 
tity, and batch or code marks of the drug 
used. These records shall be retained for a 
period of 3 years. 

XII. The program director may establish 
geographically disnersed medication units 
of reasonable size for administering and dis¬ 
pensing medication to patients stabilized at 
th“ir optimal dosage level. The approval of 
such units for any geographic area shall be 
based upon the number and distribution of 
such units within the area. No more than 30 
patients shall be under care at a medication 
unit at any one time. ’These units shall be 
responsible only for administering and dis¬ 
pensing medication. Private practitioners and 
community pharmacies may serve as medi¬ 
cation units. Only after natients have been 
stabilized at their optimal Initial dosage level 
may they be referred to a medication unit. 
Subsequent to such referral, the program di¬ 
rector shall retain continuing responsibility 
for the patient’s care and the patient shall 
be seen at the primary program facility at 
least monthly for medical evaluation and 
ancillary service. If a private practitioner 
wishes to provide other service in addition to 
administering and dispensing medication and 
collecting urine samples, the practitioner Is 
considered a program component or a sep¬ 
arate program, depending upon the type of 
services provided. In such case the restric¬ 
tions on the number of natients served shall 
be determined by the staffing pattern and re¬ 
sources available. 

XTII All renresentatlons In this applica¬ 
tion are currently accurate, and no changes 
shall be made In the program until they have 
been approved by the Food and Drug Ad¬ 
ministration and the State authority. 

XIV. If the program or any individual 
under the program Is disapproved, the pro¬ 
gram director shall recall the methadone 
from the disapproved sources and return the 
drug to the manufacturer In a manner pre¬ 
scribed by the Drug Enforcement Adminis¬ 
tration, Department of Justice. 

XV. Inspections of this program may be 
undertaken by the State authority, by the 
Food and Drug Administration and by the 
Drug Enforcement Administration. Depart¬ 
ment of Justice, and. In the case of fed¬ 
erally funded programs, by the National In¬ 
stitute on Drug Abu«e. In accordance with 
Federal controlled substances laws and Fed¬ 
eral confidentiality laws. 

Signature ..I_ 
(Program Sponsor) 

(2) Medical responsibility statement. 
Department of Health, Education, and 

Welfare 

FOOD AND DRUG ADMINISTRATION 

Form FD-2633 Medical Resoonslblllty State¬ 
ment for Use of Methadone In a Treatment 
Program 

(To be completed by each physician li¬ 
censed to dlsoense or administer methadone 
under an approved program.) 

Date _ 
Name of program- 
Address _ 
Telephone number- 

Medical Director for this facility (licensed 
by law to administer or dispense drugs and 
responsible for all medication administered 
or dispensed at this facility). 

Address of this facility- 
Telephone number of this facility- 

I. The undersigned agrees to assume re¬ 
sponsibility for the administration and dis¬ 
pensing of methadone under the above iden¬ 
tified program and to abide by the minimum 
standards for methadone detoxification and 
maintenance treatment. 

II. The name of each patient treated at a 
facility and the frequency of visits shall be 
registered with the medical director. An 
annual report Form FD-2634 "Annual Re¬ 
port for Treatment Program Using Metha¬ 
done” shall be submitted to the program 
sponsor for submission to the Food and Drug 
Administration. The patient shall always re¬ 
port to the same facility unless prior ap¬ 
proval is obtained from the medical director 
for treatment at another operation. 

III. The following minimum treatment 
standards shall be followed. 

A. A statement shall be given to the ad¬ 
dicts to inform them about the program. A 
voluntary request and consent Form FD-2635 
“Consent to Methadone Treatment” shall be 
signed by each patient. Participation In the 
program shall be voluntary. 

B. The mere use of a narcotic drug, even if 
periodic or intermittent, cannot be equated 
with narcotic addiction. Care shall be exer¬ 
cised in the selection of patients to prevent 
the possibility of admitting a person who was 
not first dependent upon heroin or other 
morphine-like drugs at least 1 year prior to 
admission to maintenance treatment (see 
§ 291.505(d) (3) (1)). This drug history and 
evidence of current physiologic dependence 
on morphine-like drugs shall be documented. 
Evidence of physical dependence should be 
obtained by noting early signs of with¬ 
drawal (lacrlmatlon, rhincrrhea, pupillary 
dilation, and plloerectlon) during the Initial 
period of abstinence. Withdrawal signs may 
be observed during an initial period of hos¬ 
pitalization or while the Individual is an 
outpatient undergoing diagnostic evaluation 
(medical and personal history, physical ex¬ 
amination, and laboratory studies). Loss of 
appetite and increased body temperature, 
pulse rate, blood pressure, and respiratory 
rate are also signs of withdrawal, but their 
detection may require Inpatient observation. 
It is unlikely that an individual would be 
currently dependent on narcotic drugs with¬ 
out having a positive urine test for one or 
more of these drugs. Additional evidence can 
be obtained by noting the presence of old and 
fresh needle marks, and by obtaining ad¬ 
ditional history from relatives and friends. 

C. An exception to the requirement for 
evidence of current physiologic dependence 
on narcotic drugs or to the age limitations 
will be allowed under the following excep¬ 
tional circumstances; (1) Methadone treat¬ 
ment may be initiated within 14 days of 
release from a stay of 1 month or longer in 
a penal or chronic care institution, or within 
6 months of release from such institution 
if an Individual would have been eligible for 
admission prior to institutionalization (see 
5 291.505(d) (3) (iil) (a)), or (2) pregnant pa¬ 
tients, regardless of age with a documented 
prior addiction history, may be eligible for 
maintenance treatment If the Medical Di¬ 
rector certifies the pregnancy and. in his or 
her judgment, such treatment is medically 
Justified (see § 291.505(d) (3) (ill) (b)). 
Within 3 months after the termination of 
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the pregnancy, the physician shall enter an 
evaluation of the patient’s treatment state 
into the patient’s records indicating whether 
the patient should remain in a maintenance 
program or be detoxified. Justification for 
any such exception shall be noted on the 
patient’s record. 

D Persons under 18 years of age may be 
eligible for maintenance treatment after 
two documented attempts at detoxification 
or drug-free treatment (see § 29'1.505(d) (3) 
(Iv)). In addition, no one under the age 
of 16 is eligible for methadone maintenance 
treatment without the prior approval of the 
Food and Drug Administration and the State 
methadone authority. 

No person under the age of 18 may be 
admitted to a maintenance treatment pro¬ 
gram unless a parent, legal guardian or 
responsible adult designated by the State 
authority completes and signs consent form. 
Form FD-2635 ’’Consent to Methadone 
Treatment.” 

IV. An admission evaluation and record 
shall be made and maintained for each 
patient upon admission to the program. This 
evaluation and record shall consist of a 
medical history, a physical examination, and 
laboratory examinations as indicated in 
§ 291.505(d) (5). 

A. A patient’s history record will include 
at least age, sex, educational level, employ¬ 
ment history, criminal history, past history 
of drug abuse of all types, and prior treat¬ 
ment for drug abuse, as well as that re¬ 
quired by § 291.505(d) (5) (Iv). 

B. Medical history. A thorough medical 
history record will be completed for each 
patient accepted for admission. 

C. Physical examination. The findings of 
a comprehensive physical examination will 
be recorded. 

V. I understand that there is a danger of 
drug dependent persons attempting to enroll 
in more than one methadone treatment pro¬ 
gram to obtain quantities of methadone 
either for the purpose of self-administration 
or illicit marketing. ’Therefore, except in an 
emergency situation, methadone will not be 
provided to a patient who is known to be 
currently receiving the drug from another 
treatment program using methadone. Ex¬ 
cept as provided in item XI of this form, 
information that could identify the patient 
will be kept confidential in compliance with 
42 CFR Part 2. 

VI. The following minimum procedures 
will be used for ongoing care. 

A. Dosage and administration for detoxi¬ 
fication and maintenance treatment: 

1. Methadone shall be administered or dis¬ 
pensed in oral form only when used in a 
treatment program. Hospitalized patients 
under care for a medical or surgical condi¬ 
tion are jjermltted to receive methadone in 
parenteral form, when In the attending 
physician’s professional Judgment it is 
deemed advisable. Although tablet, syrup 
concentrate, or other formulations are per¬ 
mitted to be distributed to the program, all 
oral medication shall be administered or dis¬ 
pensed in a liquid formulation. The dosage 
shall be formulated in such a way as to 
reduce its potential for parenteral abuse and 
accidental ingestion, and packaged for out¬ 
patient use in special packaging as required 
by 16 CFR 1700.14. Any take home medication 
shall be labeled with the treatment center’s 
name, address and telephone number. Ex- 
centions mav be granted when any of the 
provisions of this subsection are in conflict 
with State law with regard to the adminis¬ 
tering or dispensing of drugs. 

2. In detoxification, the patient mav be 
nlaced on a .substitutive methadone admin¬ 
istration schedule when there are significant 
svmotoms of withdrawal. The methadone 
shall be administered by the program physl- 
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cian daily under close observation in reduc¬ 
ing dosages over a period not to exceed 21 
days. All requirements pertaining to main¬ 
tenance treatment apply to detoxification 
treatment with the following exceptions: 

i. Take-home medication shall not be al¬ 
lowed during detoxification. 

ii. A history of 1 year physiologic depend¬ 
ence shall not be required for admission 
to detoxification. 

iii. Patients who have been determined 
by the program physician to be currently 
physiologically narcotic dependent may be 
detoxified with methadone, regardless of 
age. 

iv. The recommended initial dose should 
be 15 to 20 mg. Stabilization can be con¬ 
tinued for 2 to 3 days and then the amount 
of methadone will normally be gradually 
decreased. The rate at which methadone is 
decreased will be determined separately for 
each patient. The dose of methadone can be 
decreased on a daily basis or in 2 day inter¬ 
vals, but the amount of Intake shall always 
be sufficient to keep withdrawal symptoms 
at a tolerable level. In hospitalized patients 
a daily reduction of 20 percent of the total 
daily dose usually will be tolerated and will 
cause little discomfort. In ambulatory pa¬ 
tients. a somewhat slower schedule may be 
needed. If methadone is administered for 
more than 3 weeks, the procedure is con¬ 
sidered to have progressed from detoxifica¬ 
tion or treatment of the acute withdrawal 
syndrome to maintenance treatment, even 
though the goal and Intent may be eventual 
total withdrawal. 

3. In maintenance treatment the initial 
dosage of methadone should control the ab¬ 
stinence symptoms that follow withdrawal 
of narcotic drugs but should not be so great 
as to cause sedation, respiratory depression, 
or other effects of acute Intoxificatlon. It is 
Important that the initial dosage be adjusted 
on an individual basis to the narcotic toler¬ 
ance of the new patient. (The person(s) re¬ 
sponsible for the program shall ensure that 
the initial dose of methadone does not exceed 
30 mg and that the total dose for the first 
day does n otexceed 40 mg, unless the pro¬ 
gram medical director documents in the pa¬ 
tient’s chart that 40 mg did not suppress 
opiate abstinence symptoms.) If the patient 
has been a heavy user of heroin up to the 
day of admission, he may require an initial 
dose of 16 to 30 mg with additional smaller 
increments 4 to 8 hours later. It is recom¬ 
mended practice that if the patient enters 
treatment with little or no narcotic tolerance 
(e.g., recently released from Jail or using poor 
quality heroin), the initial dose may be one- 
half these quantities. When there is any 
doubt, the smaller dose should be used ini¬ 
tially. The patient may be kept under ob¬ 
servation, and if the symptoms of abstinence 
are distressing, an additional 5- to 10-mg 
dose should be administered as needed. Sub¬ 
sequently, the dosage should be adjusted 
individually as tolerated and required. The 
stabilization dose frequently, but not neces¬ 
sarily, is higher than the dose needed to at¬ 
tenuate abstinence. The range of methadone 
maintenance dosages in the cotmtry today is 
between 40 and 100 mg daily. 

A licensed physician shall assume respon¬ 
sibility for the amounts of methadone ad¬ 
ministered or dispensed and shall record and 
sign in each patient’s chart each change in 
the dosage schedule. 

The administering licensed physician shall 
ensure that a dally dose of 100 mg or more 
is Justified in the medical record of each 
natlent’s chart and that a daily dose greater 
than 100 mg of methadone is not given to a 
new patient admitted to a program after 
(effective date of the final regulation) with¬ 
out the prior approval of the State metha¬ 
done authority and the Food and Drug Ad¬ 

ministration. A regular review of dosage level 
should be made by the responsible physician 
with careful consideration given for reduc¬ 
tion of dosage as Indicated on an individual 
basis. A new dosage level is only a test level 
until stability is achieved. 

4. Caution shall be taken in the mainte¬ 
nance treatment of pregnant patients. Dos¬ 
age levels shall be maintained as low as pos¬ 
sible if continued methadone treatment is 
deemed necessary. It is the responsibility of 
the program sponsor to assure that each fe¬ 
male patient is fully informed concerning 
the possible risks to a pregnant woman or 
her unborn child from the use of methadone. 

5. Methadone will be administered or dis¬ 
pensed by a practitioner licensed or registered 
under appropriate State of Federal law to 
order narcotic drugs for patients or by an 
agent of the practitioner, supervised by and 
pursuant to the order of the practitioner. 
This agent may only be a pharmacist, reg¬ 
istered nurse, or licensed practical nurse or 
any other health care professional authorized 
by Federal and State law to administer or 
dispense narcotic drugs. The licensed practi¬ 
tioner assumes responsibility for the amounts 
of methadone administered or dispensed and 
all changes in dosage schedule shall be re¬ 
corded and signed by the licensed practi¬ 
tioner. 

6. For detoxification, the drug shall be ad¬ 
ministered dally under close observation. In 
maintenance treatment the patient initially 
will Ingest the drug under the observation 
daily, or at least 6 days a week, for the first 3 
months. It is recognized that diversion oc¬ 
curs primarily when patients take medica¬ 
tion from the clinic for self-administration. 
It is also recognized, however, that daily at¬ 
tendance at a program facility may be in¬ 
compatible with gainful employment, edu¬ 
cation, and responsible homemaking. After 
demonstrating satisfactory adherence to the 
program regulations for at least 3 months 
and showing substantial progress in rehabil¬ 
itation by participating actively in the pro¬ 
gram activities and/or by participation in 
educational, vocational, and homemaking ac¬ 
tivities, those patients whose employment, 
education or homemaking responsibilities 
would be hindered by daily attendance may 
be permitted to reduce to three times weekly 
the times when they must Ingest the drug 
under observation. They shall receive no 
more than a 2-day take-home supply. With 
continuing adherence to the program’s re¬ 
quirements and progressive rehabilitation 
for at least 2 years after entrance Into the 
program, such patients may be permitted 
twice weekly visits to the program for drug 
ingestion under observation with a 3-day 
take-home supply. 

In calculating 2 years of methadone 
maintenance treatment, the period shall be 
considered to begin upon the first day of 
administration of methadone, or upon read- 
mission of a patient who has had a con¬ 
tinuous absence of 90 days or more. Cumu¬ 
lative time spent by the patient in more 
than one program shall be counted toward 
the 2 years of treatment unless there has 
been a continuous absence of 90 days or more. 
For patients maintained on methadone for 
3 consecutive years who have demonstrated 
for at least the last year responsibility in 
handling of methadone, and the absence of 
major behavioral problems, a 6-day supply 
of take-home medication may be granted 
providing the medical director has entered 
into the patient’s record an evaluation that 
such patient’s have satisfactorily adhered to 
each of the criteria for measuring responsi¬ 
bility in handling methadone as set forth in 
$ 291.605(d) (8) (iv) (c) (4)-(I2). Each patient 
whose dally dose is above 100 mg shall Ingest 
the medication under observation 6 days per 
week irrespective of the length of time in 
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treatment, unless the program has received 
prior approval from the State authority and 
the FVxxl and Drug Administration. 

The rationale for an exception to a manda¬ 
tory schedule shall be based on the reason¬ 
able clinical judgment of the program phy¬ 
sician and shall be recOTded in the patient’s 
chart by the program physician or by pro¬ 
gram personnel supervised by the program 
physician. In the latter situation the phy¬ 
sician shall review, countersign, and date the 
patient’s chart where this rationale is re¬ 
corded. In any event a patient Shall not be 
given more than a 2-week supply of metha¬ 
done at one time. 

If in the reasonable clinical judgment of 
the program physician; a patient is found to 
have a physical disability which interferes 
with his ability to conform to the applicable 
mandatory schedule, he may be permitted a 
temporarily or permanently reduced schedule 
provided he is also found to be responsible 
in the handling of methadone; or a patient, 
because of exceptional circumstances such as 
illness, personal or family crises, travel, or 
other hardship, is unable to conform to the 
applicable mandatory schedule, he may be 
permitted a temporarily reduced schedule 
provided he is also found to be responsible 
in the handling of methadone (see § 291.505 
(d)(8)(lv)). 

B. In maintenance treatment an initial 
drug-screening urinalysis will be performed 
upon admission for opiates, cocaine, barbitu¬ 
rates, amphetamines and other drugs as ap¬ 
propriate. The urine shall be collected in a 
manner which minimizes falsification of the 
samples. The reliability of this collection 
procedure shall be demonstrated. ’Those pa¬ 
tients receiving their doses of the drug from 
medication units will also adhere to this 
minimum standard. Each laboratory selected 
for urine testing must be in compliance with 
all applicable Federal proficiency testing and 
licensing standards and State standards re¬ 
garding such laboratories. Any dianges in 
laboratories used for urine testing shall have 
prior approval of the Pood and Drug Admin¬ 
istration. 

C. An adequate clinical record will be 
maintained for each patient. The record will 
contain a copy of the signed consent form (s), 
the date of each visit, the amount of metha¬ 
done administered or dispensed, the results 
of each urinalysis, a detailed account of any 
adverse reactions, which will also be reported 
within 2 weeks to the Pood and Drug Admin¬ 
istration on Form PD-1839, “Drug Experience 
Report,” any significant physical or psycho¬ 
logic disability, the type of rehabilitative and 
counseling efforts employed, an account of 
the patient's progress, and other relevant as¬ 
pects of the treatment program. For record¬ 
keeping purposes, if a patient misses appoint¬ 
ments for 2 weeks or more without notifying 
the program, the episode of care is considered 
terminated and so noted in the clinical rec¬ 
ord. This does not mean that the patient 
cannot return for care. If the patient does 
return for care and is accepted into the pro¬ 
gram, this is considered a readmlsslon and 
so noted in the clinical record. This method 
of recordkeeping helps assure the easy de¬ 
tection of sporadic attendance and decreases 
the possibility of administering inappropri¬ 
ate doses of methadone (e.g., the patient 
who has received no medication for several 
days or more and upon return receives the 
usual stabilization dose). An annual evalu¬ 
ation of the treatment plan will be recorded 
in the clinical record and slened by the pro¬ 
gram physician (see § 291.505(d) (5) (iv)). 

D. All patients in maintenance treatment 
will be given careful consideration for dis¬ 
continuance of methadone especially after 
reaching a 10 to 20 milligrams dosage level. 
Social rehabilitation shall have been main¬ 
tained for a reasonable period of time. Pa¬ 

tients should be encomaged to pursue the 
goal of eventual withdrawal from methadone 
and becoming completely drug-free. Upon 
successfully reaching a drug-free state the 
patient should be retained in the program 
for as long as necessary to assure stability 
in the drug-free state, with the frequency of 
required visits adjusted at the discretion of 
the medical director. 

To prevent diversion into illicit channels, 
adequate security shall be maintained over 
stocks of methadone and over the manner in 
which it is distributed, as required by the 
Drug Enforcement Administration, Depart¬ 
ment of Justice. 

VII. Accurate records traceable to patients 
shall be maintained showing dates, quantity, 
and batch or code marks of the drug used. 
These records shall be retained for a period 
of 3 years. 

VIII. The program director may establish 
geographically dispersed medication units 
of reasonable size for administering and dis¬ 
pensing medication to patients stabilized at 
their optimal dosage level. ’The approval of 
such units for any geographic area shall be 
based upon the number and distribution of 
such units within the area. No more than 30 
patients shall be under care at a medication 
unit at any one time. These units shall be 
responsible only for administering and dis¬ 
pensing medication. Private practitioners and 
community pharmacies may serve as medi¬ 
cation units. Only after patients have been 
stabilized at their optimal initial dosage level 
may they be referred to a medication unit. 
Subsequent to such referral, the program di¬ 
rector shall retain continuing responsibility 
for the patient’s care and the patient shall 
be seen at the primary program facility at 
least monthly for medical evaluation and 
ancillary service. If a private practitioner 
wishes to provide other service in addition to 
administering and dispensing medication and 
collecting urine samples, the practitioner is 
considered a program component or a sep¬ 
arate program, depending upon the type of 
services provided. In such case the restric¬ 
tions on the number of patients served shall 
be determined by the staffing pattern and re¬ 
sources available. 

IX. All representations in this application 
are currently accurate, and no changes shall 
be made In the program until they have been 
approved by the Food and Drug Administra¬ 
tion and the State authority. 

X. If the program or any individual under 
the program is disapproved, the program 
director shall recall the methadone from the 
disapproved sources and return the drug to 
the manufacturer in a manner prescribed by 
the Drug Enforcement Administration, De¬ 
partment of Justice. 

XI. Inspections of this program may be 
undertaken by the State authority, by the 
Food and Drug Administration and by the 
Drug Enforcement Administration, Depart¬ 
ment of Justice, and, in the case of federally 
funded programs, by the National Institute 
on Drug Abuse, in accordance wtih Federal 
controlled substances laws and Federal con¬ 
fidentiality laws. 

Signature_ 

(3) Annual report form. 
Department of Health, Education, and 

Welfare 

food and drug administration 

Form FD-2634 Annual Reoort for Treatment 
Program Using Methadone 

This form shall be completed in triplicate 
by the program sponsor for each calendar 
year. 

One copy is to be sent to the Food and 
Drug Administration and one copy to the 

State authority on or before Januray 30. 

I. Name or other identification of program 

Address 

II. Total ’Treatment Capacity_ 
III. Amount of methadone dispensed (in 

grams) during the year:_ 
IV. Number of individuals who applied 

to the program but were not admitted or 
given admission evaluation_ 

V. Number of individuals who were pro¬ 
vided only detoxification one or more 
times _ 

VI. Census of patients provided metha¬ 
done maintenance treatment_ 

A. Number under care at the beginning of 
the year being reported_ 

B. Of these in treatment at the beginning 
of the year: 

1. Number continuously under care 
through the year being reported (still under 
care) _ 

2. Number discharged or transferred to 
other types of programs and not re¬ 
admitted _ 

3. Number discharged or transferred to. 
other types of programs and readmitted 
(still under care) _ 

4. Number discharged and readmitted (no 
longer under care)_ 

C. Number admitted to care during year 
__ not previously treated in this program: 

1. Number still under care at the end of 
the year- 

2. Number discharged or transferred to 
other types of programs and not readmitted 

3. Number discharged or transferred to 
other types of programs and readmitted (still 
under care) _ 

4. Number discharged and readmitted (no 
longer under care)_ 

D. Number admitted to care during the 
year__ previously treated in this program 
prior to the past year: 

1. Number still under care at the end of 
the year_ 

2. Number discharged or transferred to 
other types of programs and not readmitted 

3. Number discharged and transferred to 
other types of programs and readmitted (still 
under care) _ 

4. Number discharged and readmitted (no 
longer under care)--- 

VII. Demographic and treatment character¬ 
istics of patients under care at the end of 
the year being reported: 

A. By age and sex: 

Age Total Male Female 

Under 14. 
14-15_ 
ie-17_ 
18-20.... 
21-25.... 
28-35_ 
38-45.... 
46+. 

B. For the year being reported, give the 
number of patients who have been under 
continuous care for the following periods of 
time: 

Under 3 months--— - 
3 months to 1 year-- 
1 to 2 yearsw- 

2 to 6 years_ 

Over 5 years- 
C. Total number of individuals treated to 

date _ 
D. For the year being reported, give the 

number of patients stabilized at each dosage 

level: 
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Number 
Daily dosage, mgm. of patients 

Under 20_ _ 
20 to 39_ -.-. 
40 to 59..--- 
60 to 79_ —-.- 
80 to 99__-.-.. 
100 to 119..-.— 
Over 120_ _ 

E. When applicable, for the year being re¬ 
ported. give the number of patients seen in 
the past 8 weeks who have fallen in the fol¬ 
lowing categories; 

No positive urinalysis for morphine for 
2 months or more_ 

Occasional positive urinalysis for morphine 
(monthly or less)_ 

Frequent positive urinalysis for morphine 
(more than once per month)- 

In program for less than 2 months- 

For the year being reported, give the num¬ 
ber of patients treated who were pregnant 

vni. Give the number of patients having 
significant adverse reactions, particularly re¬ 
actions related to hematopoietic, cardiovas¬ 
cular, endocrine, neurologic, and immuno¬ 
logical functions (attach a completed copy 
of Form FD-1639, "Drug Experience Report,” 
for each Incident not previously reported to 
the Food and Drug Administration): 

Type of reaction Number of patients 

IX. Give the number of patients who have 
died while under methadone care (attach 
a completed copy of Form FD-1639, "Drug 
Experience Report,” for each incident not 
previously reported to the Food and Drug 
Administration): 

Number of patients 
A. Definitely meth¬ 

adone-related _ _ 
B. Not methadone- _ 

related _ _ 
Signature _ 

(Program sponsor) 

« * * * • 

(5) Hospital application. 

Department of Health, Education, and 
Welfare 

pood and drug administration 

Form FD-2636 Hospital Request for Metha¬ 
done for Detoxification Treatment 

Name of hospital_ 
Address _ 

Commissioner, 
Food and Drug Administration. 
Bureau of Drugs (HFD-106), 
Rockville, MD 20857. 

Dear Sir ; As hospital administrator, I sub¬ 
mit this request for approval to receive sup¬ 
plies of methadone to be used for detoxifica¬ 
tion treatment In accord with §291.505 of 
the regulations. I understand that the fail¬ 
ure to abide by the requirements described 
below may result In revocation of approval to 
receive shipments of methadone, seizure of 
the drug supply on hand, injunction, and 
criminal prosecution. 

I. The name of the individual (pharma¬ 
cist) responsible for receiving and securing 
supplies of methadone is_ 

II. There are a total of_beds in 
the hospital. 

III. A general description of the hospital 
and nature of patient care undertaken is 
attached. 

IV. The anticipated quantity of metha¬ 
done needed for narcotic addict treatment 
per year is_(Gms.). 

V. Methadone for narcotic addict treat¬ 
ment is permitted to be administered or dis¬ 
pensed only for detoxification treatment of 
hospitalized patients. If methadone is ad¬ 
ministered for treatment of heroin depend¬ 
ence for more than 3 weeks, the procedure 
passes from treatment of the acute with¬ 
drawal syndrome (detoxification) to main¬ 
tenance treatment. Maintenance treatment 
is permitted to be undertaken only by 
approved methadone programs. This does not 
preclude the maintenance treatment of an 
addict who is hospitalized for treatment of 
medical conditions other than addiction and 
who requires temporary maintenance treat¬ 
ment during the critical period of his or her 
stay or whose enrollment in a program which 
has approval for maintenance treatment 
using methadone has been verified. 

VI. Accurate records shall be maintained 
showing dates, quantity, and batch or code 
marks of the drug for inpatient treatment. 

The records shall be retained for a period of 
3 years. 

VII. Inspections of supplies of the drug 
and an evaluation of the use to which the 
drug is being put may be undertaken by the 
State authority, by the Food and Drug 
Administration, by the Drug Enforcement 
Administration, Department of Justice, and, 
when appropriate, by the National Institute 
on Drug Abuse, in accordance with Federal 
controlled substances laws and Federal con¬ 
fidentiality laws. 
Signature_ 

(Hospital Official) 

Interested persons may, on or before 
December 27,1977 submit to the Hearing 
Clerk (HFC-20), Food and Drug Admin¬ 
istration, Rm. 4-65, 5600 P^hers Lane, 
Rockville Md. 20857, written comments 
regarding this proposal. Four copies of 
all comments shall be submitted, except 
that individuals may submit single copies 
of comments, and shall be identified with 
the Hearing Clerk docket number found 
in brackets in the heading of this docu¬ 
ment. Received comments may be seen 
in the above office between the hours of 
9 a.m. and 4 p.m., Monday through 
Friday. 

The Food and Drug Administration 
and the National Institute on Drug 
Abuse have determined that this docu¬ 
ment does not contain a major proposal 
requiring preparation of an economic 
impact statement under Executive Order 
11821, as amended by Executive Order 
11949, and OMB Circular A-107. A copy 
of the economic impact assessment is on 
file with the Hearing Clerk, Food and 
Drug Administration. 

Dated: October 13, 1977. 

Donald Kennedy, 
Commissioner, Food and Drug 

Administration. 

Dated: October 19,1977, 

Robert DuPont, 
Director, National Institute on 

Drug Abuse. 
|FR Doc.77-3n63 Filed 10-27-77:8:45 am) 
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[4110-03] 

DEPARTMENT OF HEALTH, 
EDUCATION, AND WELFARE 

Alcohol, Drug Abuse, and Mental Health 
Administration 

[Docket No. 77N-0252] 

METHADONE IN MAINTENANCE AND 
( DETOXIFICATION 

Joint Proposed Revision of Conditions for 
Use 

Cross Reference: For a document set¬ 
ting forth the Food and Drug Adminis¬ 
tration and the National Institute on 
Drug Abuse proposed revision of the con¬ 
ditions for use of methadone to allow 
greater flexibility of clinical standards 
and to provide more specificity in areas 
in which the proposed clinical standards 
mandate levels of performance, see FR 

Doc. 77-31163 appearing at page 56897 
in this issue of the Federal Register. 

[4110-03] 
[Docket No. 77N-0253] 

NARCOTIC TREATMENT PROGRAM 
STANDARDS 

Use of Narcotic Drugs Other Than Metha* 
done by Narcotic Treatment Programs; 
Joint Notice of Intent To Propose Regu¬ 
lations and Request for Data, informa¬ 
tion, and Views 

Cross Reference: For a document an¬ 
nouncing the intent of the Food and 
Drug Administration and the National 
Institute on Drug Abuse to propose regu¬ 
lations and their request for data, in¬ 
formation, and views on several specific 
issues concerning the use of narcotic 
drugs other than methadone, see FR 
Doc. .77-31071 appearing at page 56896 
in this issue of the Federal Register. 

FEDERAL REGISTER, VOL. 42, NO. 208—FRIDAY, OCTOBER 28, 1977 


