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A preliminary investigation of the extent to which
supportive services contribute to the effectiveness of a
methadone treatment program was conducted. Supportive services
were operationally defined in terms of frequency of "signifi-
cant" patient-staff contacts. The treatment effects of (1) high
frequency, (2) medium frequency, and (3) low frequency patient-
staff contacts were compared with respect to five behavioral
adjustment measures: (1) days employed, (2) "dirty" urines,

{3) arrests, (4) payment of fees, and (5) days in treatment.

The latter two measures were considered as measures of the
acceptability of the treatment program to the target population.
The first three measures were directly indicative of the S's
level of behavioral adjustment to the demands of society.

Chapter I introduces the problem of authors' emphasizing
metabolic and pharmacological aspects of addiction and metha-
done treatment, while devoting little attention to the social
and psychological aspects. Reports of experimental manipulation
of non-medication treatment variables are rare. Due to the
growing controversy regarding the need for supportive services,
this variable was chosen as the focus of this study. 1t was
hypothesized that (1) retention in treatment and (2) level of

behavioral adjustment would significantly improve with the



application of frequent supportive services as compared with
the results obtained when little or no supportive services
are provided.

A review of related literature is presented in Chapter
IT beginning with za documentation of the seriousness of the
addiction epidemic. Treatment approaches prior to the advent
of methadone maintenance experienced limited success., The
pharmacological properties of methadone, such as its long
duration of action and oral administration, have greatly con-
tributed to the success of this treatment.

Disparities in results of methadone treatment appear
primarily attributable to population and treatment variables
such as the extent of supportive services provided. Frequency
of patient-staff contact provides a gross measure of the
supportive services provided.

Chapter III presents the method used in conducting the
study. Seventy-five consecutively admitted narcotic addicts
were randomly assigned to one of the three treatment groups.
Differences between the groups, with respect to various demo-
graphic and pre-treatment variables, were minimal. The only
control exercised over the frequency of patient-staff contact
was in terms of staff-initiated contacts,

The results of this study, presented in Chapter IV, indi-
cate that retention of patients in treatment was improved
significantly by the application of frequent supportive services.

The high- and medium-frequency groups stayed in treatment



significantly longer and had fewer dropouts than the low
contact group. The high contact group also accumulated
significantly less debt than the other two groups. This
finding in conjunction with the results on retention in treat-
ment suggests an increased attractiveness of the program
assoclated with increased frequency of patient-staff contact.

Analysis also revealed a tendency toward improvement on
all other measures of behavioral adjustment employed that
had been associated with increased frequency of patient-staff
contact. Still, only the improvement in number of arrests
reached significance.

It was concluded that the patients' level of behavioral
adjustment was improved by the application of frequent -
supportive services as compared with that obtained when few
Or no supportive services were provided. All treatment groups
showed a tendency toward improved behavioral adjustment, but
a significantly greater improvement in adjustment was found
to be associated with increased frequency of patient-staff
contact.

From the results obtained, it was concluded that
supportive services can significantly contribute to the
effectiveness of a methadone treatment program by contributing
to greater retention in treatment and improvement in measures

of behavioral adjustment.
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CHAPTER I
INTRODUCTION

Since the concept of utilizing methadone in a mainte-
nance approach to the treatment of narcotic addiction was
first introduced by Dole and Nyswander (Dole and Nyswander;
1865, 1966, 1967; Dole, Nyswander, & Kreek, 1966; Nyswander,
1967), there has been a rapid proliferation of methadone
maintenance programs throughout the United Stateé?//%here
are in excess of four hundred such programs now in existence.

Leading the way for this rapid spread of prolonged
methadone treatment have been news media reports [Bert; 1965;
Cushman, 1971; Jaffe, 1870; Meritz, 1969; Samuels, 1967) and
"scientific" publications which have created the illusion
that methadone maintenance is a simple treatment procedure
that approaches a panacea for narcotic addiction. Such homo-
geneous and simplistic answers as espoused by these reports
have, however, traditionally been offered for heterogeneous
and complex problems. All too often the uncritical acceptance
of these answers has led to unexpected negative consequences.

&/The efficacy of methadone maintenance treatment for "hard
core" narcotic addicts appears to have been fairly well docu-
mented (Dole, 1970; Dole and Nyswander, 1965, 1566, 1967;

Dole, Nyswander, § Kreek, 1966; Dole, Nyswander, § Warner,



1968&; Dole, Robinson, Orraca, Towns, Searcy, § Caina, 1969;
Methadone Maintenance Evaluation Committee, 1968; Nyswander,
1967, 1971). Numerous investigators have been able to report
findings similar to those of Dole and Nyswander (Blachly,
1970; Bloom § Sudderth, 1970; Davis, 1970; Jaffe, Zaks, §
Washington, 1969; Perkins § Bloch, 197C; Primm, 1970; Wieland,
1960)}. These replications of earlier results tend to support
the assumption that methadone maintenance is an effective
therapeutic tool for aiding in the rehabilitation of many
narcotic addicts. They do not, however, demonstrate, as some
reports suggest and as many individuals assume, that the simple
daily administration of high doses of the synthetic narcotic
methadone will result in the spontaneous rehabilitation of all
or even most narcotic addicts. Several later studies have,

in fact, reported results comsiderably less favorable than
those of Dole and Nyswander (Borden, 1972; Bowling, Moffett,

& Taylor, 1971; Dobbs, 1971; Jaffe, 1970a, 1970b; Johnston

& Williams, 1970; Maddox, 1972; Wieland § Moffett, 1970).

One rather disgruntled investigator suggested that perhaps the
methadone hé was using in San Antonio was not as strong as that
used by Dole and Nyswander in New York.

Thus, aside from the ethical controversy surrounding the
maintenance approach to the treatment of narcotic addiction,
there is still considerable controversy regarding the effec-
tiveness of methadone treatment. This controversy appears to

be a back lash against the excessively optimistic and simplistic



claims of early investigators who emphasized medical or
metabolic aspects of addiction and its treatment while
minimizing the importance of the social and psychological
aspects. These aspects were, however, certainly not ignored
in the development of their programs. Still, the impression
received from many early reports was that methadone mainte-
nance was a relatively simple procedure which would result
in the rehabilitation of most addicts. Numerous investigators
have obviously found the procedure neither simple nor effective.
In actuality, the disparities in results reported by the
various investigators appear to be primarily attributable to
differences in patient populations and differences in treat-
ment procedures. With regard to treatment variables, the
primary focus of this paper, little is reported beyond proce-
dures for dispensing methadone, adjusting methadone dosage,
and collecting behavioral adjustment data. It is frequently
noted that rehabilitative services such as medical care,
vocational counseling, family counseling, group therapy, etc.,
are available. Rarely is there any indication as to whether
or not any of these rehabilitative measures are ever compul-
sory. The orientation or goals of these services are not
mentioned. Never is there any indication as to which_patienté
utilize the rehabilitation services, how much these services
are utilized, or how effective these services have been. Also,
there is rarely any mention of the staffing pattern, the

general staff orientation, and weekly staff contacts of the



average patient. Nor is there any mention of rules, how

they are enforced, or by whom they are enforced. It is
frequently reported that certain patients who appear to be
doing well in the program and who appear to be responsible
enough are allowed to take some doses of methadone home so
they will not have to come to the clinic every day. However,
who grants these privileges, under what circumstances they
are granted, or for what reasons they may be withdrawn are
not stated. Frequently, the employment of ex-addict coun-
selors, rehabilitated or abstinent addicts, is reported along
with a brief outline of their duties. Selection and training
procedures are usually omitted.

Obviously few, if any, of these treatment variables
could be exactly specified for all patients. In any cases,
for any treatment procedure to be exactly specified, it must
be quite rigid, and as Jaffe points out, 'the less flexibility
available in a program, the greater the likelihood of not
meeting the needs of the slower changing patients.'" (Einstein,
p. 343). Still, the laxness in reporting at least some of
these treatment variables suggests a rather lukewarm attitude
toward rehabilitative services on the part of many investi-
gators. A few have gone so far as to openly express doubt as
to the value of such services and have attributed the success
of methadone programs, almost exclusively, to the pharmaco-
logical action of methadcne (Goldstein, 1970; Pearson, 1969;

Perkins, 1970; Sells § Watson, 1970).



Skepticism regaraing the value of rehabilitation services
is understandable in the 1ight of results obtained in more
traditional programs such as at the United States Public
Services Hospitals in Fort Worth and Lexington, where exten-
sive rehabilitation services were available {(Duval, Locke,

& Brill, 1963; Maddox, 1962; Scrignar, 1967)}. On the other
hand, recent research has created considerable doubt regarding
the validity of some of the pharmacological properties claimed
for methadone., In particular, the so-called blockading prop-
erty, where high doses of methadone are said to block the
effects of intravenous injection of rather high doses of
heroin, has come into question (Bowling, Moffett, § Taylor,
1871; Singh, Castet, & Nix, 1971).

In summary, it appears that early claims regarding
methadone treatment and the pharmacological properties of
methadone can be an effective therapeutic tool in the treat-
ment of narcotic addiction, if only because it tends to hold
addicts in treatment. On the other hand, there is little
evidence to indicate that the daily administration of methadone
without adjdnctive rehabilitation services 1s sufficient to
bring about improved behavioral adjustment in a significant
proportion of addicts applying for treatment: (American Medical
Association Committee on Alcoholism and Drug Dependence, 1967;
National Research Council Committee on Problems of Drug
Dependence, 1970; Dobbs, 1971; Gearing, 1970; Trigg, 1970).

Furthermore, there is no evidence to indicate that the daily



administration of methadone without adjunctive rehabilitation
services would be as effective as would the daily administration
of methadone in conjunction with adjunctive rehabilitation
services in promoting improved behavioral adjustment in a
randomly selected group of narcotic addicts applying for
treatment,

Since there are now more than 60,000 narcotic addicts in
the United States (Bloom, 1967; Gould, 1872), a number which
is growing at near epidemic rates and crossing all socio-
economic and cultural barriers (Lipinski, 1972; St. Pierre,
1971; Smith, Gay, § Ramer, 1970), it seems imperative that
pertinent treatment and population variables associated with
the effectiveness of methadone maintenance and prolonged
detoxification programs (Sells § Watson, 1970) be delineated.
Also, considering the large cost involved in providing a
comprehensive treatment program (Borden, 1972; Trussell, 1970),
as well as the fact that most methédone programs have an exten-
sive waiting list, it would seem advisable to investigate the
value of the various supportive services or supportive services
in general. If the pharmacological effects of methadone are
found to be sufficient in themselves tc bring about the reha-
bilitation of most narcotic addicts, or if staff efforts at
aiding in the social rehabilitation of the addicts are found
to have no significant effect, then much of the money now being
expended to provide adjunctive services could be used to;expand
admissions and methadone dispensing facilities so that more

addicts can be treated.



As alluded to previously, defining or specifying suppor-
tive or adjunctive rehabilitation services can easily become
a rather thorny task; thus, making the evaluation of their
effectiveness is rather difficult. However, since suppor-
tive and adjunctive rehabilitative services are generally
provided by staff members of the methadone program and by
staff members at agencies to which patients are referred, a
gross quantitative measure of the amount of supportive or
adjunctive rehabilitation services provided might be obtained
through a simple tabulation of the average number of "signi-
ficant" contacts which patients have with staff members and
cooperating agencies during a specific time period. A program
which offered no supportive or adjunctive rehabilitation ser-
vices would be expected to have a rather low frequency of
"significant" patient-staff contacts.

The frequency of patient-staff contacts has previously
been found to be a significant Variable in the rehabilitation
of hospitalized psychiatric patients (Jenkins § Gurel, 1959;
Jones & Sidebotham, 1962; Linn, 1970; Ullmann, 1967). It
would seem logical to expect this variable to be associated
with changes in the behavioral adjustment of narcotic addicts
in an out-patient methadone treatment program. Investigating
differences in behavioral adjustment associated with various
frequencies of "significant'" patient-staff contacts would
appear to be a preliminary step in ascertaining the extent to
which supportive and/or adjunctive services are needed in a

methadone treatment program.



Problems

The problem of the present study was to compare the
treatment effects of three levels or frequencies of patient-
staff contact on patients admitted to a methadone treatment
program for narcotic addicts., Assessment of treatment effects
was in terms of five measures of behavioral adjustment during
treatment.

The problem arose because many investigators, feeling
that narcotic addiction is primarily a medical and/or metabolic
problem, have de-emphasized the value of supportive and reha-
bilitative services, as well as the importance of other treat-
ment variables. Inconsistent results continue to be reported,
although medication questions, such as dosage and schedule of
methadone intake, are within broad limits consistently reported
to be of little consequence (Garbutt § Goldstein, 1972;
Goldstein, 1970, 1972; Jaffe, 1970a, 1970b; Wieland § Chambers,
1970; Wieland § Moffett, 1970; Williams, 1970). Disparities
in treatment results appear to be due primarily to non-
medication variables and population variables. Reports of
experimental manipulations of non-medication treatment vari-
ables are quite rare. The extent to which supportive and/or
adjunctive rehabilitation services are needed is a matter of
controversy, due not only to their cost, but also due to dif-
ferences in theoretical orientation. There have apparently
been no studies reported regarding the relative effectiveness

of methadone treatment alone, as opposed to methadone treatment



in conjunction with rchabilitative efforts. This study is
seen as a preliminary step in ascertaining the extent to
which supportive and/or adjunctive rehabilitation services

are needed in a methadone treatment program.

Hypotheses

The following hypotheses were investigated:

(1) That the record on the retention of patients in a
methadone treatment program would be significantly improved
by the provision or application of frequent supportive ser-
vices as compared with that obtained when few or no suppor-
tive services are provided.

(2) That the level of behavioral adjustment of patients
in a methadone treatment program would be significantly—
improved by the provision or application of frequent suppor-
tive services as compared with that obtained when little or
no supportive services are provided.

For the purposes of this study, supportive services were

defined as any patient-staff contact which met all of the
following criteria: (1) duration of one miﬁute or longer,
(2) dialogue relating specifically to the individuals involved
or directly concerning the treatment program, and (3) dialogue
which could not be classified as primarily in the category of
"'old dope stories."”

For the purposes of this study, the frequency of patient-

staff contacts was assumed to be roughly indicative of the
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extent to which supportive or rehabilitative services, in
addition to methadone treatment, were applied, oftered, or
encouraged.

For the purposes of this study, significance was defined

as p § .05,

Limitations of the Study

The principle limitations of this study are as follows:
(1) because of the relatively short study period, no con-
clusions could be drawn with respect to long term adjustment
or rehabilitation since such data were not within the scope
of this study; (2) because of the difficulty in defining
treatment variables within the methadone program, the response
of a population to treatment in this program can only suggest
how they might respond to manipulation of the same treatment
variables in another methadone program; (3) because of the
grossness of the measure of supportive services, the quality
or exact nature of these services was not considered; and
(4) because of the complexity of behavioral adjustment, the
measures of behavioral adjustment employed in this study do
not necessarily reflect the subjects' actual overall adjust-

ment and can be considered only suggestive of the level of

overall adjustment.



CHAPTER 11
REVIEW CF THE LITERATURE

Narcotic addiction has long been considered a signifi-
cant social problem in this country. Raskin refers to the
rapidly increasing use of heroin as "just like any communi-
cable disease pattern'" (Lipinski, 1972, p. 171). Moreover,
the increase in the use of heroin in the last few years,
particularly since 1969, has come to be considered a problem
of epidemic proportions in some areas of the country (Gould,
1972; Lipinski, 1972; St. Pierre, 1971; Smith, Gay, & Ramer,
1970}). The cost of narcotic addiction to the community and
society, in general, is so enormous, both in terms of material
goods and in terms of human resources, that the problem has
received considerable notoriety and public exposure.

Cushman (1970) investigated the cost to society of 81
long-term heroin addicts in New York. In the year prior to
their entry into a methadone treatment program, these 81
addicts "used approximately §$900,000 worth of heroin, or nearly
$11,000 each. Over half of the heroin was obtained by selling
.the drug to others." Still they "obtained $258,000 worth of
heroin through the sale of stolen property. The fair market
value of this property amounted to about $720,000, considerably
more than its value on the black market. The cost to society,

however, does not stop here, but must include money spent to

11
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contrel the distribution and sale of heroin, the cost of police
investigation of thefts and protection from theft, the cost of
courtroom proceedings against addict offenders, welfare pay-
ments and hospital treatment of narcotic addicts, and finally
the cost of narcotic addiction rehabilitation programs."
(Cushman, 1970) All told, the cost to society of the 81 addicts
was estimated to be in excess of one million dollars per year.
Given these circumstnaces, it is not difficult to under-
stand why federal, state, and local governments, as well as
numerous private organizations, have become involved in attempts
to rehabilitate narcotic addicts and prevent the spread of
narcotic addiction. Various approaches have been tried,
ranging from incarceration in prison-like situations (Scrignar,
Alderette, Marr, Bloom, & Mehl, 1970; Smith, Gay, § Ramer,
1970; Trussell, 1970) to narcotic clinics where registered
addicts were provided with narcotics to maintain their habits
at a relatively low cost (Mahon, 1971; Phillipson, 15870). None
of these approaches, however, proved to be very effective
{Bloom, 1967; Duval, Locke, § Brill, 1963; Maddox, Berliner,
& Bates, 1971; Phillipson, 1970; Scrignar, 1967;, Scrignar,
et., al., 1970; Smith, et. al., 1870; Trussell, 1970; Vaillant,
1966) because of a number of difficulties inherent in_each
treatment approach. Consequently, narcetic addiction soon
came to be considered as a problem highly resistent to treat-
ment, This attitude tended to reinforce and perpetuate the

philosophy that addiction is a criminal problem which should
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be dealt with by confinement and punitive measures. Although
such measures have consistently proven quite ineffective
(Nahrendorf, 1968; Scrignar, 1967), it was not until recent
years that this philosophy has become less widely accepted.

More recently, therapeutic community approaches, such as
Synanon and Phoenix House, began to receive wider recognition
and acceptance. This therapeutic modality has shown some
promise (Bloom, 1967), but the effectiveness of the thera-
peutic community approach has been difficult to evaluate
because of lack of uniformity in reporting data and lack of
objectivity. It appears that most proponents of the thera-
peutic community approach are so protective of its image that
data on the effectiveness of therapeutic communities tend to
be somewhat biased in their favor. Available data do, however,
suggest that the effectiveness of therapeutic communities:is
limited to a rather select population of addicts. Thus,
although it does appear that the therapeutic community approach
may be more effective than the more traditional approaches, the
prognosis for the social rehabilitation of any given marcotic
addict must remain poor (Jaffe, 1970}.

This state of affairs prevailed until Dole and Nyswander
(1965) introduced the concept of methadone maintenance. As
previously noted, the concept of maintaining a narcotic
dependent person's habit is not entirely new. It has been

tried previously both in the United States and in England.

~



14

supplying the addict with the narcotics his body needs, two
important things happen: (1) the necessity for committing
anti-social acts is eliminated or greatly diminished, and

(2) the physical craving and the anxiety created by the fear
of withdrawal symptoms are eliminated or greatly reduced so
that rehabilitative efforts might be more successfully under-
taken (Phillipson, 1970). These two effects should, theo-
retically, create a situation where the addict's anti-social
life style and preoccupation with drugs are less likely to be
reinforced, and the addict will have time to incorporate other
forms of adaptive behavior while functioning in society.

The early narcotic maintenance programs in the United
States and England did not prove acceptable for several rea-
sons. First and foremost, it became immediately necessary to
provide addict patients with narcotics to be used outside the
treatment facility where intake could not be monitored. Thus,
since the patient's narcotic intake could not be accurately
monitored, patients were soon able to obtain large quantities
of narcotics which they could use themselves, sell, or give
away. The availability of surplus narcotic medication soon
resulted in the spread of addiction and deaths due to over-
doses (American Medical Association Committee on Alcoholism
and Drug Dependence, 1967; Bloom, 1967; Phillipson, 1970;
Scrigner, 1967}.

The problem of having to give patients narcotics for use

outside of a treatment facility was a direct by-product of the
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reiatively short dﬁraticn of action of the drugs used, i.e.,
morphine. A second problem created by the short duration of
action of the drugs used at that time was the roller-coaster-
like effect that patients experienced most of the time when
they were either ”high" or "beginning to get sick.'" There

was relatively little time in between when they cculd function
as normal members of society (Nyswander, 1971).

A third problem associated with the short duration of
action drugs was that it was almost impossible to satisfac-
torily stabilize an addict at any particular dosage level for
any length of time. Dosage had to be periodically increased
in order to avoid the onset of withdrawal symptoms. The use
of short acting narcotics resulted in variations in the con-
centration of the drug in the blood which were too abrupt to
be well tolerated (Goldstein, 1972). The problem was com-
pounded by the use of injections as opposed to oral admin-
istration of the drug. The use of injectable narcotics inter-
fered with rehabilitation because of the strong reinforcing
effect of the needle itself and the "rush"™ this form of admin-
istration pfoduces (Brill § Jaffe, 1967; Jaffe, 1970; Mathes
& Lynch, 1971)}.

These problems, which were prime contributors to the
ineffectiveness of early maintenance programs in transforming
addicts into productive members of society, as stated above,
are directly related to the drugs used to maintain the addict's

habit. The maintenance program of Dole and Nyswander, on the
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other hand, proved more effective due at least partially, to
some important pharmachological properties of methadone.
Probably the most important property of methadone as a drug
used in the maintenance treatment of narcotic addiction is its
relatively long duration of action (Bloom, 1967; Jaffe, 1970;
Jaffe, Schuster, Smith, § Blachley, 1970). Martin, Jasenski,
and Manski (1970) found both subcutaneously and orally admin-
istered methadone to have a much longer duration of action
than subcutaneously administered morphine as measured by pupil
constriction and a subjective drug questionnaire. Objective
pupil constriction lasted 24 hours while, subjectively,
methadone was reported to last well for 12 hours with declining
effects between the 12th and 24th hours. A second study by
Jaffe, Schuster, Smith, and Blachley (1970) reported no change
from base line scores on the Addiction Research Center
Inventory's opiate withdrawal subscale or on a symptom check
list 24 hours after oral administration to tolerant subjects.
At 36 hours the subjects expressed considerable subjective
distress on the Inventory's withdrawal subscale, and by 48
hours two-thirds of the subjects were experiencing considerable
distress with observable symptoms of withdrawal.

This twenty-four hour duration of action demonstrated by
methadone allows methadone intake to be rather precisely
monitored, as well as allowing the program officials to mini-
mize the potential for diversion of their methadone into illicit

channels. Also, because of its long duration of action and oral
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administration, methadone has a relatively slow onset so that
there is little, if any, euphoria experienced by tolerant
patients, while their craving for narcotics may be greatly
diminished, if not eliminated. Thus, the roller coaster
effect experienced with other narcotics is virtually absent

in tolerant patients because of the relatively flat blood
level concentration curve which is characteristic of methadone
(Goldstein, 1972). Finally, because methadone is administered
orally, the reinforcing effect of the needle is eliminated
(Brill & Jaffe, 1967; Jaffe, 1970).

The relatively flat curve representing the concentration
of methadone in the blood which was mentioned above also means
that a person can be stabilized at a certain dosage level with
no necessity for periodic increases in doses in order to
prevent the onset of withdrawal symptoms. Increasing toler-
ance to the maintenance effect does not take place because
the concentration of methadone in the blood remains relatively
stable. The body develops a tolerance to this concentration,
and as long as this concentration is not exceeded, tolerance
will not increase (Goldstein, 1972}. It must be pointed out
that for any narcotic to produce analgesic, tranquilizing, or
sedating effects, the concentration of the narcotics in the
blood must exceed the body's tolerance level. Thus, if meth-
adone is to be used to produce analgesic, tranquilizing, or
sedating effects, the dosage level will have to be periodically

increased just as it would with any other narcotic.
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Perhaps the most publicized pharmacclogical effect
claimed for methadone is the narcotic blockading effect, which
is more accurately described as narcotic cross~-tolerance.

Dole and Nyswander reported that patients maintained on high
doses of methadone, between 80 and 120 mg. per day, developed
such a tolerance to narcotics that most subjects subjectively
felt and objectively exhibited little or no effects from the
injection of rather large quantities of other narcotics. It
was theorized that since little or no pleasurable effects were
obtained from the injection of a previously quite satisfying
quantity of narcotics, this narcotic using behavior would
gradually be extinguished (Dole & Nyswander, 1966).

This methadone induced cross-tolerance to heroin was
later verified in a study by Zaks, Fink & Freedman (1970).
They found that "subjects receiving a daily schedule of 100 mg.
of methadone exhibited a cross-tolerance to heroin which
persisted 48 hours following the last dose of methadone."

More recently, the cross-tolerance effect has been ques-
tioned by several authors (Bowling, Moffett, § Taylor, 1971;
Singh, Castet, § Nix, 1971). These authors feel that the cross-
tolerance phenomena is not completely effective at all times.
They point out that continued use of heroin by some patients
makes it apparent that patients are able to experience some
euphoric effects from the injection of heroin, even when they
are receiving relatively large doses of methadone. They con-
sider the proportion of patients who continue to use heroin

too great to designate them all as simply 'needle freaks."
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Although the cross-tolerance phenomena may not be entircly
effective, there is little doubt that the pharmacological
properties of methadone have significantly contributed to the
success of the methadone maintenance program. Some investi-
gators have, however, proposed that the pharmacological prop-
erties and actions of methadone are the only significant
factors accounting for the successes achieved in methadone
maintenance programs {Blachly, 1970; Perkins, 1970; Perkins
& Bloch, 1970). Furthermore, they feel that auxiliary psycho-
logical and sociological services have not significantly
contributed to the results obtained by methadone maintenance
programs and that controls involved in the dispensing of
methadone have not significantly contributed to the social
rehabilitation of the addicts in methadone programs (Dobbs,
1971; Johnson § Williams, 1970; Garbutt § Goldstein, 1972;
Pearson, 1969; Perkins, 1970).

The wide disparity in results reported by various programs
suggests, however, that factors besides the pharmacological
properties of methadone are having significant effects. This
belief is even more strongly supported by recent findings which
indicate that after a certain point, approximately 30 mg.,
methadone dosage level has little effect with regard to social
rehabilitation criteria (Garbutt & Goldstein, 1972; Goldstein,
1970, 1972; Jaffe, 1970b, 1970c; Wieland § Moffett, 1970;

Williams, 1970).
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While disparities in results exist which cannot be
accounted for on the basis of drug effects and while contro-
versy exists regarding the need for psychological and socio-
logical rehabilitation services, there is as yet little or no
research in the literature which compares the effects of
various treatment variables. In fact, there is very little
mention of treatment variables outside of dosage levels of.
methadone. '"Rapid expansion of methadone treatment is occurring
before many questions relevant to optimal program design can
be answered by empirical test," (Sells & Watson,.1970, p. 21).

One way to measure the extent of the need for inter-
personal services, in addition to the dispensing of methadone,
is to measure the effects of various levels of inter-personal
services which are provided. Inter-personal services might
be represented in a rather gross way by the number or frequency
of patient-staff contacts (Sells § Watson, 1970). Linn (1970)
used this technique in a study of the effectiveness of a
psychiatric in-patient program. He found the frequency of
patient-staff interactions to be positively correlated with
the number of patients who were working and with a high patient
involvement in treatment programs (Linn, 1970). In general,
Linn found the frequency of patient-staff interaction.to be
positively related to patient improvement. These results
reinforced previous similar results obtained by Jones and

Sidebotham (1969), Jenkins § Gurel (1959), and Ullmann {1967).
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These studies.support the feasibility of using frequency
of patient-staff interaction as a gross measure of rehabilitative
services provided in addition to methadone treatment. If these
services have a significant effect, there should be a signifi-
cant difference in reéults obtained at various levels of
rehabilitative services provided. It should be pointed out,
however, that rehabilitative services used in the context of
this study refer more to the creation of a therapeutic milieu
than to a number of discrete services such as individual
counseling, vocational counseling, general health care, family
counseling, etc. While each counselor involved in this study
may have his own special areas of interest, he is and was
expected to be involved in the patient's total rehabilitation,
offering whatever services he can, making appropriate referrals

when necessary, and following the outcome of the referral,



CHAPTER 111
METHOD

Subjects

The subjects for this study were seventy-five patients
consecutively admitted to the methadone treatment program at
the Drug Treatment Center in Fort Worth, Texas. All subjects
were active narcotic addicts who voluntarily presented them-
selves at this facility and requested methadone treatment.

The criteria for admission to this program are (1) that the
individual be actively addicted to narcotics as evidenced by
observable symptoms of withdrawal and tolerance to a moderate
dose (30 to 40 mg.) of methadone, (2) that the individual be
eighteen years of age or older, (3) that the individual be
free of seriously debilitating physical disorders, (4) that
the individual be free of active psychosis, and (5) that the
individual be able teo come to the Drug Treatment Center at
least once daily to receive doses of methadone.

At the time this study was undertaken, there was no waiting
list for admission to the methadone program. All subjects, for
the purposes of this study, were admitted according to a standard
admission procedure outlined in Appendix A. Upon completion
of this procedure, each subject was randomly assigned to one of

three treatment groups, consisting of 25 subjects per group.
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A summary of the popuiation statistics of the three
treatment groups is presented in Table I. No statistical
analysis was conducted on this data as none of these variables
was considered as likely to have significant effect on the
outcome of this study; Inspection of the data presented in
Table I reveals minimal differences across treatment groups
on all variables except length of addiction. The high patient-
staff contact group had an average length of addiction which
was approximately twenty months longer than either of the
other two treatment groups, although all treatment groups were
approximately the same average age. One might hypothesize
that this fact might make the high patient-staff contact groups
somewhat more resistant to change, particularly if the meta-
bolic disorder theory of addiction (Dole & Nyswander, 1967) 1s
accepted, and in light of the fact that all groups had approxi-
mately 0.018 treatment attempts per month of addiction (Berle

§ Lewinson, 1970; Gearing, 1970; Johnston & Williams, 1970).

TABLE I
POPULATION STATISTICS

No. ot Prior

. Education Months of
Group Caucasian Male Age Treatment M
Level Attempts Addiction
High 72% 60% 29.8 i1.1 1.9 103.7
Medium 64% 56% 29.4 10.4 1.6 83.0

Low 60% 56% 28.8 11.5 1.5 84.3
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Inspection of Table I also reveals that the subjects
utilized in this study probably do not represent a random
sample of narcotic addicts. In comparison with data from
the New York City Narcotic Register (Gearing, 1970a, 1970b),
minority races are somewhat under represented. The Mexican-
American addict population is particularly under represented
with this group representing only 2/3% of the entire sample.
Female addicts also appear to be somewhat over represented.
The average age of this sample appears to correspond rather
closely to what might be expected in the general addict popu-
lation with the exception of the under-eighteen-years-of-age
group being unrepresented in this sample. Food and Drug
Administration guidelines, however, prohibit the treatment of
addicts under eighteen years of age via methadone maintenance
or prolonged detoxification without a special IND permit.
Finally, this sample has probably sought treatment more
frequently than members of the general addict population.

The differences represented between this sample and the
general addict population suggest that this sample would have
a more favorable prognosis for social rehabilitation than would
a randomly selected sample from the general addict population.
Differences between treatment groups within this sample do not,
however, seem to favor significantly any groups with respect
to prognosis for social rehabilitation.

A summary of the self-reported, pre-treatment measures

for the three treatment groups is presented in Table II. Again
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no statistical analysis was conducted. Inspection of this
table, once again, reveals l1ittle difference between the
three treatment groups. This data might appear to favor the
high and medium patient-staff contact groups. These groups
show a higher average number of days employed when housewives
and retired or disabled patients are considered as fully
employed. The differences here would, however, almost com-
pletely disappear if housewives and retired or disabled

patients were not considered.

TABLE 1II

SUMMARY OF PRE-TREATMENT MEASURES

Mean No. of Arrests . Average
: . Employed on Housewives
Group During Previous A X Days
Z Months Admission or Disabled Employed®
High 1.84 28% 16% 24,76
Medium 1.88 24% 12% 26.80
Low 1.84 28% - 8% 17.64

*Housewifes, students, and fully disabled patients were
considered fully employed.

Housewives and retired or disabled patients are more
likely to remain in treatment, partially due to their somewhat
restricted mobility (Berle § Lowinson, 1970; Brill § Jaffe,
1967; Gearing, 1970; Johnston & Williams, 1970). The differ-
ences between treatment groups represented by the data presented
in Table II do not appear to favor significantly any group with
respect to the level of behavioral adjustment prior to entering

treatment.
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Procedure

The three treatment conditions were (1) low level of
patient-staff contact--average of less than one contact per
week, {2) medium level of patient-staff contact--average of
1.0 to 2.0 contacts per week, and (3} high level of patient-
staff contact--average of greater than 2.0 contacts per week.
Subjects were unaware of their assignment to treatment groups.
All subjects were assigned one counselor upon being accepted
for admission to the methadone treatment program and were
told that they should consult that counselor regarding any
problems they might have or encounter during treatment.
Subjects 1n the high patient-staff contact treatment group
were assigned a second counselor, but were left unaware of
this second counselor assignment. It was this second coun-
selor's responsibility to assist the patient's primary coun-
selor in maintaining the high level of contact desired for
the patients in the high patient-staff contact group. All
counselors were informed as to what level of contact was
desired for each subject and, in most cases, the counselors
were aware of the nature of the study being undertaken.

Patient-staff contacts were defined as any patient-staff
contact meeting all of the following criteria: (1) duration
of one minute or more, (2) dialogue relating specifically to
the individuals involved or concerning the treatment program,
and (3) dialogue which could not be classified as primarily in

the category of "old dope stories."™ Thus, contacts involving
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only casual greetings and contacts involving casual conversa-
tion about past or current events were, for the purpose of
this study, not generally considered as patient-staff contacts.
Counselors were instructed to attempt to orient their contacts
with patients toward dealing with current life situations and
current functioning. Emphasis on indepth personality restruc-
turing was discouraged. Direct confrontations with patients,
regarding how they and their behavior affected others, were
not discouraged and occurred with considerable frequency.
Patient-staff contacts were monitored via brief progress
notes made by all staff members after each contact which met
the above stated criteria. Included in these progress notes
were (1) the patient's name, (2) staff member's name, (3) date,
(4) approximate length of the contact, and (5} a brief summary
of the content of the contact or the dialogue that took place.
By means of these progress notes, the investigator was
able to provide the various counselors with feedback regarding
any discrepancies between the desired number of contacts and
the number of contacts actually taking place. The only
control exercised over the level of contacts was in terms of
staff-initiated contacts. Staff members were instructed that
no patient-initiated contacts were to be ignored. A second
function served by the progress notes was to allow the investi-
gator to verify that the contacts met the criteria for patient-
staff contact set forth above and that counselors were generally
orienting their contacts with patients along the lines set

forth above.
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There were three primary counselors utilized in this
study along with one sccondary counselor. Each of the primary
counselors was assigned twenty-five subjects, eight in two of
the treatment groups and nine in the third treatment group.
Thus, each of the three counselors should have had an approxi-
mately equal effect on each of the treatment groups. None of
these counselors had had any formal training as a counselor.
The one secondary counselor initiated contacts with the high
patient-staff contact group only. It should be pointed out,
however, that since all staff members were instructed not to
ignore any patient-initiated contact, the influence exerted
by the staff on any patient was not necessarily limited to
the efforts of any one or two staff members.

All subjects were initially required to come to the
clinic once each day to receive their daily dosage of methadone,
After being in treatment for two full weeks, subjects were
allowed to take their Sunday dose home on Saturday so that
they were required to come to the clinic only six days per
week. No further take-home privileges were allowed until the
patient had been in treatment for three full months. Methadone
was administered orally, dissolved in Tang, and consumed under
the direct observation of a nurse and a counselor. This coun-
selor was not necessarily the counselor assigned to the patient,

After admission to the treatment program, each subject's
methadone dosage was increased 10 mg. twice each week until a

stabilizing dosage was reached. Stabilizing doses ranged from
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40 mg. per day to 110 mg. per day. The three treatment groups
were, however, matched with regard to methadone dosage through-
out the duration of this study. Further, once a stabilizing
dosage had been arrived at, no dosage manipulations were
undertaken until the three-month study period had expired.
Counselors were instructed never to initiate dialogue regarding
dosages. In cases of patient-initiated dialogue regarding
dosage, counselors were instructed to attempt to turn the
discussion toward discussion of symptoms and adjustment to
stresses. If the patient persisted in dialogue about metha-
done dosage, the counselor instructed him to make out a
written request for dosage alteration which would be submitted
to the medical director. Further, counselors were instructed
never to give the patient their opinion as to the validity of

the requested manipulation in dosage.

Measures of Behavioral Adjustment

Success of rehabilitative efforts was measured in terms
of five behavioral adjustment measures. These measures were
(1) number of days employed in a gainful occupation or going
to school, (2) frequency of arrests, (3} abstinence from the
use of illicit drugs as approximated by periodic urine sampling,
(4) the number of days remaining in treatment, and (5) payment
of fees for treatment,

Measures one, two, and three are considered to be indications

of social rehabilitation, while measures four and five might be
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considered as indicators of the acceptability of the program
to the target population. The first four measures are the
measures most commonly used as criteria in evaluating the

effectiveness of methadone treatment programs.

Number of Days Employed or Going to School

Self-reported employment and educational histories were
obtained from each subject on admission to the treatment prb—
gram. Subjects were required to provide verification of their
employment and educational activities during treatment.
Incentive for providing verification of employment or educa-
tional activities was provided through a semi-formal token
economy system (see Appendix B). No attempt was made to

verify pre-treatment employment or educational activities.

Frequency gi Arrests

Arrest records were obtained from each subject at the
time he was admitted to the methadone program. These were self-
reported arrests. Convictions were, however, verified when
possible. Arrests taking place during treatment were generally
known to the staff through self-report or reports from other
patients. Also, if a subject failed to pick up his medication
for three consecutive days, the subject's counselor called the
city and county jails to see if the subject was incarcerated.
Arrests for offenses occurring prior to admission to the treat-
ment program were considered as arrests occurring prior to

entering treatment.



Abstinence from Use of Illicit Drugs

Degree of abstinence from use of illicit drugs was approx-
imated through analysis of randomly collected urine specimens.
At least one urinalysis per week was run on each subject
throughout the duration of this study. The analyses were done
by a professional laboratory specializing in this kind of
work. A triple extraction, thin layer chromatography technique
was used. Urines were analyzed for morphine, codeine, Demarol,
methadone, cocaine, barbiturates, amphetamines, phenothizines
and destromethorphan. All positives, other than methadone
positives, were verified by gas chromatography. This process
yields a very low number of false positives. False negatives,
however, are fairly common.

Urine specimens were obtained on a random basis at least
once weekly and under observed conditions. Subjects were not
aware of when they would be asked to give a urine specimen.

In order to avoid difficulty in obtaining specimens, subjects
were not dispensed methadone until the urine specimens were
obtained. Thus, if any subject was unable to give a urine
specimen, he was given no methadone that day and his urine was
assumed to be dirty; i.e., containing drugs of abuse other than
methadone. Subjects were not, however, punished for producing

dirty urines.

Number of Days Remaining in Treatment
Retention in the treatment program is simply the number

of days a subject remains in active treatment beginning with
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the first day he actually receives a dose of methadone and

ending with the last day he receives methadone.

Payment of Fees for Treatment

After one month of treatment, all subjects were required
to pay seven dollars per week to help cover the cost of
treatment. The official policy of the Center was that any
patient falling more than two weeks behind in fee payments'
would begin being slowly detoxified, and this process would
continue until the patient either paid all of his back fees
or was completely detoxified. In actuality, this detoxification
process is never begun until the patient falls at least one
month behind in his payments. This fact was fairly common
knowledge among the patients at the Drug Treatment Center.

The detoxification process was not undertaken with any of the
subjects utilized in this study, regardless of how far behind
they might have been in their fee payments. Also, the topic
of payment of fees was never initiated by staff members in any
of the contacts with subjects in this study. Counselors were
instructed not to initiate discussions regarding payment of

fees, but were not instructed to aveoid such discussions.

Analysis of Data
A single factor analysis of variance was performed on the
number of days remaining in treatment using Fisher's t test
to isolate significant differences between the various groups.

The significant covariate obtained in this analysis was used
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in performing a series of single factor analyses of covariance
on the four remaining measures of behavioral adjustment.

An analysis of covariance was obviously required since the
number of days an individual remains in treatment directly
limits the possible values of each of the other four measures
of behavioral adjustment. Adjusted group means were obtained
on each of these four measures of behavioral adjustment
(Winer, 1962).

No statistical analysis was performed on population data
or pre-treatment behavioral adjustment measures. After
inspection of this data, it was felt that none of these vari-
ables were likely to have any significant effect on the during-

treatment measures of behavioral adjustments.



CHAPTER 1V
RESULTS

The data obtained according to the method presented in
the previous chapter are presented in this chapter along with
the statistical analyses of these data. A single factor
analysis of variance was used to test hypothesis number one,
which states that the level of retention of patients in a
methadone treatment program would be significantly improved
by the provision or application of frequent supportive ser-
vices as compared with the level achieved when few or no
supportive services are provided. Thus, an analysis was
conducted to test for a significant difference across treat-
ment groups with respect to the number of days Ss remained
in active treatment.

Results of the single factor analysis of variance on
the number of days remaining in treatment are presented in
Table III. The analysis of variance on thié measure of
behavioral adjustment proved to be highly significant
(F = 8.4809, p €.005), indicating a significant treatment

effect across groups with respect to this variable,.
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TABLE III

ANALYSIS OF VARIANCE ON NUMBER
CF DAYS IN TREATMENT

Source Sum of Squares df Variance Estimate F Ratio p

Between

Groups 15344,.9600 2 7672.4800 8.4809 0.0005
Within

Groups 65137.0400 72 004.6811

Total 80482.0000 74

A series of Fisher's t tests were conducted to isolate
significant differences between the three treatment groups.
The results of these tests are reported in Table IV. From
these statistics it can be seen that the difference between

the low patient-staff contact group and the high patient-staff

TABLE 1V

FISHER'S T RATIOS FOR DIFFERENCES BETWEEN GRCUPS
ON NUMBER OF PATIENT-DAYS IN TREATMENT

Group High Contact  Medium Contact Low Contact
High Contact 0.0 1.3447 4.0436%%
Medium Contact -1.3447 0.0 2.6989%
Low Contact ~4.0436%% -2.6989*% 0.0

*p &€ .01.

*%p & 001,
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contact group is highly significant (t = 4.0436, p <:.001),
and the difference between the low patient-staff contact
group and the medium patient-staff contact group is slightly
less significant (t = 2.6989, p €& .01). The difference
between the medium patient-staff contact group and the high
patient-staff contact group, however, did not reach signifi-
cance., Thus, the medium and high patient-staff contact
groups showed a significantly greater tendency to retain
subject in treatment than did the low patient-staff contact
groups.

The mean length of stay in treatment and the rate of
retention in treatment for the three treatment groups are
reported in Table V. Inspection of the data presented ‘in
Table V reveals a strong relationship between the frequency

of patient-staff contacts and retention in treatment. The

TABLE V

MEAN STAY IN TREATMENT AND RATE OF RETENTION IN TREATMENT

Mean No. of Standard Deviation No. of Ss Remaining

Group Days in of Days in in Treatment
Treatment Treatment for 3 Mos.

High 93.68 19,89 21 (84%)

N = 25

Medium 72.24 28.31 16 (64%)

N = 25

Low 49.28 38.95 10 (40%)

N = 25




greater the frequency of patient-staff contacts, the more
likely the patients are to remain in treatment. The high
patient-staff contact group retained 84% of its patients in
treatment for at least three months. The medium patient-staff
contact group retained 64%, and the low patient-staff contact
group retained only 40%. The average length of stay in treat-
ment for Ss in the high patient-staff group was over a month
longer than was the average stay of patients in the low-
contact group, and the average length of stay in treatment

for patients in the medium patient-staff contact group was
just over three weeks longer than the average stay of patients
in the low-contact group. Thus, with respect to both length
of stay in treatment and rate of retention in treatment,
improvement was found to be associated with increased frequency
of patient-staff contact.

As stated previously, the retention in treatment vari-
able directly affects the remaining measures of behavioral
adjustment by limiting the number of days a S could possibly
be employed, the number of dirty urines he could produce, the
amount of treatment fee debt he could accumulate, and the
number of times he could be arrested, since these data were
collected only while a § was in active treatment. The number
of days in active treatment variable was, therefore, selected
as the covariate for further analyses conducted on the other

measures of behavioral adjustment employed in this study.
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Thus, a series of single factor analyses otf ¢ovariance
were conducted to test hypothesis number two, This hypothesis
states that the level of behavioral adjustment of patients
in a methadone treatment program would be significantly
improved by the provision or appliication of frequent supportive
services as compared with that obtained when few or no suppor-
tive services are provided. The ahalyses tested for signifi-
cant differences across treatment groups with respect to
(1) the number of dirty urines produced during treatment,

(2) the number of arrests during treatment, (3) the amount

of treatment fee debt accumulated, and (4) the number of days
employed during treatment, with a correction for differences
between groups in the number of days Ss remained in treat-
ment.

The results of the series of single factor analyses of
covariance are presented in Table VI. The differences

between treatment groups in the amount of treatment fee debt

V/TABLE VI

ANALYSES OF COVARIANCE ONE-WAY DESIGN ON MEASURES
OF BEHAVIORAL ADJUSTMENT

Treatment Treatment
Sum of Mean df F P
sSquares Square

Behavioral Adjustment
Variables

Number of Dirty Urines 345.5078 172.7539 2 2.7788 0.0689

Number of Arrests 8.6649 4.3324 2 3.2537 0.0445

Debt 2926.9883 1463.4941 2 7.0896 0.0016
2

Days Employed 1752.4063 876.2031 1.0054 0.3710




39

they accumulated were found to be very highly significant
(F = 7.0896, p = .0016). The differences between treatment
groups with respect to the average number of arrests while
in treatment were also found to be significant (F = 3.2537,
p = .0445). In addition, the differences across groups with
respect to the average number of urine specimens produced
which contained evidence of the use of drugs other than
methadone approached significance (F = 2.7788, p = .0689).
The differences between the three treatment groups with
respect to the number of days employed, however, did not
approach significance. Although the high patient-staff
contact group had both a greater percentage of Ss employed
at the end of the study period (61.9%) and a higher adjusted
group mean number of days employed than did either the medium
contact group (56.25%) or the low patient-staff contact group
(50.00%), the differences across groups with respect to this
variable are quite small and should be attributed to chance.
The adjusted group means for each of these last four

dependent variables are reported in Table VII. Inspection of

TABLE VII
ADJUSTED GROUP MEANS

Groups Dirty Urines Arrests Debt Days Employed
High 0.0356 0.1822 5.3809 50.3271
Medium 1.3478 0.7254 20.1202 38.5299

Low 5.6167 1.0925 18.1389 41.7029
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the data presented in this table reveals that the high patient-
staff contact group showed the best behavioral adjustment with
respect to all measures employed, although the differences

were not in all cases significant. It should be noted that
these adjusted means do not show a very consistent trend
toward greater improvement in behavioral adjustment associated
with greater frequency of patient-staff contacts; i.e., the
adjusted group means do not show a progression toward improved
behavioral adjustment from the low patient-staff contact group
to the medium patient-staff contact group to the high patient-

staff contact group with respect to all measures employed.



CHAPTER V
DISCUSSION AND CONCLUSION

This study focused on the effects of experimental vari-
ation of the level or frequency of patient-staff contact on
behavioral adjustment measures taken on patients in a methé-
done treatment program for narcotic addiction. The level of
patient-staff contact was assumed to be roughly indicative of
the extent to which rehabilitative services, in addition to
methadone treatment, were applied, offered, or encouraged
(Linn, 1970; Sells & Watson, 1970).

In general, the results tended to support the contention
that at least during the early months of treatment, methadone
treatment in conjunction with other rehabilitative efforts is
more effective in improving behavioral adjustment than is
methadone treatment alone. No conclusions could be drawn,
however, with respect to long-term improvement in behavioral
adjustment since these data were not within the scope of this
study. Thus, extensive rehabilitative efforts, represented
by the high level of patient-staff contact group, may have
proven more effective in terms of short-term or immed&ate
improvement in behavioral adjustment associated with the
extensiveness of rehabilitative efforts. This possibility,

however, seems rather remote.
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Perhaps the most significant finding of this study was

- that a high frequency of patient-staff contact or methadone
treatment in conjunction with extensive rehabilitative efforts
was much more effective in holding addicts in treatment. The
low patient-staff contact group had many more dropouts and
significantly fewer patient-days in treatment than did either
the medium or high patient-staff contact groups. Also, there
appeared to be a strong tendency toward fewer dropouts and
more patient-days in treatment as the frequency of patient-staff
contacts increased. This finding is particularly significant
in light of the fact that of 95 patients who have dropped out
of treatment at the Drug Treatment Center over the first year
of operation, 88.4 percent did so within the first three
months of treatment.

The obvious implication is that a significant proportion
of addicts applying for treatment in a program of the type
utilized for this study need more than methadone or the elimi-
nation of the fear of withdrawal in order to remain in treat-
ment. While these results may be highly specific to this
particular treatment program, federal guidelines (see Appendix
C) dictate considerable uniformity in the operation of metha-
done treatment programs so that the specificity of these results
is somewhat limited. It would appear most likely that a signifi-
cant proportion of addicts who apply for treatment at a metha-
done program are not motivated strongly enough to tolerate

daily visits to the clinic, observed urine sampling, payment



43

of treatment fees, conforming to cliinic rules, etc.,, in
addition to pressure toward modifying an entire life style,
without external support and assistance such as might be
provided through contacts with staff members {Brill, 1968;
Brill § Jaffe, 1967; Jaffe, Zaks, & Washington, 1969; Martin,
1970; St. Pierre, 1970; Scrignar, 1967; Scrignar, Alderette,
Marr, Bloom, § Mehl, 1970). In addition, although most addicts
applying for treatment in a methadone program state that they
want help in getting away from the use of heroin, such state-
ments are most frequently not altogether true. "When the
prospective patient says, 'I need treatment,' he speaks truth-
fully, when he says, 'I want treatment,' his communication
needs interpreting. . . . The professional will learn to know
or at least review several possible meanings: 'I have no money
to get drugs on the street, I want methadone for a day or. two
until I can finance my next fix,' or 'l am being sought by the
police, I want any protection membership in this program may
confer, or 'I have a bag (push drugs), membership in the pro-
gram will allow me to sell the drugs I would otherwise have
taken myself,' or 'My spouse also has a habit, for me to
receive methadone will reduce the cost of our combined habits,’
or 'l have enemies looking for me, I need to get out of circu-
lation,' or "My spouse is threatening to leave me, unless I
make the appearance of seeking help,' or 'It's cold outside.’
The 1ist could, no doubt, be extended; motivation is often

overdetermined," (Xnowles, Lahiri, § Anderson, 1970, p. 409).
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In many cases where the motivation is primarily situational
such as those listed above, the addict is very likely to
leave treatment when the crisis situation which brought him
to treatment has passed, unless something has happened in
the interim to make the patient want to stay in treatment
(Brill & Jaffe, 1967). The results of this study indicate
that contact with staff members can help provide the needed
motivation to remaln in treatment after the crisis has passed.
This observation seems to be particularly true in a relatively
young program where a core group of relatively successful
patients is not yet available to provide new patients with
support and assistance which they need to maintain motivation.
Such a group could probably function more effectively in these
roles than could any number of staff members (Jaffe, Zaks, §
Washington, 1969). Nevertheless, providing an addict with
sufficient methadone to prevent the onset of withdrawal
symptoms apparently does not neceséarily eliminate his desire
for narcotics, and this freedom from fear of withdrawal symptoms
does not necessarily lead to a strong desire to modify his
addict life style. In fact, it appears very probable that,
unless more than methadone is provided or offered, most addicts
will return to their old life style when the opportunity
presents itself.

This finding, although it does not necessarily contra-
dict Dole's metabolic disorder theory (Dole § Nyswander, 1967)

of addiction, does indicate that the treatment of this disorder
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is much more complicated than simply correcting a metabolic
imbalance.

Perhaps the problem of retaining addicts in treatment
is more difficult in Fort Worth, where this study was con-
ducted, than it would be in larger cities, such as New York,
Chicago, and San Francisco. Certainly the dropout rate in
this study, even in the high patient-staff contact group, is
greater than what has been reported in several other programs.
The absence of adequate descriptions of the various program
variables in reports of other studies makes it impossible
even to speculate about what effect differences in various
program variables might have on dropout rates (Martin, 1970;
Perkins, 1970; Sells § Watson, 1970). Patients, however, have
stated repeatedly that maintaining a habit in a large city,
such as those mentioned above, is much more difficult than it
is in a smaller city, such as the one where this study was
conducted. It appears likely that this statement is true and
may partially account for the higher dropout rates reported
in this study. Possibly, the addiction population taped in
this study are less motivated toward treatment because they
have experienced less difficulty in surviving as an addict.
This lower level of motivation may well have resulted in more
dramatic differences in survival rates associated with the
various levels of patient-staff contact than would have been
found with a more highly motivated population such as might

be found in larger cities.
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The significantly greater survival rate associated with
greater frequency of patient-staff contacts does, however,
suggest that these contacts somehow made the treatment pro-
gram more attractive to patients. This hypothesis would seem
to be supported by the finding of a highly significant differ-
ence between groups in the amount of treatment-fee debt
accumulated. Patients in the high patient-staff contact group
tended to pay treatment fees much more regularly and, therefore,
accumulated far less debt than did patients in either the
medium patient-staff contact group or the low patient-staff
contact group. Since patients were not directly coerced into
paying treatment fees, this data would tend to reflect the
acceptability of the program to the patients, and the results
obtained with regard to this variable tend to support the
assumption that a high frequency of patient-staff contact makes
the program significantly more attractive to many patients.

It should be pointed out that the increased attractiveness

of the program associated with the higher frequency of patient-
staff contact is not the result of more privileges being given
to this group. None of the patients in this study were given
any special privileges of any kind. It appears that the high
frequency of patient-staff contact made the program attractive
to patients in that group so that they not only remained in
treatment, but also tended to pay their treatment fees. Most
of the patients in the medium frequency patient-staff contact

group apparently found the program to be attractive enough to
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remain in treatment, but not attractive enough to pay their
treatment fees. Patients in the low patient-staff contact
group apparently did not find the program attractive enough
either to remain in treatment or pay their treatment fees.
Obviously, the resulté of this study, regarding retention in
treatment and payment of treatment fees, indicate that the
high frequency of patient-staff contact in conjunction with
methadone treatment made the program significantly more
attractive than methadone treatment alone.

The results of this study also indicated that patients
who were exposed to a high frequency of patient-staff contacts
in addition to methadone treatment tended to do better with
respect to some measures of behavioral adjustment, namely
avoiding arrests and producing urine samples containing no
evidence of the use of drugs other than methadone. The differ-
ences between the three treatment groups with respect to the
number of urine samples produced which contain evidence of the
use of drugs other than methadone did not quite reach the .05
level of significance (p = 0.069). This level of probability
was, howevef, considered as indicating a tendency toward
improvement on this variable associated with higher frequency
of patient-staff contact. Moreover, the adjusted group means
for this variable show a definite progression toward fewer
dirty urines as the frequency of patient-staff contact increases.

This same progression is seen in the adjusted group means

for the frequency-of-arrests variable. The differences between
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groups with regard to this variable were found to be signifi-
cant beyond the .05 level cof significance.

The tendency toward fewer dirty urines and the signifi-
cantly fewer arrests associated with more frequent patient-
staff contacts suggests that such contacts can, indeed, be
considered as having some therapeutic benefit. It can not,
however, be assumed that these contacts were necessarily the
most appropriate rehabilitative efforts or even that these
improvements in behavioral adjustments were indicative of an
overall improvement in adjustment (Einstein, 1970; Johnston
G Williams, 1970; Martin, 1970; Perkins, 1970; Seils § Watson,
1970). Obviously, a patient can do very well with respect to
all of the behavioral adjustment measures employed in this
study and still not be making any real progress toward social
rehabilitation. Several such patients have been and are in
treatment at the Drug Treatment Center. These people make it
very obvious how difficult it is adequately to define and
measure adjustment. Still, these results do suggest a tendency
toward improved social rehabilitation associated with higher
levels of patient-staff contact.

The one measure of behavioral adjustment which during the
course of this study showed no indication of improving with
increased frequency of patient-staff contacts was the number
of days employed. The high patient-staff contact group showed
a greater percentage of patients employed at the end of the

study period than did the medium patient-staff contact group,
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and this group showed a greater percentage of patients
employed at the end of the study period than did the low
patient-staff contact group. The differences in these
percentages would not, however, appear to be significant.
These differences do-suggest that the differences between
the treatment groups with respect to the days-employed vari-
able might have approached or achieved significance if a
longer study period had been used. In light of current
economic and social conditions and the fact that few addicts
possess marketable skills or educational achievements (Scrignar,
1967), it appears probable that educational or occupational
achievements will frequently take longer to reach significance
than other measures of behavioral adjustment such as cessation
of heroin use and avoiding arrests, acts which are more
exclusively dependent on the motivation and efforts of the
patient (Brill § Jaffe, 1967; Maddox, 1972; Primm, 1970).
This proposition tends to be supported by the fact that four
of the thirteen patients in the high patient-staff contact
group who were employed at the end of the study period had
gained empléyment only within the last month of treatment.
Again it appears that methadone treatment, in conjunction with
a high level of patient-staff contact, was somewhat more
effective in promoting improved behavioral adjustment than
was methadone treatment alone.

From the foregoing results and discussion, it was con-

cluded that the retention of patients in a methadone treatment
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program may be significantly improved over what might be
obtained when few or no supportive services are offered, by
the provision or application of frequent supportive services.
The degree of improvement obtained would be highly dependent
on a number of other treatment variables, such as how liberal
the program is in granting 'take home" privileges. The results
of this study, however, indicate that the provision or appli-
cation of frequent supportive services may significantly
enhance the attractiveness of the program to the point that
the target population would be more willing to tolerate adverse
aspects of the program, such as limited "take home" privileges
and payment of fees for treatment. Hypothesis number one,
regarding retention in treatment, is strongly supported.

It may, also, be concluded that the level of behavioral
adjustment of patients in a methadone treatment program may
be improved by the provision or application of frequent.supportive
services over what might be obtained with little or no supportive
services provided. The improvement in behavioral adjustment is
most likely to be in terms of those variables which are more
exclusively dependent upon the motivation and efforts of the
patient, such as discontinuing the use of drugs and avoiding
arrests. Behavioral adjustment measures such as employment
and/or educational status frequently are resistant to change
because of social and economic conditions. In addition, vocational
rehabilitation agencies, such as the Texas Rehabilitation

Commission, rarely are able to provide immediate services because
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of procedural requirements regarding eligibility, so that
qualified applicants frequently spend as much as three months
fulfilling admission requirements before they are placed in a
vocational training program. Several authors have reported
little or no improvement in employment or educational status
despite significant improvements with regard to other measures
of behavioral adjustment (Borden, 1872; Jaffe, 1970c; Wieland
& Moffett, 1970). Thus, despite the lack of significant
differences between treatment groups with regard to the employ-
ment variable, the results obtained do support hypothesis num-
ber two by showing an improvement in behavioral adjustment
associated with an increased quantity of supportive services
applied.

In a more general sense, from the results of this study,
it might be concluded that supportive or adjunctive services
can significantly contribute to the effectiveness of a metha-
done treatment program by contributing to greater retention
in treatment and to improvement in behavioral adjustment.
Numerous studies have been reported which tend to support this
conclusion (Borden, 1972; Brill, 1968; Dobbs, 1971; Jaffe, 1970b;
Jaffe, 1970c¢c; Jaffe, Zaks, & Washington, 1969; Johnston §
Williams, 1970; Maddox, 1972; Sells § Watson, 1970; Wieland §
Moffett, 1970), but none of these studies have attempted an
experimental test of this hypothesis.

It must be pointed out that the results and conclusions

of this study are limited by the relatively short, three-month
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period of study. No conclusiens can be drawn with regard to
long range retention in treatment or improvements in behavioral
adjustment. A longer study period with more Ss might provide
more conclusive evidence regarding the value of high frequen-

cies of patient-staff contact or adjunctive rehabilitation

services.



CHAPTER VI
SUMMARY

The present investigation compared the treatment effects
of three levels or frequencies of "significant" patient-staff
contacts on narcotic addicts in a methadone treatment program
using five measures of behavioral adjustment as the criteria
of improvement during the three-month study period. '"Signifi-
cant” patient-staff contacts were operationally defined as any
patient-staff contact which met all of the following criteria:
(1) a duration of one minute or longer, (2) dialogue relating
specifically to the individuals involved or concerning.the
treatment program directly, and (3) dialogue which could not
be classified as primarily in the category of "old dope stories."
The three levels of patient-staff contact employed were (1)
low--average of less than one contact per week, (2) medium
-~average 1.0 to 2.0 contacts per week, and (3} high--average
of more than 2.0 contacts per week. The behavioral adjustment
measures of treatment effects included (1) number of days
remaining in treatment, (2) payment of treatment fees, {(3)
number of urine samples produced which contained evidence of
the use of drugs other than methadone, and (5) number of days
employed or going to school. The first two measures were. con-

sidered primarily as measures of the acceptability of the
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treatment program to the target population, while the latter
three measures were more directly indicative of the subjects'
level of behavioral adjustments,

The methadone maintenance approach to the treatment of
narcotic addiction has received considerable notoriety and
public acclaim, based primarily on early studies with rather
select population and extensive adjunctive rehabilitation
services provided. Reports of this research, however, empha-
sized the role of the pharmacological properties of methadone
in the successes obtained while the role of the adjunctive
rehabilitation services was de-emphasized. Research has
demonstrated that methadone can be used as a valuable and
effective therapeutic tool. It has not, however, been demon-
strated, as some researchers have implied, that the simple
daily administration of high doses of methadone will result
in the spontaneous rehabilitation of most narcotic addicts.
Several more recent studies have produced results considerably
less favorable than those reported earlier. Since the pharma-
cological properties of methadone obviously have not changed,
the disparity in results can only be attributed to the effects
of various population and treatment variables, particularly
since within broad limits, medication variables such as dosage
and schedule of administration have consistently been found
to have no significant effect on treatment results. Still,
there has been very little research concerning the effects of

the many treatment variables. In 1light of the understandable
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skepticism regarding the value of adjunctive rehabilitation
services, expressed or implied by some authors, this variable
was chosen as the focus of the present study. The level or
frequency of patient-staff contacts was assumed to be grossly
indicative of the extent to which adjunctive rehabilitation
services in addition to methadone treatment were applied,
offered, or encouraged,

It was hypothesized that (1) the retention of patients
in a methadone treatment program would significantly improve
with the provision or application of frequent supportive
services in comparison with the retention rate obtained when
few or no supportive services are provided and (2) that the
level of behavioral adjustment of patients in a methadone
treatment program would significantly improve with the provision
or application of frequent supportive services as compared
with the level of behavioral adjustment obtained when few or
no supportive services are provided.

Seventy-five consecutively admitted narcotic addicts from
the Drug Treatment Center in Fort Worth, Texas, served as Ss.
The criteria for admission to the methadone treatment program
were (1) active addiction to narcotic drugs, {2) eighteen years
of age or older, (3) freedom from seriously debilitating physical
disorders, (4) freedom from active psychosis, and (5} ability
to come to the Center at least once daily to receive doses of
methadone.

Ss were randomly assigned to one of the three treatment

groups, and each S was assigned to one of the three counselors.
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Ss were not aware of the nature of the study or that they
were being assigned to treatment groups. The frequency of
patient-staff contacts for each S was monitored via brief
progress notes made by all staff members following each con-
tact with an S which met the stated criteria of a significant
patient-staff contact. The only control exercised over the
frequency of patient-staff contacts was in terms of staff-
initiated contacts.

Methadone was administered orally once daily, dissolved
in Tang, and consumed in the presence of the dispensing team.
The three treatment groups were matched with regard to dosage,
and no special privileges were granted any S during the study
period.

Results of this study indicate that the pattern of behav-
ioral adjustment was significantly different across treatment
groups. Hypothesis number one was strongly supported by a
highly significant difference between groups with regard to
the number of days Ss remained in treatment. The high- and
medium-level patient-staff contact groups stayed in treatment
significantly longer and had fewer dropouts than did the low-
level group. In addition, there appeared to be a tendency
toward remaining in treatment longer and fewer dropouts as the
frequency of contacts increased.

A significant difference across groups was also found with
regard to the payment of treatment fees, with the high-contact

group accumulating significantly less debt than either the
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medium or low patiént—staff contact groups. These results in
conjunction with the results obtained with regard to retention
in treatment were seen as indicating an increase in the attrac-
tiveness of the program to the addict population associated
with increased frequehcy of patient-staff contacts.

Analysis also revealed a tendency toward better adjust-
ment with regard to the other measures of behavioral adjust-
ment employed associated with increased frequency of patient-
staff contacts. The difference across treatment groups in
number of arrests was the only remaining measure which reached
significance. The differences with regard to the number of
dirty urines produced just missed significance, and data
regarding the number of days employed suggested that this
measure might have reached significance if a longer study
period had been used. It was concluded, therefore, that the
data also tended to support hypothesis number two,

In general, all treatment groups showed a tendency toward
improved hehavioral adjustment, but a significantly greater
improvement in adjustment was found to be associated with
increased ffequency of patient-staff contacts.

It must be pointed out that the results of this study are
limited and that a longer study period might provide more con-
clusive evidence regarding the value of high frequencies of

patient-staff contact or adjunctive rehabilitation services.



APPENDIX A

The following two pages contain the standard admission
procedure that was used in admitting all of the subjects

utilized in this study.
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Drug Treatment Cecter Methedonz Treatment Program

Admission Procedure
Prospective applicent presents bimgell al this center claiming to be &
narcotic addict and requesting admission to the methadone treatment
Progream.
Prospective aspplicant is interviewed briefly by & counselor. During
this interview the counselor is to (1) explain the dangers of this
treatment modality (2) explain how the methadone treatment program
operates and what will be expected of the patient if he is accepted
(3) make & preliminary assessment of the prospective applicant's
eligibility for methadone treatment end (%) record on the second page
of the medical history form symptoms and signs of withdraweal.
If, at the conclusion of this interview, the applicant still desires
admission to methadone trestment and the counselor has found no reason
to exclude him from this form of treatment, the applicant will be asked
to £ill out the necessary forms. These forms include {a) informed con-
sent for treatment (b) errest record (c) esddiction record (d) drug use
record (e) medical history (f) epplication for treatment and (g) re-
lease of information.
A urine specimen is to be obtained under observed conditions.
Processing fee collected ($7.00).
Appointment for interview with medical director mede.
Appointment for psychological testing made.
The epplicant is interviewed more extensively by the counselor. The ob-
jeetives of this interview are (a) to correct or clear up mistakes or
ambiguities on the forms just completed by the applicent {b) to obtain

a brief social history and drug use history (¢) to explain all aspects
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of the methadone treatment program in detail {d) tc clear up any

questions the appllcant might have and {e) to observe and record

signs and symptoms of addiction and withdraval from narcotics.

At any time after the preliminary interview if the counselor observes
signs of withdrawal from opiates, he may at his discretion ask the
nurse to contact the medicsal director who may order a moderate dose

of methadone (30 - 40 mg.) for the epplicant if he thinks the situa-
tion warrants this. If methadone is ordered & urine should be
obtained prior to its dispensing. The applicant is then to be ob-
served for & minimum of 20 minutes and evidence of non-tolerance or
continued withdrawel signs recorded. Evidence of non~tolerance
suggests the applicant is not actively addicted and this should be
carefully investigated.

The applicant is assigned a case number,

The applicant is interviewed and given a preliminary physical examina-
tion by the medical director who will at this time either accept or
reject the epplicant for further methadone treatment. If accepted for
treatment the medical director will set the patient's initial dosage
and schedule and order lab work, if required.

The patient will be assigned a regular counselor and an appointment

made for him to see his ccunselor as sbon ag possible,



APPENDIX B

The following four pages contain a semi-formal token
economy system which was used at the Drug Treatment (Center
throughout the duration of this study.

It should be noted that with regard to Section 1II, page
1, Ss involved in this study were not given any points for

participation in a therapeutic activity if this activity was

initiated by a staff member.
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METHADONE TRIAYREWT PROGEAM POINT SYSTEM 62

in order for this, or any rehabiiitation program to be most effective there
should be some reasonably objective means of evaluation and encouraging the
patient's progress. The system outiined below is one means of meeting these
needs. Basically the system offers & mezans of earning freedom or privileges
by behaving in a responsible manner and by seeking self-improvement. Most of
the freedoms and privileges a person has in society are gained in this manner.
Whiie this system will not be perfect for every individual it is sufficiently
flexible to benefit everyone.

Points may be earned according to the following scheduie:
1. Employment

1. Working full time: 5 points/week (employment must be verified at
least monthly in order that points may be awarded. Providing veri~
fication is the responsibility of the patient.)

2. Working part time: O to 5 points/week depending on the number of
hours worked. (Employment as well as the number of hours worked
must be verified at least monthly. Providing verification is the
responsibility of the patient)

3. Student full time: 5 points/week. (The patient must provide verifie
cation of his enroliment and passing work in order to obtain full
point credit.}

L. Student part time: O to 5 points/week depending upon the number of
credits for which the patient is enrolled. {The patient must provide
verification of his enrolliment and passing work in order to obtain
the appropriate point credit.)

5. Self-empioyment: O to 5 points/week depending upon the amount of time
spent working. (Reasonezble verification must be provided at least
monthly in order to receive the appropriate point credit.)

6. Housewife: O to 5 points/week depending upon the number of people in
the household and extent of outside activities. (The patient is
responsible for providing verification.) '

7. Disabled: 0 to 5 points depending upon the extent of verifiable dis~
ability and the extent to which the person makes use of what physical
abilities he has,.

Il. Attending and participating in '""Therapeutic Activities"
1. Wednesday afternoon rap sessions (5:00 to 7:00 p.m.): 2 points

2, Sessions with counselor: O to 3 points depending on the counselor's
estimation of the patient's sincerity and participation during the
session,

3. Group counseling sessions: O to 3 points depending on the group
counselor's estimation of the patient's sincerity and participation
during the session.
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1. General appearance and behavior: ¢ to 5/wsek depending on the patient's
counselor and other staff mumbers ratiag of the patient's general appear-
ance and behavior duriny the waeik. These ratings will be based on neat-
ness, sobriety, motivation, and cooperation. (Due to the very general
nature of this category and the fact that the final rating will be based

on the rating of more than one person the number of points awarded can
not be debated,)

IV. Bonus points for consistent motivation and responsible behavior

1. Earning 12 points or more each week for four consecutive weeks:
2 points. The number of bonus points awarded for this level of con=
sistent performance will be increased by one every other week after
the fourth week so that the patient will be awarded 3 bonus points
on the sixth consecutive week of earning 12 or more points and 4 bonus
points on the eighth consecutive week of earning 12 or more points,
etc, Bonus points will not be counted as part of the patient's weekly
point earnings although they may be used in the same way as points
earned by any other means.

2, Earning 14 points or more each week for four consecutive weeks:
3 points. The number of bonus points awarded for this level of con-
sistent performance will be increased by two every other week after
the fourth week as long as this level of performance is maintained.
Thus on the sixth consecutive week that the patient has earned 14
points or more he will be awarded 5 bonus points and on the eighth
consecutive week of earning 14 points or more he will be awarded 7
bonus points, etc. Again, bonus points will not be counted as part
of the patient's weekly point earning.

3. Earning 16 points or more each week for four consecutive weeks:
4 points. The number of bonus points awarded for this level of con=
sistent performance will be increased by three every other week after

the fourth week as long as this level of performance is maintained in
the same manner outlined abova.

*NOTE: No points may be earned by any patient until all admission requlire-
ments have been completed. The patient is solely responsible for seeing
that these requirements are fulfilled. Admission requirements inciude:
(1) Completing all necessary forms .

(2) Paying initial fee

(3) Completing psychological tests

(4) Seeing Dr. Foster for initial evaluation

{(5) Completing lab work (if required)

{6) Having |.D, card made.
Each patient's point record will be kept by his or her counselor. Therefore
patients should consult their individual counseler with any questions they may

have regarding this system or how many points they have accumulated. Suggest=
ions as to how to improve the system will be welcomed.
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Points earned according to the above cutlinmed scthedsle say be spent in any or
all of the following ways:

1.

ith.

*Note:

Acquiring take home medicine for speciat occasions if approved by your
counselor and Dr. Foster. {Two days advance notice is required., Please
note that this is not extra medicine only madicine to be taken home when
you won't be able to come in. Also no more than 3 days supply can be
taken home,)

1. 1 days medicine to be taken home: 5 points
2. 2 days medicine to be taken home: 12 points
3. 3 days medicine to be taken home: 20 points

Partial payment of fees: Points will be accepted in the place of money
for the payment of treatment fees at the rate of 10 points per one dolliar,

Progressing from one treatment class to the next where the patient will
be required to come to the center less frequerntly to pick up his medicine,*

l. Class 1 {coming in seven days/week) to Class 2 (six days/week with
Sunday's medicine taken home on Saturday): 20 points

2. Class 2 (six day/week) to Class 3 (five days/week with Saturday and
Sunday medicine taken home on Friday): 45 points

3. Class 3 (five day/week) to Class 4 (three day/week Monday, Wednesday,
and Friday or Tuesday, Thursday and Saturday with medicine for other
days taken home}: 60 points plus 3 points per week for being maintained
on a Ciass & level.

L, Class & (three days/week) to Class 5 (two days/week with medicine for
other days taken home): 85 points plus 5 points per week for being
maintained on a Class 5 level,

Progressing from one treatment class to another is subject to staff
approval and having the required numbsr of points only entitles the
patient to consideration for advancement, it does rot guarantee it.

If you would like to use your points to advance from one treatment
class to the next, you should inform your counselor of this decision.
He will check to see that you have enough points and if you do have
enough points hs will bring your request up at the next staff meeting,
He will notify you of the staffs decision as soon as possible and f
the request is approved he will deduct the required number of points
from your total,

A patient may be moved from a higher treatment class to a lower treate
ment class without any point refund if the staff feels that the
patients behavior does not warrart the amount of freedom and respons=
ibility he has been receiving or that the patient's behavior consti-
tutes a threat to the program,
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Patients will be dismissed from the Methsdone Program and placad on the Detoxi~
fication Phase for rapid withdrawa! from addiction to Methadone for the following
reasons:

i, Physical violence or threat of physical violence %o staff or other
patients.

2. Redistribution of medication for any reason or in any manner,

3. Possession of illicit drugs or alcohol on the premises.

4, Missing three consecutive doses of Methadone unless the patient gives
prior notification to the staff that he will be unable to pick up his
Methadone and provides a valid reason.

5. Theft or willful destruction of Center property.

6. Indictment for possession or sale of illicit drugs after being placed
on maintenance.

7. Failure to participate in any therapeutic activity at the 0,T.C.

8. Being intoxicated {from any substance) and unable.to receive Methadone
for any 3 consecutive days.

THESE PROCEDURES MAY BE CHANGED AS NECESSITY DICTATES,

HOUSE RULES

I.

Regular dispensing hours are from 6:00 a.m. to 11:00 a.m. (morning) and from
£:30 p.m. to 8:00 p.m. (evening). Medicine will be dispensed during these
times onty. ' .

All patients on the Methadone program must leave the premises by 10:00 p.m.
unless attending a scheduled activity.

Patients who appear to be intoxicated (from any substance) will not be dis~
pensed any medication until no longer intoxicated.

No patients are allowed in the Secretary's or any other Staff Member's
office without their verbal permission. Knock before entering.

Medication not dispensed as take home medicine must be consumed in the
presence of the dispensing nurse.

Patients will be expected to give urine specimens upon request. No medication
will be given until the specimen is obtained.



APPENDIX C

The following four pages contain a joint statement by
the Food and Drug Administration and the Bureau of Narcotics

and Dangerous Drugs entitled '"Conditions for Investigational

Use of Methadone for Maintenance Programs for Narcotic Addicts".

This statement sets forth the general guidelines for operation

of a methadone treatment program.
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PART 130~-NEW DRUGS

Conditions tor investigationot Use of
Mothadone for Maintenance Pro-
grams for Noarcotic Addicts

A nciice was publishied in ihe Fenrran
Ircrsrea of June 11, 1879 (28 F.R.
Q¢id) praposing eslablishment 21 CFR
130 441 of sccepiable puideiines for pro-
frams for the investigotion of mcethas
done in the maintenance treatment of
uarcotis sddicte. “The guidetines cf tha
Bureau of Norcotics and  Danperons
Dreas, Devariment of Justice, ware ajso
nropussd Junc i, 1970 35 .. 9015)

In respanse, 8 subslantisl number of
convnoiste were received from the medl-
cu) comriunity throush the American
Medical Associalion, Student American
wierhounl Assoctation, American Psychi-
atric Assaciaton, Natlonnl Academy of
Sewuces-Natlonnl  Rescarch  Councll,
known suiboritles in the trealment of
Grup addisiion, and from Individuals
encd mutucipnlities currently operating
methadone mamienance Brerrams,

‘Thie majnority of the comments are tn

the form of oblections o provisions of
the .J.owcoi and the resulation, &s
follows

1. T"‘r eriteria in the protacol for the
exciusion of nt:bjccr. from the stuales:
Preghansy. peyolonis, scrious physical
diseases, and persoens less than 18 years
uf ape,

%, ‘The requirement jn the protocol
that vo more than a 3-day supply be
given 5 a sucject #t one time.

3. The neeessity for making records
svallable to the Food and Drug Adminis-
iratlion and 0 the Bureau of Narcotics
ruad Daneerous Drues and the lack of &
surranies of confidentiality of palient
recoerds.

4, The requirement that one of the
obiectives of tire studies be a relwun to
the drug-free slale.

L Tuae reqguirement that the doesage
level be limited to 160 milligrams per
any.

§. The nrcessity of obtaining prior
approvel {romn the Burcaw of Narcotics
and Dengerous Drugs,

7. The resylromients for weekly urine
analvisis nnd other Iaboratory tests and
examinatons,

R, ihe classifeatien of the use of
methadone o the malntenance trest-
ment of narcolic addlcts as an Investign-
tlonad use,

9. The reguintion belng overly restrie-
rive and not in the best interest of the
public,

The Cormmissioner of Food and Druga,
havinr conridered the comments and
kaving met with renresentatives of in-

fhn

papested proasis, asrociabions, aud indl-
vidials for i v iinew sion, finds thatr
3 (i eammeents are

.1'L.r,'|m... J.‘L"'!'.aui,}l'! !
Lors Lo Ui nbed nr-.t(‘m} 'Il:*v !'s 1
mwm‘upui.,u w o shee the orotocei {5
tntended oniy ns 1ontuge Lo acstsl the
srofuasion, municipaties, orranizations,
and ¢ther egroaps whe nre interested in
sponsoring procrams for the Invesliza-
fion or mctivndons 11 the mndntenance

treatmeint of parcotic eddicts. I3 is not

intendeyd that cvery micthadone program
ne contineg to tho limits of this protocul.
Modirlcalion of the protoccl and com-
picicly dificreni protocols wlil be -
comicd, provided they can be justificd
kv the sponser. Mocifications and com-
pMelely  different preotocols consistent
withi public welfate and safety will be
approved.

2. Bince the suprested protocol is in-
tended a5 an aid o those who wish to
spousor programs for lhe.nvestipation
of methadone Inn the maintenence treat-
moent of narcotic addicts, it is recog-
nized that it would be te the benefit of
ihe Food and Drug Administration, the
Burean of Narcotics and Dangerous
Drurs, and Lhe sponsors of the investiga-
tions to have a sugzyested protocol that
would be aceepinble to the majority of
gponsars while satisiving the require-
ments of the two sfercracntioned agen-
cles. Accordingly, the following revisions
have been made jn the regulation as
adopted below:

a. The provision of the protecol
"Criteri.s for cxclusien from the pro-
gram’ has been changed to YPatients re-
quiring_ special  consider atlon.” Prmf
naxcy. paychosis, Berious physlcal dis
case, and being less than 18 years of Bge
ere nob reasons for automatic ¢limina-
tions from a program tut are conditions
that merit special considerations which
are detailed.

b. A provision has been added to the
protocol ta permié the Investigator to
exzeed the dosage of 180 milligrams per
dey when the investizator finds it essen-
tiat 19 do so and describes the considera-
tlons lending o such dosage levels i his
proto\,nl

¢. The requiremcnt for laboratory ex-
aminations at G-monih intervals has
been changed to 1-year intervals;

d. The ohjectives of the study have
been clarifled. |

3. The remaining comments concern-
ing the profocol and not mentioned
nhove denal primarlly with problems that
can be met by submission of & modihied
protoca? to be Jjudred on individunl merit,

4. Regrrding the objection that the
recorgkecping  requirements and the
noecessity for making records available
o the ¥Food and Drug Administration
and the sureau ol Narcotics and Dan-
rerous Drugs could violate the confiden-
tial relationship between the patient and
the physician: The Fedreral Pood, Drup,
and Cosmucule Acy provides for promul-
gating regulntions that require the spone
sor of the drug fnvestigstions to main-
taln adcquate records and that these
records be made availshle to authorized
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personne? of the Fond and Drug Admin-
Istration. These reeordi nnt be ade-
nunte in ine evont that fellywvup on ad-
verse  reaction  informatien requires
iarntification of the patient. The Bureau
of Merzotles and Danperasen Drags 13 au-
thorized to hmve accrsn to thene records
under the Hatrtson Naraatic Act,

5. Methadone used in the maintenance
treatment of narcotic addicts Is an {ne-
vestinational use drug becouse, despite
recent reseprch palng, there remaing ne
adeguate evidenee of lena-term snfety
and of long-lenn eifesiiveness far this
use o permit gencrat marketabllty of
meihadone for malntenance treailment
undcr the Pederal Food, 1Dy, and Cos-
mcetic Act standards for ncw drugs,

6. Itf. is necessary thnt prior approval
for methadone maintenance progrums be
obtained from the Bureau of Narcotlcs
and Dangerous Drugs as well as the Food
and Drug Admfnlstration because of this
arur’s potential for nbuse, The Bureau
of Narcoties and Danperous Drugs' ap-
proval will be based on the cxistence of
adequate control procedurns to prevent
diversion of the dryp into illicit ¢han-
nels. Since the applications will be sub-
mitted only to the Food and Drug
Administration and reviewcot simultane-
ously by the two apencles, the incon-
venience to the sponsor and the delay
of approval will be minimal.

Therefore, pursuant to provisions of
the Federnl Food, Idrur, and Cosmetic
Act (secs. 505, 701(a), 52 Stat. 105253,
as amended, 1055; 21 U.S.C, 355, 371(a))
and under authority delesated to the
Commissioner (21 CFR 2.120), the fol~
lowing ncw sectlon 1s added to Part 130

§130.44 Conditions for investigationsl
nee of methadone for maintenance
programs for narcotic addicta,

{a) There is widesprcad interest in the
use of methadone for the maintenance
treatment of narcotic nddicts, Though
methadone Js a markeied deug spproved
throuch the new-drug procedures for

specific indications, its use in the main«

tenance treatment of narcolic addicts is
an investipational use for which substan-
tinl evidence of Jong-term safety and ef-
fectiveness is not yet available under the
Yederal Food, Drug, snd Cosmetic Act

standards for the general marketability .

of new drugs. In addition, methadone is
a confrolled narcotic sublicect to the provi-
sions of thie Harrlson Narcotle Act and
has been shown to have significant
potentinl for abuse. In order to assure
that the public Intorest 1s adequately
protected, and in vicw of the unigueness
of this method of treatment, it is neces-

sary that a methadone . malntenance -

program be closely monifored to prevent
diversion of the drug inln Niteit channels
and to assure the develnpment of seien-
tiflcally useful data, Accordingly, the
¥ood sand Drig Adminl:tration and the
Burcau of Narcotle and Dangerous Drugs
conclude that prior o ihe use of metha-
done !n the maintenance treatment of
narcotiec addicts, advance arpproval of
both agencies is required. The approval
will be based on a review of &8 Notice of
Claimed Invesiigational Ixemption for
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a Now Dnug submitted to the ¥ood and
Drag Adouudstiration and seviewed con-
currently by the Toad and vy Admin-
istreyon in. soelentiic mer!Nend by the
Bureall of darcstica sod Drnperous
Drugs fer druz coniml] reguirements.

{hy No person msy sell, deliver, or
-otherwisy dlspose of methndone for 140
in the meintznance treatiment of nar-
caife addicla unill a study providing for
auch use haa had the advance approval
of ti:x Comenissioner of Pood and Drugs

on the basls of a Notice of Claimed In-~
vestiontional Exemention for & New Druy
Yustifyiuz sich studties,

(¢} An abbreviated Notiee of Clalmed
nvestipational Duromption for a New
Dria st:ali be submlitted In four coples
te the U3, Food and Drug Admintstra-
tioen, 5600 Yishers Lane, Rockville, Md.
20852, Forms cntitlcd "Motice of Cialined
Investipational Exeruption for Metba-
done far Use in the Malnwenhance Yreri-
ment of Narvolle Addicts,”jsultable for
such B subdtisston may be obtained from
the above addressylhe submission should
he signed by the person in charge of the
maidntenance program who will be re-
gnrded &5 the responsible party and spon-
#ar for the exemptiong (Y the sponsor Is
& manufacturer or d’ilstrlbutor of the
druy, the reguiations: as oulllned in
¥ 110 3 should be follow@d except where
the guldelines oot forth below in this
section are eppropriate.)he notlce shall
contnin the followhr:

(1} Neame o! sponsor, address, and date
and the namne of the Investigational diug,
which s methadone,

{2) A description of the forin in which
the drug is purchased (Ior exemple, bulk
powder or tablet or other orgl dosage
form?, the name end address of the
manujecturer or supplier, and s state~
ment that the drug meets the require~
ments of the Uniied States Pharmaco-
peia or the Nations) ¥ormulary if rec~
ognized therein, If it is in an oral form
desicned to minimice its poiential tor
abpuse, and is not recornized in the U.S P,
or N.F, assuranze that the drug meets
adequats specificntlons for {ts intended
use should be provided. This Informeation
moy be obtalned from the manufacturer.
It outk powder Is used, a statement de~
faling how it is to be formulated, the
name and quelifications of the person
formulating the dozaze form, and the ad-
dress of where the fnvmulating will take
piace 1? it is to {eke pince at any location
other than tbe vrincipal address of the
EPONSOY. ’

(3) ‘The nams, address,
meary of th
perianee of
other  proic

and s sume
scicalifin training and ex-
cazh investipatsr, and all
tepal  perronnel  heviae
mipjor resoansioiity  the resenrel and
rehntbilitotive  zffert, and  Individuals
chaecged witn moniloring the preogress of
the Jovertirnnion and evaluating tha
safely end effestiveness of the drug if the
monitar iz einer than a physiclon-

EPOnSLT, AN nveddeaior, other than g
physicen-sponnr (and invesiigators -
mediny responaitia to a physiclan-

eponRNY BNd named 4o his submisaton)
whia nes signad & form P5-1671 or tho
fortn erlinled “intics of Cialoied Inyvess

tigailonnl
Use in Mai Dentmont of Mag.
collc Addlcts,” i reginead ws sign b S
Y1673, oburinarly {rom the Foed and
Drog Adimindsiration,

41 A deserintion o the Lrollitics
Bvailanie to the sponsor Lo perform ths
reguered tests nsiudics the name of eny
nosolal, institation, or ellndae! Inbora-
tory focllity to be employed it cornectinn
with ibe investigeticn.

(&) Asintement regarding fhe number
of sublects to be Inclezled in the program,

{6) A statemient of the protocol. The
following is an accentuble droteeol; how
ever, 1 is ot to be consirued that this
protocol must be adbered to in order to
obtpin clearnnee by tiiz Food and Drug
Administration and the Bureau of Nar-
cotlics and Dangerotis Drugs. This proto-
col 13 inlended primarily as a gnide {or
nvestirators who wish guldance in what
sald apencies conslder ascepiable. In-
vestipators who wich to do so inay submit
modlfications of this protecel or other
protocols; these will pe judred on thelr
merits,

or Yiethmdonn for
I FOR Y

PRo'rocoL

A. Objectives, 1, To evalurte the safery of
long term methadens sdialnistration at vary-
Ing dosnge.

2. To evaluate the #Micacy of oral metha-
done por &2 In decrensing the eraving for
othey Dareotic drugs and in minimizing their
cuphoriant effect.

3. T'o evaluate the efficacy of methadons as
a phprmacolopicnal mololy in facilitating so-
cial rehablittation of narcotie addicta,

4. 1o determine which addicts are capable
of returning to an ecduring drig-free state,

B. adwndssfont eriterin, 1. Documented hise
tory of physiologlcal dependence on one or
more oplate drugs, the duration of which ia to
be stated.

2. Conflrmed history of one or more fali~
ures of ircatment for thelr physiological de-
pendenco on oplates.

3. Eviderce of current physiclogical de-
pendence on oplates..

An exception io the third eriterion (cur-
renit pbyslolingical Sependence on oplates) 18
silowahle In exceptlona! circumstances for
certain subjects for whom tnethadones main-
tensnee may be Initiated a short time prior

Lo of upon releacs from san institution. This

rroceduie should be justified on the basle of
a history of previous ralapses, In there cir-
cumstances, appropriale descriptiocs of the
frellitles, procedurss, and qualificaslons of
ihe permennel of the lustltutien sre to bo
included in the application flied by the
EpGRROY,

Buljeets who wish ta do 80 may be trans-
ferred from ene npproved propram to another,

C. Paticnts requiring specic! considers-
tion—1t. Fregngnt matficnts, Brfe uzo of
methadone I pregnsney hes not been ea-
tablished, There is llmited documentaed clint-
¢al experience with pregnant patients treated
with mrethadone, and animal reproduoction
siudiss have not been done, it 18 therefore
preferable that pregnant patients bo hos-
pitalized and withdrawn from narcotics, If
such a courso ta not fens!ble, pregnrnt pa-
tlonta may be included provided the patient
18 Informed of the poasible harard. To minj-
intza the risk of phystolopical dependence of
e new barn, or olboer complications, preg-
nant women should be maintalned on minl-
mai doasge, ‘The inventigntor should promptly
report io the Food and Iirug Administration
the condltion of éach Infant bern to a mother
in & mathadone main{enance progrem,

2. Failents tolth acrivua physical iliness,
Patients with sectous conoomitant physionl
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filitess are {0 Ha Insindad 14 methadons main. =

tensuce agzam obly Al enmprrhansive
medgal eara §ioavelalbis, Much patlents ree
Ljuws carefui gheervation rcr »0F adverye efs
‘octe of mothindons and Intaraciions with
tiher medications, The fnveutipator ahouid
nromptly report sdverse ci72cts snd evidencs
of lntersctions to the Food and Drug
Aduminlstration,

3. Psjychotia patienls. Perychatle patients
may bs incjuded In methadona maintennnce
programs when adequnts psychinlriec consul-
lation Ang care im avsilnhle, Admigistration
of conenmitant paychotrepic rgents requircs
carcfnl obacrvation for possihie drug inter-
nction. Bueh occurrencea choutd be promptly
reported.

Inventigators who intend to liclude in thelr
programs patients kn catagnrics 1, 2, and/or
3 sbovs ahculd so state in thelr protocols
and should glve asaurancs of sppropriste
precautions,

4. Paticnts icss than I8 ycarx of age. 1t 13
!mperative that sdolescenis ba afforded the
venefit of other trentment modalities whens
ever poaalble and that thors with minimal
hiztorieg of physiotogicet dependence be ex«
<luded {rom rietbadonn mnintenAnce pro-
grams, Investigators who wish to Include
rdolesernts fn the program ore therefore
required to submli npecinl protocols for this
purpose, These protocols ahould atate in de-
tati the number of such patients to bHe
treated, the alternative treatnient methods
avalinpble, the eriterla tfor selection, the
screening proceduires, and the anclllary pro-
cedures to bo empioyed.

D. Admission eveluation. 1. Recorded hig-
iory to include age, scx, histary of arrests
and convictions, educat!onai level, emplog-

ment history, and . past and present history -

of drug abuse of all typea,
2, Medical history of sizgnificant !linesses.

and/or treatment,

4. Assessment of the degres of physical
dependence on and psychic craving for nar-
cotles and other drugs, ansd evalustion of the
attitudes toward and motivations for par-
tictpation In the prograpy

5. Formal paychiatrie examination In sub.
Yects with a prior hirtory cf psychlatric treat-
ment and 1o those in whom thers is & gues-
tion of psychosls and/or compatence to give
taformed consent,

8, Phyalcal examination.

7. Chest X-ray.

8. Laboratory examinatinna to Includs come
plete blood count, routina urlnalysis, llver
function studies {including SGOT, alkaline
phozphatase, and total proteln and albumin
globulin ratio), blood ures nitrogen, and
gerologie test for syphilia.

F. Procedure—1, Dosecge and adm!nistrd-

e
3. History of prior psychistric evaluation »~

N

tion. The methadone lg te he administered In -

ATl OrRl form 80 formulated as t0 minimice
misuse by parenteral injection. The Initial
dosage 18 to bo low; for example, 20 milligrams
per day. Bubsequently, the dosage I8 to be
adjusted indlvidually, ns tolerated and as
required, up to 160 miilizrams per day. In
exceptional eeses, Investipatora may find 1t
essentlal o exceed this dosaga to obtatn tha
intended effect, If such ¢azes are ancountersd,

the initial protocol or an rimended protocol |

ehould Include the maximum doasge to be
rdmintstered, the numibvr of pntients for
whom atoh dosape 1 regnired, and a deneripa-
tion of the considerntlenn teading to such
dosage Invels. The methnione i3 to be ad-
mintatored under the clore avprryision of the
investigator ar responsible prisang deslgninted
by him. Initially, the aubjsct 15 to recelvs
the medicatton under eoheervatlon each day,
After demonatrating adherence te the pro-
gram, tho aubhjsct may bo parmitted twice
woskly observed medioation intake with no
mora thag & §-day supply rontinaly allowed
in hia posseasion, Additional medlostion may
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“ limltations of
_fupdipg svallable end in the interest of in-

he pravided In exceplional clreumsisnees,
auch a8 lliners, fumlly crisls, or ncocspary
tyayel, where hardrhip would resuit from re-
quiring the cartomary odbserved medicaiion
intake for Lhe cpeciiie period In question.

2. Urinalysis. Urine collectlon 18 to be
zupervieed; arine specimena are to bo ana-
Iyzed for methadone, norphine, quinine,
¢acalne, barbiturntes, and amphctamines;
urine specimens are to be poolad or selected
randomly for analysis at Intervals not exceed-
thg 1 weck.

3. Rehabilitatine measures. Rehabdbilitative
messures 85 Indiceted mey include indi-
widuel and/or group psychotherapy, coumn-
sellng, vocational guidance, and job ™ and
educational pincoment.

4. Abnormalitics, There shall be adequate
invesiigation rRnd sppropriateé management
{Includ!ng pecessary referral and consulta-
tlon) of any abnormalitles detected on the
basis of history, physical examination, or
laboratory examinstion at the time of ad-
mission to the program or subsequently,
including eveluation and trestment, of inter-
current physical Iliness with observation for
complications which mlight result from
methadone.

6. Repeated examinations. Physical ex-
amination, chest X.ray, and laboratory ¢x-
amlnations conducted at the time of ad-
mission are to be repested annually.

6. Discontinuation and jfollowup, Con-
glderntion is to be given to discontinuing
the drug for participants who have main-
talned ratisfactory ad)ustment over ant ex-
tended pertod of time. In such cases, follow-
up evaluetion 18 to bo obiained periodically.

7. Hceords. Adequate records are to be kept
for each participant on each saspect of the
treatment progrom, including adverse reac-
tlong and the treatment thereof.

P. Other special procedures. Within the
personnel, facllities, snd

creasing knowledpe of the safety and eficacy
of the drupg itsell, the following procedures
ara supgested ms worthwhile, {o be carried
out at baseline and periodicaMy in rapdomly
pelected subjects: EKG, EEG, measures of
respiratory, cardlovascular, and renal func-
tion, psychological test battery, and slmu-
lated driving performance.

G. Voluntary and involuniary termina-
tions. Subjects who have demonstrated
continued frequent abuse of narcotics or
other drugs, slcohnlism, criminal activity,
or perzistent fallure to adhtre to the re-
qgulremneats of the program aré ordinarlly to
be términated snd thelr records should re-
fiect thats they are treatment foliures. If
they are continued indefinliely in the pro-
gram, the reascnn Iue o doing should bo
stated In the proiicol.

H. Rertilts. 1. Evaluation of the safety of
the drug admlnistered ever prolenged periods
of time la ta be based on resvita of physical
examination, laboratery exarainatlions, ad-
srrse eactlons, and results of speclal pros
cedurss when these have heen carrled out,

2. Fvalunijon of cffeciivensss oo rehehill-
tution 18 to be haned on aucil criteris aa:

/n. Arxest roeorde.

“b. Extent. of nlechol abuse,

Yo Extent of drug abuac.

“d, Oceupailonal adiustment verified by
employers ¢r recnnis of earninge,

‘p, Bocirl mdjustment verifisd whenever
possible by fanilly mcmbees or other reil-
able perscns.

7. Withdrawal from methedone and
achicvement of an enduring drug-free status.

3. Evaluntions are to he recorded at pre-
determined Intervels; for exemple, monthly
for the flrst 3 months, nat 6§ months, and at
e-month Intervals therzafter.

1. Fvalnation group. Whenever possible, &
loeally oriented Independent evaluatlon coni-
mitiee of professionelly trained and quallfied
persons hot direetly involved In the project
nor organized by the sponsor wlll Jnepect
tacllitics, interview personnel and selected
patlents, and review individuals' records and
the periodlc analysts of the data.

{d) The sponsor shall assure that ade-
guate and accurate records are kept of
all observations and other data pertinent
to the investigation on ecach individual
treated. The sponsor shall make the rec-
ords available for inspection by author-
ized agents of the Food and Drug
Adminjstration. The Burcay of Narcotles
angd Dangerous Drugs is also authorized
to inspect these records under the
Harrison Narcotic Act.

(&) The sponsor Is required to main-
tain adequate records showing the dates,
guantity, and batch or code marks of
the drug used. These records must be
retained for the duration of the
Investigation.

(f} The sponsor shrll monitor the
progress of thé investigatlons and evalu-
ate the evidence relating to the safety
and efectiveness of the drug. Accurate
prorress reports of the Investigation and
sirmificant findings shall be submitted to
the Food and Drug Admlnistration at
intervals not exceeding periods of 1
year. All reports of the Investigation
shall be retained for the duration of the
investigation,

(g) The sponser shall promptly notify
the Food and Drug Adminijstration of
any findings associated with the use of
the drug that may suggest signlficant
hazards, contraindications, side effects,
and precautions pertinent to the safety
of the drug. )

(h} The physician-sponsor or indi-
vidual investigators in admitting adaicts
to the'investigational treatment program
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are reqguired to give 1o the adrdict an ac-
curate description of tlic limliations as
well as ¢he possihle benrfits which the
addaict mey derive from the prosram.

{1> The physician-sponsor or each
Individunl investicrator of this program
shall certify that the firug will be used
and administered only to subjects under
his personal supervision or under the
supervision of personnel directly respon-
sible ta him; a stafement to this effect
shall be included in the notice. The sign-
ing of the form “Notice of Claimed In-'
vestigational Exeraption for Mcthadone
for Use in the Maintenance Treatment
of Narcobics Addicts” by a physician-
sponsor of the form FI3-1573 by an in-
vestigator will satisfy this requirement.

(]} The physician-sponsor or each in-
dividual investigator sbail certify that
alt particlpants will be informed that
drugs are being used for investigational
purposes, and will obtain the informed
consent of the sublecis and shall include
a statement to this effcet in the notlee.
The signing of the forms as indicated in
paragraph (1) of this section will satisfy
this requirement.

{k) Failure to conform to the protocol
for which approval has becn received
from the Food and Drug Administration
and the Buregu of Narcoties and Dan-
gerous Drugs will be a basis for termina-
tion of the claimed investigational
exemption,

(1) The sponsor of a ‘“Notice of
Ciaimed Investigational Exemption for

a New Drug” already on file with the .
Food and Drueg Administration should - -

review and amend his submission to
bring it into accord with the acceptable
protocol where appropriate within 60
days after the effective date of this see-
tion. All differences in his protocol
from the suggested protoco! should be
}ustifled, .

(m) Provisions under the Harrison
Narcotic Act enforeed by the Department
of Justice are applicable to this use of
methadone.

Effective date. This order is effective
upon publication in the FEDERAL REGISTER
{4-2-T1), :

{Secs. 605, 701(a}, B2 Stat. 1052-53, as
smended, 1655; 21 U.B.C. 366, 371(a))
Dated: March 25, 1971,

" CHARLES C. EDWARDS,
Commissioner of Food and Drugs.
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(keprinted feom Federal Registar of April 2,

Tt H5—-{TE50AL REVENUE
‘hapter l-lntetnal Revenue Service,

Bepariment of the Treasury

SUSCHAPTER A—INCOME TAX
IT.D. T100}

{Trensury Decision 7076]

‘ART 151—HKEGULATORY TAXES ON
NARCOTIC DRUGS

Administering and Dispensing
Regquirements

On June 11, 1970, there was published
n the FepErAL RrL6IsTER, 35 F.R. 8015,
016, 8 notice of proposed rule making
umending §151.411 of Title 26 of the
sode of Federal Regulations in order to
nake clear the conditions upon which
yractitioners may administer or dispense
sareotic drues in the course of conduct-
ng clinice] investigntions in the develw
yprent of methadone maintenance re-
wabilitation programs. Essenttally, the
syroposal would require that practitioners
ybtain approvel prior to the initiation of
.uch ap jnvestigation by submission of 8
votice of Claimed Investipational Ex-
smp:tian for a Rew Drur to the Food and
Jrug Administration which would then
e reviowed concurrently by that sgency
‘or scienufic aerit and by the Burcau of
Narcotics and Dangerous Drugs for drug
sontral requirements,

"his proposal was published in con-
jupcion with a notice of proposed rule
mnaking published by the Commissioner
i Food and Drugs for addition of a new
section to Part 130 of Title 21 of the Code
3{ Federal Regulations. Among other
matters this notice contained acceptable
sriteria. and guidelines agreed upon by
‘he Food and Drug Administration and
.he Bureau of Narcotics and Dangerous
Drugs for the conduct of clinieal inves-
igations of this nature. Since \he origi-
aal publication of both of these notices,
wo extencions of 30 days each have been
rranted for the receipt of additional writ-
.en comments. After extensive review of
e written comments recelved, both
1pencies have agreed upon certain altera-
Jons tn the proposed criteria and guide-
lnes which are designed to Iecilitate

an« tn accoimmadnie
the diverse need: sng intesests of the
sclentiile commurily. These chaages
have been oifected hy aporoprinie mod!-
fication of the new section to be added
to Part 130 of Title 2¥ af fne Code of
Foderal Regulations publizhed cisewhere
i1 this issue of the FEnpraL REGISTER. In-
asmuch a5 the bulk of comments recelved
eoncern the criterin and cuidelines ap-
pearing originglly in that proposal, noe
modifications of the proposed amend-
ment to § 151.411 of Title 26 of the Code
of Federal Regulations as published on
June 11, 1970, have been underteken.

As previously set forth, it is recognized
that the investigational use of metha-
done, a class “A” narcotic drug requiring
the prolonged maintenance of narcotic
dependence as part of a total rehabllita-
tion effcrt, has shown promise in the
management  and  rchabiliintion  of
selected narcotic addicts, Jn addition, it
is a drug which has been shown to have
a significant potential for abuse, The
amendment which follovws §5 desiened to
clarify the conditions under which it
may be uscd for the speciflic investipa-
tional purpose indicated until such time
as the results of prezent and future
clinical investigations may indicate the
necessity for reevaluatlon of current
uses and control mechanisms. It does not
anthorize the preseribing of narcotie
drugs for any such purpose, see 26 CFR,
151.392. Moroover, 14 docs not allect any
other uses of narcotic drugs, or waive
any reguirements eoncerning the eon-
trol, security. use, transfer, or distribu-
tion of narcotic drugs imposed by other
Federal narcotic laws ar regulations,
The amendment shall become efJective
as of the date of this publication; how=-
ever, those practitioners currently en-
gaged in the operation of a bona fide
clini¢cal investigation shill have a period
of 60 days in which to submit or resube
mit a Notice of Claimed. Investigational
Exemption for approval,

furtter rasearah

Accordingly, under the authority

previously cited in the notice of proposed |
rule making published Iin the FEMERAL .

REGISTER on June 11, 100, 35 F.R. »vl5,
9016, the word “'Dispensing” precedung
§ 151,411 of Part 151 of Titie 26 of the

971; 36 ¥.R. 6081)
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Coge of Federal Regulalions s hereby
deletea and § 161.411 is amnended to read
as foliows:

§ 151411  Adminisicring and dispens.
ing.

{a) Practitioners may administer or
dispense harcotic drugs {o bona fide
paticnts pursuant to the legitimate
practice of thelr profession wlthout pre-
scriptions or order forms.

(b> The administering or dispensing
of narcotic drugs to narcotic drug de-
pendent persons for the purpose of con-
tinuing their dependence upon such
drugs in the course of conducting an au-
thorized clinical investigation in the
development of & nercotic addict re-
habilitation programi shall be deemed
to fal! within the meaning of the term
“in the course of professional practice™
in scctions 4704(B) (2) and 4705(c) (1)
of title 26 of the United States Code:
Provided, That approval is ohtained
prinr to the initistion of such a pro-
gram by submisslon of a Notice of
Claimed Investigational Exemption for
a New Drug to the Ycod snd Dmg Ad-
ministration which will be reviewed con=-
currenily by the Xocd and Drug Ad-
mintstration for scientific merit and by
the Burcau of Narcotics and Dangerous
Drugs for drug econtrcl requirements;
and provided further that the eclinical

investigation thereafter accords with.

such approval; see 21 CFR 130.44, The
preseribing of narcotic drugs is nct pu-
thorized for any such purposes.

Eflective date. Thls Treasury decision
shall be effective when published in the
PEDERAL REGISTER (4-2-T1),

Dated: March 25, 1971,

[axar} JoEN T, INGERSOLL,
Director, Burcar of Narcotics
and Dangerous Drugs, Des

partment of Justice. '

RanpoLrn W, THROWKR,
Commissioner, Inlernal Reps
entte Service, Depariment of
of the Treasury. .

Approved: March 25, 1871,

Epwin 8, COXEN,
Assistant Secretars
of the Treasury.
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