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PREFACE

This is one of a series of Monographs developed by the Special Action Office for Drug Abuse
Prevention to help present ideas regarding efficient and effective ways of providing drug abuse treatment
services. This “how to” manual is intended for guidance only and in no way implies that this is the only
way of providing quality care. We hope you will consider this information in light of your individual
program and modify it accordingly.

This Monograph is to serve as a model for the program administrator in both the early planning stages
and actual implementation phase of a Residential Methadone program. The concept of the residential
methadone program, its goals, treatment plans, and methods of operation, are described in this Monograph
with specific implementation guidelines.

We hope you find this Monograph helpful and are able to tailor it to meet your specific drug treatment
goals.

Robert L. DuPont, M.D.
Director
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| Introduction

Residential methadone programs may be characterized as short-term highly structured treatment
regimens for that segment of the addict population having particular difficulty with methadone
stabilization or detoxification. Through intensive counseling, support, and supervision, residential
methadone programs provide a therapeutic regimen that is oriented toward consideration of individual
needs. Moreover, the residential setting facilitates 24-hour clinical observation of clients’ reactions to
methadone. Geared for rapid turnover, residential methadone programs have as their treatment objective
two basic goals: to help clients stabilize or detoxify; and to return clients to outpatient maintenance or
abstinence programs for continued rehabilitation and reintegration into society.

Once the need for this type of service has been determined, and the decision is made to provide it,
some problems may be anticipated before the program is a reality. Ideological opposition, cost, and citizen
responsiveness all figure prominently in the initial decision. Once authorization has been obtained and the
go-ahead is given, however, responsible officials are then faced with what may prove to be an even more
complicated gquestion: how do we implement this kind of program?

The purpose of this manual is to answer that guestion. It is meant to serve the program administrator
as a guide both in early planning stages and in the actual implementation phase.

Essentially, this manual describes a model residential methadone program. For the purposes of this
document, it is assumed that the residence exists as an independent unit and is not part of a larger program.
Each component discussed is necessary for a smoothly-functioning operation, and each meets requirements
contained in the Food and Drug Administration regulations (See Exhibit 1), the CODAP client management
minimum standards {See Exhibit 2}, and the Federal Funding Criteria (See Exhibit 3).




A. What is residential methadone treatment?

Residential methadone treatment, like residential drug-free, provides a structured environment to assist
the addict with rehabilitation. But, unlike the drug-free community approach, residential methadone
treatment is geared for fairly rapid turnover. lts objective is to stabilize the client on methadone or detoxify
him via methadone so that after a period of three to six weeks he can re-gstablish himself in the community
while continuing in an outpatient methadone maintenance or abstinence clinic.

In a residential methadone treatment program, clients live and work together 24 hours a day for a
period of three to six weeks. The major therapeutic activities include encounter group therapy, vocational
readiness seminars, individual counseling, and family therapy as indicated. Individual vocational counseling
is available as needed. Each client has a job assignment which is necessary to program functioning (i.e.,
housekeeping and food preparation). As soon as possible, each client is enrolled in educational or job
training programs or employed.

Persons addicted to opiates who are placed on methadone maintenance often experience physical and
emotional problems in the initial treatment period. In most instances, these are problems which existed
prior to treatment but which were masked by opiate abuse. For some addicts, the change in life style
presents severe problems (e.g., loneliness, boredom, guilt, etc.). Many of these problems can be dealt with by
a counselor on an outpatient basis, but there will be some clients who require the intensive support and
structure provided by a residential program. Methadone maintenance clients requiring residential care
should be referred by their outpatient clinic. Staff at the residential program will then decide if the
referred client will be accepted and when return to the referring clinic should occur.

Residential programs are especially useful for clients who are detoxifying. FDA regulations permit the
use of methadone for detoxification from heroin for a period not to exceed 21 days. If any change in
life style is to be effected during this period, intensive therapy must be available. The residential
community provides an ideal environment for this kind of rehabilitation effort. Clients who are to be
detoxified may be admitted directly to the residential program or may be referred from an outpatient
clinic. For clients in both modalities a stay of about three to six weeks in the residential program should be
sufficient.

1. Methadone Maintenance

According to FDA regulations, methadone maintenance is the treatment classification for all clients
who receive methadone for more than 21 consecutive days. For purposes of clarification, anyone receiving
a regular dose of methadone at the same dose level, increasing dose levels, or decreasing dose levels for a
period lasting more than 21 days is to be considered a methadone maintenance client.

Methadone itself was first developed by the Germans in World War Il as a substitute for morphine. Its
analgesic qualities were recognized in this country shortly thereafter, and it was distributed under many
trade names, the best known being Dolophine. In the 1950’s, it was used extensively for heroin
detoxification, and, in 1964, Doctors Dole and Nyswander recognized its stabilizing effects on heroin
addicts and began their experi'mental project at Rockefeller University which led to the now famous
program at the Morris J. Bernstein Institute of the Beth Israel Medical Center.

Addicts meeting certain eligibility criteria are placed on methadone maintenance and given daily
dosages of methadone which relieve “‘drug craving.”” Once they are stabilized, cross tolerance, or “blocking,”’
develops which prevents the patient from feeling the effects of any heroin which he might inject and
renders his appearance virtually indistinguishable from that of the non-addict. It is this capability, then,
which defines the role of methadone maintenance in the treatment of heroin addiction.

The following are minimum eligibility criteria for methadone maintenance candidates:

The client volunteers for methadone maintenance;

The client has been dependent on opiates for at least two years;

The client is at least eighteen years old;

The client has not met requirement “'¢’’ but is at least 16 years old, has a documented history
of two or more years’ dependence on opiates prior to treatment application, has made two
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documented attempts to detoxify and has the Federal methadone consent form signed by a
parant, legal guardian, or responsible adult designated by the State Authority.

Clients opting for the maintenance category should be urged to continue in treatment after leaving the
residential program until their life situations have been stabilized for at least six months to a year. Likewise,
staff have a responsibility to remind clients that they may need methadone maintenance for an indefinite
period of time. This information should not be presented in a threatening manner; rather, staff should
explain that premature discontinuation of treatment is often associated with a return to heroin use and the
criminal behavior which the habit often necessitates.

Again, early in the treatment process, clients often express feelings of discouragement or frustration
with the medication routine. At this point, staff will begin receiving requests for immediate detoxification,
and it is important that such requests should be handled sympathetically but firmly. The ramifications of
methadone treatment should be reiterated with staff pointing out that while there is no “sure’” way to tell
who is ready for abstinence, past experience has shown that impulsive detoxification after a few weeks on
methadone is extremely risky.

2. Methadone Detoxification

Methadone detoxification is the treatment classification for clients receiving decreasing dosages of
methadone for a period not exceeding 21 days. Addicts who apply for methadone treatment but do not
meet the requirements for maintenance may be detoxified providing they are over 16 and have the proper
consent forms signed.

Anyone who detoxifies from methadone maintenance at the residential program should be urged to
stay in treatment until he is detoxified and after he has achieved abstinence to return to an outpatient
program for a period of approximately three months. During this time, urine testing and counseling should
continue.

B. What are the Goals of Residential Methadone Treatment?

Goals described here are general in nature and applicable to all residential methadone treatment
programs. In essence, they represent a consensus drawn from other programs’ experience to date.

Goals are useful to programs both in setting expectations and gauging client progress. For this reason, it
is crucial to a program’s operation that they are clearly understood by both staff and clients and that they
are capable of measurement.

For the purposes of this manual, the goals of methadone treatment programs are:

1. Elimination of Hllegal Drug Use.

Although not every client receiving methadone treatment will be able to eliminate drugs from his life,
one goal of treatment should be the discontinuation of all illegal drugs. Although this definition clearly
applies to heroin, cocaine, and non-prescribed barbiturates and amphetamines, alcohol should be regarded
in this category as well. Because the client has not been able to manage mood altering drugs in the past,
alcohol often poses a particularly difficult problem for him and should definitely not be permitted in the
residence. Although staff may feel hypocritical in advising abstention from alcohol, they should be aware of
its potential danger for methadone maintenance clients. This problem will be more fully discussed in the
section on alcohol.

2. Adoption of a Productive and Self-fulfilling Life Style.
This goal poses the greatest challenge for both clients and staff. In order to help staff deal positively

with this area, development of client self-esteem, employment, and behavioral patterns which conform to
society’s standards should be vigorously pursued as first steps. Attempts to involve clients, especially those




being detoxified, in job training, continued education, or employment must begin on admission if there are
to be any concrete results in three to six weeks.

3. Elimination of Criminal Behavior

In many ways, of course, this goal is integral to goal number 2. Nevertheless, since criminal activity
frequently occurs as part of the addict’s effort to maintain his heroin habit, it deserves special attention.
Methadone programs bear a responsibility to both clients and the larger community, so redirection from the
criminal life style reaps benefits for both.

4. Stabilization of Clients on Methadone Maintenance

There will be clients referred to the residential program whose immediate problems (e.g., no visible
means of support) so interfere with treatment that resolution of these will be the primary goa! of the
residential program. This may prove frustrating to staff who perceive the severity of certain deeply-rooted
behavioral problems and understand their continuing impact on the client’s life. However, since six weeks is
suggested for residential rehabilitation, counselors should concentrate on the more immediate, solvable
problems, note the others, and communicate those observations to the outpatient counselor who will,
hopefully, work with the client over a period of months. Of course, clinical indications for an abbreviated
ot lengthened residence must be considered.

C. Approach to Treatment

Historically, methadone maintenance treatment was first based on a medical model. Doctors Dole and
Nyswander viewed the addict as a person afflicted with a metabolic problem or disease. Simply stated,
methadone maintenance was the treatment prescribed to relieve the symptoms of this chronic problem.

In the early stages of development, the methadone clinic emphasized the physician/client relationship
and cast the physician in the primary decision-making role. Counseling, at that time, was viewed as a
support service not necessarily needed by all clients. Basically, medication, itself, was considered the
primary treatment, with the understanding of its properties and actions deemed to be of utmost importance
to staff and clients. In that model, methadone was compared to the use of insulin for diabetics and so
perceived as a life-saving treatment.

As the use of methadone gained popularity, the medical model was modified in various ways, one of
the most common being a comprehensive model which accepted methadone as a treatment tool which
could be effectively used in combination with both psychological and socially-oriented counseling.

Indeed, current FDA regulations and the Federal Funding Criteria have standardized the approach used
in methadone treatmert programs by requiring therapy, vocational and educational counseling, legal
services, and adjunctive medical services.

For the purposes of this manual, a “team” approach will be described. This approach has been selected
because it is flexible and meets all FDA requirements and Federal Funding Criteria. In the team approach,
both medical and psychosocial factors are considered elements of addiction; counseling efforts,
therefore, are viewed as equal components of the program. Most decisions, then, are made jointly, based on
input from both, although the counselor has the authority to make all non-medical decisions.

In this approach, the counselor serves as the primary therapist and the conduit through which clients
voice their needs. For example, requests for a change in medication dose, transfers to a different modality,
and referrals for vocational rehabilitation are all made through the counselor. The counselor consults with
the other members of the team to obtain their input; a decision is reached; and the resuits are then
communicated back to the client through the counselor. An important aspect of this approach is that it
makes the client the focal point at all times. It is the client’s needs which define the program’s scope and, in
many ways, this greatly simplifies decision-making.

Since the counselor in the residential program will have more contact with his clients than other staff
members and will be responsible for most treatment decisions, the choice of qualified staff is imperative.




Professionals experienced in counseiing opiate abusers must be hired. These staff members, in addition to
their treatment functions, should be used to supervise and train any paraprofessional staff employed.

Because counselors and medical staff work together, paraprofessionals can be supervised more readily
in the counseling area since their case management is scrutinized regularly by the medical staff as well as by
the counseling supervisor. The team approach by its very nature assures information exchange and sharing
of techniques. In effect, it offers built-in on-the-job training for all employees. It has another advantage, as
well. It eliminates the professional/paraprofessional split found in many programs by requiring input from
each team member. Healthy staff morale usually results from this approach.




{1 Administrator’s Guide to Planning

Once the responsible local officials have decided that a residential methadone treatment program is
needed, a project chief should be designated to head the next planning phase. For the purposes of this
manual, this individual will be called the administrator. The outline which follows is intended as a guide for
the administrator in organizing the planning process.

A. Program Planning Document

The administrator will find that a planning document gives him a program overview helpful in
developing a budget, hiring staff, and explaining the program, itself, to interested government and
community groups.

Many of the elements discussed in this manual can be incorporated into the plan, but the administrator
must determine for himself such issues as the number of clients who will receive services, the range of
services which can be provided in-house, and whether the program will be available to the community’s
addicts in general or geared to a specific popuiation. Although the program plan may well change for
a variety of reasons once the program is functioning, it is important that it be well thought out and
complete.’

B. Fiscal Review

The administrator should familiarize himself with the anticipated costs involved in the program so that
the budget is both reasonable and meaningful to him. Administrators should be aware that a range in cost
exists based on the program size. As of January, 1974, a program treating 30 clients in residence cost
approximately $151,116. A detailed budget for a program this size is attached to this manual {See Exhibit
4). ‘

It is useful for administrators to remember, though, that personnel costs constitute the single largest
budget item (approximately 80% of the budget) and that minimum staff requirements as contained in the
FDA regulations will not be sufficient for a residential program. (See Exhibit 6 for sample organizational
charts.) However, while flexibility is constrained by necessity in fiscal matters, some play can be found in
certain line items and usually that amount will be determined by regional costs for lab fees, rent, etc.

One major cost that administrators should anticipate is for urinalysis. FDA requires that methadone
maintenance clients undergo urine testing at least weekly for morphine and monthiy for methadone,
barbiturates, amphetamines, and other drugs, if indicated. The Federal Funding Criteria call for urine
testing on a weekly basis for morphine, cocaine, codeine, amphetamines, barbiturates, and other drugs, as
indicated. Most programs will probably find it more efficient to contract out for this service. Laboratories
used for this purpose must be approved by FDA and the State. Furthermore, if the program should, at any
time, change labs, this too must be approved. Because testing is so costly, administrators should be cautious
in their choice of laboratories and hold them to the agreed-upon contract specifications.

10nce an outpatient methadone maintenance program is functioning, a policy manual should be written to formalize all
clinic operations. The manual is for internal staff use and assigns specific responsibility for both administrative and
clinical duties. For example, FDA has regulated take-home medication in the broad sense, but it would be wise for the
clinic to assign responsibility for carrying out this regulation to specific staff members. Counselors and medical staff
would then understand the clinics’ procedures for extending take-home privileges and could refer to a written
document to clarify the steps to be followed in this case. Likewise, procedures for handling violence in the clinic, client
alcoholism, et al., should be recorded in the manual. in addition to clinical issues, policies regarding staff promotions,
vacations, sick leave, chain of command, etc. should also be included. The policy manual then should grow out of the
weekly staff meeting. Essentially, the policy manual is a reference for staff which clarifies the program’s daily
operations in terms of staff roles and responsibilities.




C. Facility Planning

1. Site Selection

Once the administrator understands his budget and has received approval to implement his program,
the first step is to locate a facility. This should be convenient to public transportation so that staff are not
required to act as chauffers for clients who have job interviews, medical appointments, etc. Often these
facilities are located in hospitals; but if this is not planned, a large residence which can be renovated to
provide adequate living and working space should be found. The cost and time necessary for renovations
must be one of the prime considerations when evaluating sites. Given the length of time in residence, clients
cannot be expected to renovate the facility, so administrators should restrict their choice to fairly
well-maintained buildings. Such a choice may lead the administrator to an area of the city where zoning
may prove a problem. As a first step, then, the administrator should familiarize himself with appropriate
zoning ordinances, health, and other housing regulations applicable for joint residential and commercial use.
Having done this, the administrator should weigh the pros and cons of locating the program in a high drug
area. Although opposition from residents of the high drug area chosen should be expected, it is oftentimes
less vociferous and of shorter duration than that from a more solidly middie-class area. It may be, then, the
most pragmatic choice for the administrator eager to implement his program.

2. Space Needs

If possible, the major operations of the program should exist on one floor {i.e., medical unit,
counseling areas, kitchen, and dining room), with the sleeping area on a separate level. Adequate space for
group sessions as well as smaller rooms for individual counseling must be available. Group rooms can double
as recreation areas for the residents when not in use.

The medical unit should be large encugh to accommodate several desks, a safe, and file cabinets.
Medication should be dispensed through a small window or Dutch door, with a separate exit available for
staff. Since methadone accountability is so important, only medical staff should have access to this unit.
Discrepancies can then be easily attributed to a small group. The arrangement of the medical unit must be
approved by the Drug Enforcement Administration {DEA) prior to opening the residence.

The physician’s office should be separate from the medical unit and accessible through a separate
entrance. This is to prevent clients with doctor’s appointments from passing through the medical unit.

Separate sleeping areas for male and female clients are necessary. A dormitory arrangement should
provide the most bed space for the least cost. It is important, however, that these areas be painted and
decorated as attractively as possible. Toilet and shower facilities sufficient for the estimated client census
‘and staff should be adjacent to, or at least located nearby, each dormitory.

The kitchen should be sufficiently large and well-equipped so that meals can be prepared for residents
and staff. The dining room should be convenient to the kitchen and large enough to seat everyone for each
meal. If this kind of space is not available, meal shifts should be organized.

Because of differing budgets, time deadlines, and site choices, administrators may be compelied to
select a facility which cannot provide the kind of space discussed above. But, regardiess of the physical
limitations, administrators can create an atmosphere conducive to professional and dignified treatment.
Sufficient lighting, the use of bright colors, and, most importantly, reasonable cleanliness can make the
clinic comfortable for both clients and staff. Crowded and dirty facilities generally breed chaos, but when a
residence is well-maintained and orderly, clients respond accordingly.

3. Security

Security is a complex issue for staff, clients, and the community because of the fear generated in the
community by addicts and because of the clients’ mistrust of the police.

Before opening the clinic, State authorization and FDA approval of the program’s protocol must be
obtained {See Exhibit 1 for the regulations and steps necessary to gain approval). In addition, the Drug
Enforcement Administration (DEA) must approve the physical set-up of the medical unit to assure that the




medication is adequately safeguarded (See Exhibit B). Since the facility wiil be occupied at all times,
additional security for the building itself wiil not be necessary; however, any petty cash belonging to the
program or funds belonging to residents should be locked in a secure area with limited access. Entrance
doors should be locked when the reception area is unattended to prevent entrance by unauthorized
outsiders; all visitors should be screened by the receptionist.

D. Community Planning

Because clients live in, residential programs are less visible to the surrounding community than are
outpatient programs, However, they usually do not escape notice entirely, so community planning must
begin early and continue for the duration of the program. Since many such programs obtain facilities in
areas where large homes are being converted into apartments and business establishments, opposition is
received from both sectors. Inviting residents of the area to visit the facility and learn about the program
often promotes a better understanding on both sides.

A tested method for meeting business opposition is to point out the declining crime rates in areas
where treatment has been made available and to call on such groups as the Board of Trade, Jaycees, Kiwanis,
and Rotarians for their support in winning over this sector of the community. Although the process is a
lengthy one, the results can be surprising. Once the reality of the program is finally accepted, neighboring
businesses often denate supplies and equipment and, more significantly, may become a source for jobs. A
useful stance for the administrator is to solicit cooperation and place the burden of rejection on the
community. This effectively removes the administrator from the position of alienating anyone. Developing
a community advisory board may help alleviate some resistance.

Once the administrator has achieved the neighbors’ acceptance, however reluctant, the next step is to
let the community-at-large know about the program’s existence. If there is, in fact, a demand for treatment,
clients will come, initially, through the "“grapevine.”’ But administrators should not rely on this alone. In the
beginning stages, the administrator should embark on a vigorous campaign directed towards the courts,
social service agencies, schools, and churches to establish channels for client referral. Meetings with judges
and parole and probation officers involving an explanation of the program’s goals and objectives and a tour
of the proposed facilities serve a dual purpose; they involve them in the program and lay the groundwork
for referral.

fn the same way, discussions with health and welfare personnel communicate the message of
methadone treatment to agencies which are, in many cases, already in contact with addicts and which can
assist the program in establishing inroads to those health and welfare services which are potentially valuable
1o its clients. ’

When a program is fully functioning, additional steps can be taken to re-enforce the networks
established in the community. Joint counselor-training sessions with welfare caseworkers and probation
officers can be arranged so counselors from each program gain a better understanding of their clients’ needs
and probiems from several perspectives.

School guidance counselors can meet with treatment personnel to share their understanding about the
younger addict. Combined support from both the school and the residential program is often-times very
helpful in dealing with the adolescent addict.

A community resource specialist can be designated at the program and promoted as the contact person
for interested outside agencies.

The point behind these suggestions is to emphasize the necessity of enlisting community support from
the outset by involving those individuals who influence community attitudes. Residential methadone
treatment programs cannot remain aloof from the mainstream of community resources. Rather, they must
announce their dependence on these services and their willingness to cooperate in the local referral
network.




E. Staff

Staff selection for drug treatment programs is a critical area and requires careful planning and
recruiting. The planning aspect principally involves thorough and clear descriptions of each position, the
responsibilities which accompany it, and the design of a meaningful table of organization. In addition,
however, recruiting strategies must be developed; qualifications must be considered; training needs must be
continuously assessed and reassessed; and the role of individual staff units {administrative, medical, and
counseling) must be defined. These areas are covered in the following discussion.

1. Staffing Patterns
The principai considerations in designing a staffing pattern are:

a. the total number of direct, in-house services offered;
b. the number of staff responsible for each of these services; and
c. the number of individuals directly reporting to the administrator.

Program components or units are developed in view of these considerations. Usually, the medical and
counseling units constitute the two major components and all other services fall under one of these two
categories. However, if an exceptionally large variety of services are provided in-house, the administrator
may choose to establish additional units. For example, if a clinic employed three vocational rehabilitation
specialists, four social workers, and two public assistance aides, the administrator might organize a social
services unit and designate a supervisor.

A sample organizational chart and explanation is attached {See Exhibit 6).

Once the administrator has decided on an organizational structure and staffing pattern, he should
immediately begin the recruitment process.

2.  Recruitment and Staff Qualifications

Recruitment efforts should be undertaken with a firm deadline set in advance. Supervisory staff should
be hired first so that they can then participate in the selection of their subordinates. Ideally, non-live-in
counseling staff should rotate shifts and weekends so that continuity of treatment can be maintained. All
staff should be aware of, and accountable for, total program activities.

Choosing staff for residential methadone treatment programs is not an easy task. The greatest danger
for the administrator lies in the impulse to hire because of paper qualifications. Although there is no
sure-fire method for hiring, extensive interviews are very helpful because they give an indication of a
person’s ability to relate well to others. Whenever possible, group interviews should be given to each job
candidate in addition to private interviews since they often expose qualities which might otherwise go
unnoticed.

Many programs believe it is therapeutically sound to hire ex-addicts into counselor positions since they
offer a desirable role model. Unfortunately, programs often accept the first street-wise ex-addict
interviewed and have serious personnel problems as a result. For this reason, the administrator should
approach the hiring of an ex-addict with the same objectivity as the recruitment of non-addict staff.

It is helpfui to ignore the ex-addict background in the beginning and focus on the candidate’s ability to
do the job in question. Once over that hurdle, the administrator should ask himself certain questions in this
regard. Has the candidate demonstrated responsible behavior in previous volunteer or paid jobs? How long
has the candidate been drug-free or maintained on methadone? Does there appear to be a problem with
alcohol? Has the candidate any training in group or individual counseling? If he has been institutionalized,
does he have a negative attitude about working with professionals? If he is totally drug-free {not on
methadone), does he have a bias against those who need methadone? Has he had any experience with
therapeutic communities or other structured group environments exclusive of those within a penitentiary
setting? The administrator will probably want to select at least one ex-addict counselor with this
background. Usually, ex-addicts are fairly glib and can handle a verbal interview skillfully. However,




effective counseling requires good recordkeeping skills, as well, so the administrator should request a
written sample progress note and insure that the report is, in fact, written by the candidate.

In outpatient methadone clinics, the frustrations and adjustment problems of staff (particularly
ex-addict staff) are usually handled patiently and sympathetically. However, in a residential methadone
program, manifestations of all staff problems must be minimal. In the residential program, staff are highly
visible as role models. Residential methadone clients need strong examples and are not secure enough to
tolerate behavioral defects in the staff with whom they identify. Secondly, although the stay is short-term,
tension is high because of the communal living arrangement. Withstanding the pressure generated by the
residents requires a healthy ego and informed sense of self. Although new recruits may have potential as
counselors, maladjustments and personal problems exhibited on-the-job should not be tolerated.
Administrators must demand a consistently high level of performance and commitment from methadone
residential staff.

Administrators should, likewise, be aware of certain problems which have been common to
professional staff in regard to their job performance. With his qualifications, the professional may bring a
superior attitude related to his educational background. This can become particularly troublesome when
the professional is asked to work under the supervision of or with a paraprofessional on a peer level.
Necessary program duties such as urine surveillance and rotating shifts may be unacceptable to professional
staff members and lead to their refusal to perform them. This situation may pose a dilemma for the
administrator and prejudice him against hiring professionals. However, these reactions can be minimized if
the duties and responsibilities of each position are fully explored during the interview and the
professional/paraprofessional issue is presented and clarified for the potential employee. Job candidates
often disqualify themselves from future consideration once the personnel policy is enunciated, and those
opting to take the position do so aware of the full range of their responsibilities {i.e., urine surveillance,
providing urine specimens, rotating shifts and weekends).

Hiring medical staff may also pose a problem. Many medical professionals are not used to working in
concert with non-medical staff. Again, a clear explanation of the job and the philosophy of the program
are indispensable if later misunderstanding is to be avoided (e.g., program policy regarding the prescribing of
psychotropics must be adhered to by the physician).

The administrator should expect some personnel failures, but this realization should not stop him from
moving ahead in this area. Likewise, the administrator should not be afraid of terminating staff. In a
residential methadone treatment program, good staff are absolutely critical.

In order to assist administrators in recruitment and hiring, position descriptions pertaining to the
medical and counseling units are included in Exhibit 7. These specifically detail the responsibilities involved
in each job as well as their relative position in the clinic. The following is a brief overview of each units’
duties to give the administrator some idea of how each functions. Hopefully, this will assist him in
recruitment and review of candidates’ qualifications.

a. Medical Unit

All clients entering treatment must receive, or have recently had, a complete physical examination
{administrators should seriously consider contracting out for physicals). Blood tests and a chest x-ray as
specified by Federal regulations must be included as well as routine and microscopic urinalysis and urine
screening for drugs (toxicology} as specified in the Federal Funding Criteria. The residence doctor should
read and initial all physical examination reports from the intake examination and make the appropriate
referrals. He is responsible for making sure that clients’ medical needs are periodically reviewed and that
clients receive adequate medical treatment for any illness or chronic physical problems. Again, if clients
receive any prescription medicine as part of treatment, they must be seen by the physician at least once
every four weeks,

In addition, the duties of the medical staff consist of prescribing medication and schedules
{doctor), preparing and dispensing all medication {nurses), and observing patients for any medically-related
problems (entire unit). In the latter case, the counselor should be immediately informed. The doctor should
be available (by phone if not in person} to handle any medical problems requiring his attention, and the
nurses may be responsible for medically-related training of other staff {side effects of methadone, etc.}.
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b. Counseling Unit

Each client entering treatment should be assigned a primary counselor who will be responsible for
developing a treatment plan, making revisions in this plan as indicated, and monitoring and recording the
client’s progress. Other counselors will be involved in the client’s treatment and should be included in the
planning process as well, since they will be leading groups and supervising activities involving all clients.

The counselor should be under the continuous technical and training supervision of the
supervisory counselor. The latter should recognize counseling weaknesses and correct them as quickly and
effectively as possible. The administrator and supervisory counselor should evaluate the needs of all
counselors, whether it be for increased supervision, additional training, or termination of employment. The
supervisory counselor should arrange on-going training for staff performing counseling roles as well as
participate in hiring and evaluating counselors.

In a residential methadone community, the counselors bear the primary responsibility for client
care. They arrange the clients’ daily schedule, provide individual counseling, as indicated, conduct or set up
group therapy sessions, and initiate referrals for extra-clinic services {e.g., public assistance, vocational
rehabilitation testing).

Administrators should be aware that the Federal Funding Criteria require that a minimum of 10
hours per week of formalized counseling shall be available for each client. This means that counselors must
be responsive to clients’ needs for such service, if indicated, based on the treatment plan. Of course, some
clients may need more or less than the 10 hours per week. This determination will be made by the
counselor, based on input from the team. In addition, at least 5 hours per week of psychiatric consultation
per 100 clients must be provided so that staff receive assistance in client management and referral for psy-
chiatric services.

3. Training

Training is an on-going need in residential methadone programs and is essential if quality care is to be
provided. Training can be conceptualized in two ways: a} as fundamental training; and b} as specific skills
training.

a. Fundamental Training

Fundamental training is the key to effective operations. it focuses on how to train the employee to
fit into an efficient therapeutic setting. Although this may appear unsophisticated, administrators should
note that technical skill is meaningless without it. Clinics have found that fundamental training is best com-
municated through preliminary job orientation followed up by continuing on-the-job training.

Orientation is didactic in purpose and involves the presentation of clear information about addict
behavior, methadone, and residence procedures and how they relate to the addicts’ needs. Much of this can
be conveyed through lectures and the assignment of reading material. However, this information will more
likely be remembered and utilized if it is re-enforced through role-playing and sample situations. Examples
of some useful training aids are attached in Exhibit 8.

On-the-job training can be accomplished in several ways, but a useful and cost-effective medium for
doing so is the weekly case review or treatment team meeting. This occurs within the residence and should
involve the entire staff. Simply stated, the case review is a forum for exchanging information on specific
clients’ cases. What happens during this process is that each member learns both from the successes and
failures of others, The case review offers an ideal setting to explain new concepis because the case, itself,
affords an opportunity to understand them realistically and then apply them. Again, the case review
demonstrates the proper and improper use of certain techniques and provides the kind of informal
discussion necessary to assure that all staff members grasp the point being made.

Case review sessions can be divided up, as well, so that a specified {ength of time is available for
internal teaching. Here, one staff member may explore the current literature to gain some new insights
about problems or issues confronting the program, for example, the phenomenon of the methadone
maintained client who becomes seriously involved with alcohol, or the pregnant methadone client, etc. The
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designated staff member would be responsible for preparing a presentation on the subject and then would
lead the entire staff in a discussion.

At this point, a clear distinction should be drawn between case reviews and staff meetings. Staff
meetings should focus on administrative matters, that is, hours, staff rotations, pay increases, need
for supplies, etc.; and they should be kept separate from case reviews. Given the attention required in a
well-run case review session, the administrator should probably schedule staff meetings and case reviews on
separate days.

Case reviews are very helpful to staff since both medical and behavioral issues are explained in the
context of client care. This promotes not only learning but understanding and thus contributes to the
cooperative spirit which should exist in the residence.

Finally, it should be stated that regardless of how effective case reviews may be for training, they
cannot replace good daily supervision.

b.  Specific Skills Training

Once the program is established and operating smoothly, specific skill weaknesses of staff members
may be detected or, because of changing client needs, new techniques should be introduced. A number of
resources may be tapped for this training.

Often, local communities have mental health skills centers or programs have access to private
institutions which teach such subjects as group dynamics, encounter, etc. Program administrators might
want to take advantage of these opportunities for their staffs. Again, conferences or seminars might offer
new perspectives which would be useful to the program, so the administrator might want to budget
accordingly. Other resources available for training are state- and federaliy-funded training conferences and
centers. Here again, the administrator may find subjects of value to his staff.

Qutside the drug abuse/mental health area per se, numerous educational resources exist which the
administrator might want to consider. Courses in effective writing or management techniques are
possibilities. Although few programs have the financial resources available to pay for them, the
administrator or supervisor might want to encourage employees to enter on their own, explaining the
benefits in terms of personal growth and opportunities for promotion.

F. Recording Requirements for Staff Units

To assure accountability, formal reporting requirements should be levied on unit supervisors in line
with Federal, State, and local requirements. In general, they should include: caseload data and a population
census, intake and termination data, numbers of dosages distributed, numbers of urines collected and tested
and a synopsis of results, numbers and status of outside agency referrals, and metahdone accounting reports.

Because of the FDA requirements and the CODAP minimum standards, record keeping has emerged as
a major clinic function. In the past, the need for records has elicited responses ranging from adamant refusal
to paralysis. But, if the process is viewed objectively, it is possible to set up efficient procedures which do
not unduly burden staff vet meet the requirements and, most importantly, contribute to quality care.

In this manual, recording requirements are described only for those units which are common to all
methadone treatment programs: administrative/clerical, medical, and counseling {See Exhibits 10 and 11
for sample records).

in this section, an overview will be provided. In sections dedicated to individual units, the how-to
aspect will be explained and more detail will be presented regarding the records’ content.

1. Administrative/Clerical
The administrative assistant and/or clerical staff have the primary responsibility for the program's
written correspondence, maintenance of administrative files, and preparation of requisitions and Federal and

State reports {e.g., FDA annual report, FDA notification of replacement of Program Sponsor or Medical
Director, CODAP national management forms, etc.). In addition, their involvement in treatment may
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include setting up and maintaining a central records system for the program in which all clients’ records are
filed. {It is not recommended that staff have progress notes typed and filed for them. Maintenance of a
central records system entails establishment of separate files for active and inactive clients, assurance that
all folders have accurate identifying information and meet all confidentiality standards, provision of
appropriate information to outside requestors, etc. Counselors should assume the responsibility for
recording and filing all progress notes themselves.} Clerical staff may assist in staff training sessions if
recording skills are found to be lacking in certain staff members. Additionally, clerical staff may be involved
in assisting the nurse in preparing various lists and charts for the medical unit as well as aids for counselors
in the management of their clients,

2. Medical

Complete and orderly medical records serve both as a log of all medical services extended to clients and
as useful treatment tools. The nurse’s observations and interactions with a client will be helpful to the
physician and the client’s counselor in developing a treatment plan. The use of weekly case review meetings
will encourage an exchange of information between the physician, counselor, and nurse so that the data
recorded by all may be as complete as possible.

The basic medical record for each client in treatment must contain {See Exhibits 11 and 12 for specific
samples)

a. A completed physical examination form.

b. Medical progress notes {which should be utilized by both the nurse and the physician)
presenting a detailed view of the client’s problems, care, and progress. The following areas
should be covered in the notes:

1. Initial medical unit contact with the client. This should include the client’s name, sex,
race, length of primary addiction, prior treatment attempts, and present methadone dose.
If any problems are apparent by history or observation, these should also be noted.

2. Requests for dosage change. Any medical problems encountered as the result of physical
examinations or client's complaints should be noted by the nurse. An appointment
should be made for the client with the physician and recorded.

3. Any physician contact with a client. The reason for the contact, results of examination
and/or interview, and any plans made must be included. If a client is referred elsewhere
for any service, the results of this referral should be obtained and recorded.

4. Observations made by the nurse of a client’s behavior and action taken concerning this
behavior,

5. Client failure to receive any prescribed medication.

6. Any adverse reactions to any medication. Adverse reactions to methadone should be
documented, followed up, and reported to the FDA on form FD-1639 “Drug Experience
Report” {See Exhibit 1).

c. A physician’s order sheet, which is a standardized form used for recording all medications or
treatments prescribed, as well as referrals for treatment. Medical orders may be written only
by members of the medical staff {nurse or physician in accordance with State law). In an
emergency situation, a physician, only, may give telephone or verbal orders, but these must be
accepted and recorded by a licensed nurse and must be signed by the physician within 24
hours. The Physician’s Order Sheet should be organized in the following way: for medication,
the physician notes correct date, the medication needed, its strength, directions for use,
amount to be dispensed, duration, and then signs the order; for verbal or telephone orders, the
nurse follows the above procedures and signs the order as follows: V.0./Dr. M. Welby/C.
lvory, R.N. The nurse should review all orders and initial them.

d. A signed “Consent 'to Methadone Treatment” form (See Exhibit 1). Other forms should be
placed in the chart as the need arises.
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3. Counseling

Certain kinds of information should be collected by counselors on persons entering and undergoing
treatment in methadone treatment programs. This information will then be used as the basis for the
treatment plan since the plan requires that short- and long-term goals be described, as well as the type and
frequency of counseling and supportive services. This information falls into five separate categories and
includes:

a. Counseling and Supportive Services
b. Medical Services

¢. Chemotherapy

d. Urinalysis

e.

Client Progress
Explanations of the meaning of each of these categories follow:
a. Counseling and Supportive Services

The data to be recorded under this category generally include the type of services scheduled (e.g.,
individual or group therapy, educational counseling, vocational rehabilitation referral), the type of services
actually provided, and the amount of services provided (one-time contact, seven sessions, etc.).

b. Medical Services

These data, considered together, indicate if the medical service is provided in-house or
out-of-house, give a summary of the client’s medical problems identified during the intake physical and the
follow-up indicated, specify the client’s current medical problems, and describe the medication prescribed,
dosages, directions, and limitations. These may be adequately recorded in the medical records and need not
be duplicated in the counselor's notes.

c. Chemotherapy

These data include medication (i.e., methadone, antagonists, antibiotics, etc.) scheduled and
dispensed for each day of the month and medication reactions, if any. Again, this information need not be
recorded specifically by the counselor.

d. Urinalysis

These data include the date the tests were scheduled, the date the tests were administered {i.e.,
specimen taken), and the results of the testing.

e. Client Progress

Client response to treatment should be reviewed at least monthly. That review is to include such
things as drug problems, employment, behavioral problems, psychiatric/psychological problems, and
program assignment changes.

The usual way a counselor records client information is through the use of running progress notes.
Unfortunately, though, it is also commonplace for these notes to be haphazard and uneven in quality. The
thrust of more efficient standards of documentation is 1o force a more thorough approach to recording
client information. The key to this is understanding the relationship among those five categories of
information mentioned above. The first four of these categories must be the basis upon which the
assessments of client progress are made. This means that the kinds of data specified by those first four
categories must appear in the client’s record and must bear a clear and consistent relationship to the
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judgments of category five. For example, if a client has a series of dirty urines, his request to begin
detoxification should not be granted.

Not only should client progress assessments be made consistent with the recorded data, but the
rationale for other activities such as referrals should be documented. The treatment plan, itself, is an
example of this. If that plan includes referrals to vocational rehabilitation services or for legal help, then the
reasons for including these elements in the plan ought to be clearly spelied out. If this is not done, reasons
for changing such a plan are going to appear vague or arbitrary. Furthermore, such referrals must be
followed up by the counselor. There is nothing wrong with a drug counselor keeping closely in touch with a
vocational rehabilitation counselor to whom he has referred his client. In fact, this should be encouraged
and contacts between them should be recorded.

The following is a list of information that must be included in a counseling record (See Exhibit 10
for specific samples):

— A record must be made of the initial client-counselor interview. The client’s name, age, race
and sex should be the first information obtained, followed by the length of primary drug
abuse, attempts at prior treatment, and reason for referral or for seeking treatment at this
time. Next, the counselor should record the treatment modality to which the client has
been assigned and comment on the client’s understanding of this modality. Finally, the
client’s problems should be addressed, e.g., does he have housing, does he have legal
problems, etc.? If problems are discovered which necessitate referral to another person or
agency, this should be done and recorded. In the event of a readmission, some assessment
must be recorded regarding the circumstances of prior discharge(s), attitude changes, and
motivation. All notes must be signed.

— Development of a treatment plan begins as part of the intake process and should be
thoroughly explained to the client. The plan should include both short- and long-term client
goals (even though the long-term goals are outside the scope of the residential methadone
program), the assignment of a primary counselor, a description of those additional
supportive services required by the client, and the number of urine specimens which must
be given.

— A note should be written after each meaningful client/counselor contact and should
include the counselor's observations, problem{s) presented, reésolutions proposed, and the
approximate length of time spent with the client.

— Copies of referral forms should be included in the client’s folder: Specific reasons for
referrals and information regarding the results of referrals should be obtained and
documented.

— The results of counseling performed by any other person in the program should be noted
on the client’s chart, either by the client’s counselor or the staff member involved.

— A client’s progress should be reviewed at least weekly and summarized. The treatment plan
should be reconsidered in view of the progress and either altered or continued. The
summary must include the client’s legal status (both criminal and civil), employment
status, current drug use, including alcohol, and any other current problems and their
severity. The weekly summary should reflect a composite picture of the client’s progress
and not merely repeat entries made during the week.

— The date urine specimens are scheduled to be given, are given, and the resufts must appear
in the counselor's record. Any change in fethadone dosage and reasons prompting the
counselor to recommend these changes should be noted.

— If a client fails to keep a scheduled appointment {e.g., group counseling, individual
counseling, referral service appointment, etc.), it must be documented.

it is suggested that a copy of the intake form be reviewed by the counselor prior to the initial

client interview (See Exhibit 13 for sample intake form)}. This form provides much of the information
required in the admission note and eliminates duplicate processing.
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G. Treatment Regimen

The following is a detailed description of each phase of the treatment process incorporating all required
FDA and CODAP standards and the Federal Funding Criteria. Essentially, this section of the manual traces
the client from entry into residential treatment until completion, termination, or referral for additional
treatment.

1. Intake

Administrators should understand that intake is the client’s introduction to the program and, while the
importance of a thorough procedure cannot be overemphasized, it is equally important to conduct the
intake process as rapidly as possible so that clients are not discouraged from pursuing treatment.

Clients entering the residential program on methadone maintenance should be referred from an
outpatient methadone clinic where they will return after stabilization is completed. Clients being detoxified
may either be referred by another program or admitted directly. Individuals seeking direct admission to a
residential methadone treatment program must be required to present staff with adequate identification.
This should contain name, age, and, if at all possible, a picture of the individual. If the applicant is
subsequently accepted for treatment, this information should be used to contact other treatment programs
in the area to determine whether the individual is already in treatment elsewhere. in many areas, the
existence of a central registry makes this unnecessary. The belongings of all new admissions should be
searched for contraband.

Appticants or referrals for treatment shouid be interviewed to determine eligibility and to obtain a social
history. (Because clients usually have not developed a sense of trust in the staff and program at the time of
intake, completion of a social history form may not be accomplished until later in treatment. Efforts
should be made, however, to complete the form as soon as possible since this information may have
substantial impact on the treatment plan.) In order to be placed on methadone maintenance, the applicant
must have at least a two-year history of opiate addiction. This can be verified by the applicant’s family,
arrest records, prior treatment records, or by clients in treatment who personally know the applicant.
Verification of the applicant’s age must be obtained, since FDA regulations require that an individual be at
least 18 years of age to qualify for methadone maintenance. An exception can be made for individuals
between the ages of 16 and 18 who can document a two-year history of opiate addiction as well as two
prior attempts at detoxification. In addition, the parent or legal guardian of these applicants {between 16
and 18) must complete and sign the FDA “‘Consent to Methadone Treatment’' form {See Exhibit 1). This
aspect of intake should have been completed prior to referral by the outpatient clinic, but this should be
verified by the staff at the residential program. In addition, if a decision is made during treatment to
transfer a client from detoxification to maintenance, these criteria must be adhered to.

Applicants not desiring methadone maintenance may be detoxified, but they must be at least 16 years
of age and addicted to opiates. This procedure may not exceed three weeks, and a repeat episode may not
be initiated until four weeks after completion of the previous detoxification.

For client admissions, after eligibility has been determined via the applicant’s social and drug history, a
urine specimen shouid be obtained to assist in documenting present use. An in-depth interview with the
physician will then be scheduled so that the physical symptoms of past and present addiction {e.g., needie
marks) can be observed and documented and a physical examination completed. Physical signs of
withdrawal such as runny nose, runny eyes, pupillary reactions, in conjunction with the urine specimen
results, can be used to document present dependence on opiates. For clients referred from another clinic,
the physical examination should be updated or repeated if one has not been done within the last six
months. Records should be examined to insure that for individuals placed on methadone maintenance
symptoms of past dependence such as old needle marks and tracks have been documented.

There is one exception to the requirement that individuals be presently dependent on opiates to
qualify for methadone maintenance. This involves the individual who has been released no longer than one
week from a penal or chronic care institution in which he stayed one month or longer. This individual must
have a history of at least two years of opiate addiction prior to admission to the institution, and this must
be documented as for any methadone candidate.
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After completion of the physical examination, the initial or revised methadone dose will be determined
by the physician on the basis of the individual’s length of addiction, present drug use, and present physical
symptoms. Clients should not receive an initial dose in excess of 40 milligrams. For most clients, doses
under 40 milligrams will suffice. In those areas of the country where the quality of heroin is poor, doses
under 20 milligrams may be sufficient. In these cases, clinical judgment should prevail. If the client remains
under observation and withdrawal symptoms persist, additional 10 milligram doses may be given.

Prior to dispensing the initial dose, the nature and implications of methadone treatment must be
explained and the FDA “"Consent for Methadone Treatment” form signed. This form should be signed only
after the staff member explaining the treatment is assured that the applicant comprehends what he has been
told. {A Spanish translation of this form is available from FDA.)

An initial treatment plan will then be developed on the basis of the client’s needs, as determined by
prior treatment progress, social history, program guidelines, CODAP standards, and the Federal Funding
Criteria. Included in this plan should be short- and long-term goals, the assignment of a primary counselor,
the number of urine specimens that must be given per week, as well as referrals to be made to alleviate
problems the client has on admission {e.g., housing, medical). The treatment plan should be discussed with
the client and his agreement obtained.

{For complete information about intake costs, staffing requirements, and operations, please refer to
the separate “Manual on Central Intake Units’ available from the National Institute on Drug Abuse.}

2. Orientation

The first week after admission to treatment should be considered an induction phase. Within one day
after admission, a formal orientation group should be held for all new clients. The purpose of this group
will be to inform clients of all program policies, to clarify any misconceptions regarding treatment, and to
answer any questions that clients have raised. Much of this information will have been imparted previously
during the admission procedure but needs to be repeated afier the anxiety surrounding admission has
receded. There are certain areas that should be discussed in the orientation session which are specified
below.

a. Medication

One of the major concerns of clients new to treatment is their medication. Many clients are fearful
that their dose will be insufficient to prevent withdrawal symptoms and must be reassured that, while the
initial dose may indeed be insufficient to render them physically comfortable, this dose will be increased
until they are. However, it must be emphasized to clients that the dose of methadone will not be increased
to a level where it will mask symptoms of physical or emotional problems as heroin may have done.

Since methadone dose is a major concern for clients in the induction phase, the client and
counselor must work closely with the physician and nurses to achieve stabilization as early as possible. Both
the counselor and nurses usually have more contact with the client than does the physician, and their input
regarding the need for dosage changes should be available to him.

Some programs do net disclose individual doses to their clients. This is in an effort to prevent
manipulation centered around dosage level. Others, however, feel it is beneficial to the client to know that
certain elements of trust are established through client/counseior relationships. Regardless of which posture
is assumed, it is imperative that staff, as a group, support that posture and understand the principle which
underlies it.

There are side effects of methadone which cause some clients distress. The most common of these
is constipation which is also the only one which usually persists. However, mild laxatives are very effective
in alleviating the condition if it does continue after the client has been stabilized. Another common side
effect is decrease in male libido, but this subsides as the client becomes more adjusted to the medication. If
problems with decreased sexual drive continue, however, a reduction in dose may be indicated.

Careful and thorough medical histories obtained at intake should support {or disprove} a female
client’s claim of regular menses prior to methadone treatment. It is highly unusual for methadone to cause
irregular menstruation, and physical complaints along this line often suggest more covert stress situations.
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Counseling and the physician’s evaluation of symptoms, therefore, should always precede a dosage
adjustment.

If side effects persist, the physician should be available to determine that they are a result of
methadone treatment and not a manifestation of some physical problem. Clients who have been abusing
opiates may complain of physical problems after admission to methadone treatment which they relate to
their methadone dose. Often, these are symptoms of existing medical problems which were masked by the
opiate abuse. These clients should be referred to the physician so that a diagnosis can be made and
appropriate treatment or referral instituted. It then becomes the duty of the counselor and nurses to
encourage the client to follow the treatment prescribed. If this involves referral to an outside agency, a
member of the team must be assigned to contact the agency to determine if the client was treated there and
the results of that treatment.

b. Job Assignments

The assignment of jobs in-house to residents should be incorporated into the treatment plan. Since
clients will be in-residence for a reasonably short duration, the development of skills through these
assignments is unlikely, but assigned duties will assist in developing a sense of responsibility. All residents
must tidy up their sleeping area before breakfast. In addition, clients should be assigned on a rotating basis
by the administrator, depending on their number, to the following areas:

1} Kitchen Assignment

The purpose of this assignment is not to train chefs and kitchen helpers but to teach people
to work together responsibly and to develop self-confidence. The kitchen is unique in that all residents
evaluate the results three times a day and are usually vocal when errors are made. From this experience,
clients begin to learn to function responsibly in the face of criticism.

While the full-time cook is responsible for producing all meals and for maintenance of the
kitchen, residents should be assigned to assist in planning menus, preparing and serving the meals,
cleaning up and caring for equipment, ordering supplies, and keeping inventory.

2) Housekesping or Service Assignment

The purpose of this assignment is NOT to train people to be janitors but to teach people to
work together responsibly and to follow directions.

The administrator assigns workers to sweep floors daily, wash and polish floors as needed,
wash windows and walls, clean offices and other common areas, and take responsibility for arranging
furniture and equipment for any special activities. Clients with this assignment assume the responsibility for
disciplining other residents concerning facility maintenance.

c. Counseling

The goal of most methadone treatment programs is to effect a sufficient change in the client’s life
style so that uitimately abstinence may be attained. While this is a laudable aim, it may not conform to the
goals a client sets for himself. Not every client will be interested in employment, job training, additional
education, or any other vehicle to change life style and may want nothing more from treatment than
sufficient methadone to allow him to cease using illegal drugs. Another client may be interested in some of
these services but reject others, which the program staff feel would be beneficial, as irrelevant to his goals.
Still another will present immediate needs which must be dealt with before these services can be considered.
For this reason, the client should be informed that his needs and goals will be considered in determining a
treatment plan and in subsequent revisions of that plan. While the client should be counseled in the
direction of the program'’s goals, it must be remembered that these cannot be forced upon him, unless
program policies are being violated. Rather, the client should be encouraged to adopt eventually these goals
as his own.
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It is important that the client participate in the development of his own treatment plan. He should
be consulted; and, with complete understanding, he must agree to it. It is especially necessary that during
the induction phase the client be made aware of his responsibility to adhere to this ptan. His failure to do so
should initiate intensified clinical activity and review in conjunction with appropriate disciplinary measures.
For instance, if urine results demonstrate the continued use of iliegal opiates, the counselor should increase
his counseling effort with the client to determine if a specific problem or problems is prompting abuse.
Experience has demonstrated that this is usually the case. In some instances, continued abuse may indicate
the need for an increase in the client’s methadone dose, but this is rare and should only be responded to
when the physician, nurse, and counselor jointly agree that an increase in dose is required. Simultaneous
disciplinary measures, in this instance, could include increasing the number of weekly urine specimens
required. In the event that additional counseling, the adjustment in methadone dose, and appropriate
discipline do not result in cessation of drug abuse, suspension from treatment should be considered.

Many clients enter a program with acute problems other than their heroin addiction which may
interfere with treatment. As part of the intake process, clients should be questioned about medical, legal,
housing, and employment problems. In the event these are discovered, appropriate steps must be taken as
part of the treatment plan to resolve them (e.g., referral for public assistance if a client does not have
housing). Additional problems may become apparent after a client is in treatment. This is especially true of
behavioral problems which may not be detected during the intake process but which manifest themselves
as treatment demands are made. The counselor, with input from the rest of the team, must determine what
approach to use in modifying the problem behavior. This may involve setting firmer limits for the clients,
providing more intensive counseling, or, if the problem is severe, referral to a mental health facility.
Revision of the treatment plan may be appropriate and should be accomplished with the client’s full
knowledge and agreement.

The treatment plan will contain some items which apply to all residents. Urine specimens must be
collected on a random basis weekly for all clients on methadone maintenance and undergoing
detoxification. In the case of detoxifying clients, the administrator may want to increase the number of
urines. All clients will be assigned individual counseling depending on their need. Being a residential
program, emphasis will be placed on group therapy sessions, and these must be assigned as part of the plan.
{Administrators should be aware that the Federal Funding Criteria require that groups range in size between
5 and 15 individuals. In addition, the criteria state that a minimum of 10 hours per client per week of
counseling shall be available. Not all clients, of course, will need this much, but programs are required to
provide counseling in this amount, if indicated, based on the treatment plan.)

1) Supportive Group or Probe

The purpose of the supportive group or probe is to provide a structured opportunity for
clients to alleviate excessive guilt. The group meets twice a week, preferably in the evening, in a relaxed
setting (dimmed lights, comfortable chairs). The discussion focuses on experiences from the past about
which residents still feel guilt. Any group member may begin the session. Others in the group verbally
identify with his experiences or give advice as to how to handle the guilt feelings. Acceptance of the
person, regardless of his past behavior, is emphasized. Such material as homosexual activities (especially for
people who have been incarcerated), mistreatment of relatives and friends, physical violence, feelings about
self-image, etc. are discussed. No laughter or ridicule is allowed. Nothing said in the group can be repeated
outside the group. No observers are ever allowed. All participants (especially staff) must be willing to
expose their own feelings because onlookers and observers, even in a staff role, are destructive to the
process. It is often useful to have one group per week for all residents and to divide the second so that
males and females are separated and may express their concerns more freely.

In the supportive group or probe, individuals are encouraged to develop a sense of conscience;
therefore, the goal is not to eliminate all guilty feelings but to gain insight into feelings so that excessive
and crippling guilt may be reduced.

The supportive group is a potent therapeutic tool and should not be attempted without a
trained leader who is thoroughly versed in its conduct and experienced in nonjudgmental counseling.
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The group leader’s experience is stressed because implementing a supportive group can be
difficult. The leader must recognize when the group is off-target and re-focus it, must be able to elicit
participation from passive members, and must understand when the group exhausts a subject and subtly
redirect it to another topic about which the group may have some concern,

2) Relatives Group

The purpose of this group is to orient families to the program, its concepts, rules and
regulations, and to help families learn about more constructive ways of dealing with the client.

The relatives group is a weekly evening session conducted by a staff member for clients’
relatives and close friends, but it excludes the clients, themselves. The group affords the family/friends
opportunities to ventilate hostility or anxiety about the client and/or the program without interfering with
the clients’ treatment. Problems concerning clients’ demands on the family and methods for dealing with
these are material for this group. This is a vital effort since the client will soon return to his family and
friends who may be instrumental in his rehabilitation.

3)  Encounter or Confrontation Therapy Group

The encounter or confrontation therapy group is an essential tool in the residential
methadone program and should be scheduled three times weekly. The group encourages catharsis by
allowing clients to verbalize hostile feelings through shouting and profanity or other acting-out mechanisms.
The group serves as a vehicle for behavioral change during which clients describe how each other’s negative
behavior is perceived and demand that changes be made regarding those aspects that are unacceptable to
them.

The encounter therapy process has three eiements: 1) direct confrontation about behavior or
attitudes; 2) provision of information regarding changes that can be made; and 3) “patch-up” to assure that
the individual understands that the particular behavior, not the person, is unacceptable,

Encounter groups should be led only by counselors with strong directive abilities since they
serve as the catalyst for group interaction. The group leader must steer the group toward real issues and
understand various techniques for this kind of control. {For example, if one group member attempts to
take control, the leader must be skilled enough to confront him about his behavior, or arouse the group to
question the member’s tactics, or distract the group with another issue.) In addition, the leader must be
able to recognize and halt encounters that are unproductive or detrimental.

For effective encounter groups, it is helpful to maintain as consistent a composition as
possible. The group gains strength as members come to know each other and no longer rely on forced
issues. For this reason, the introduction of strangers {new clients} into an on-going group is not
recommended.

In general, encounter groups establish two rules: 1) violent actions are prohibited; and 2) no
outside discussions about the group are permitted.

Staff should be cautioned about admitting clients whose patterns for dealing with problems
are personally destructive, Experience has demonstrated that clients with histories of substantial ampheta-
mine abuse often fall into this category.

4) Medical Groups

The program nurse should be assigned to conduct groups at least weekly dealing with medical
concerns. Areas covered should include the effects of methadone, medical problems common to opiate
abusers (e.g., liver diseases and resulting damage, abscesses), physical effects of combining other drugs
{including alcohol} with methadone, nutrition, and family planning. [n general, opiate abusers have severely
neglected personal health needs, and the medical group is necessary to provoke more responsible concern in
this area. Clients with chronic medical problems should also receive individual counseling from the nurse.
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5} Ancillary Counseling

Ancillary counseling in methadone treatment programs must be avaiiable since rehabilitation
involves far more than methadone dispensing. Clients requiring improved academic skills must have
educational counseling available to them. This is required by the FDA and the Federal Funding Criteria.
Referral capabilities to general education programs should exist within the treatment program, as well.
Vocational rehabilitation counselors should be available at least 10 hours per week to evaluate employment
needs, clients” abilities, etc. and refer clients to prospective employers. It is not necessary for the vocational
counselors or educational counselors to be employed by the program itself; they may be affiliated with
another agency. But, if this is the case, a formal written agreement should exist which specifies that 10
hours of services will be provided. Vocational rehabilitation counselors may also assist clients in getting
involved in training programs through city agencies (e.q., Department of Vocational Rehabilitation). The
FDA and the Federal Funding Criteria, likewise, require that programs have a formal, documented
arrangement with a focal hospital to assure that clients receive necessary in- or outpatient care, and the
Federal Funding Criteria require that either in-house or referrals for legal services are available and
documented, as well. Other services which may be available on a referral basis include health and welfare
liaisons, et al. All referrals should have follow-up activities documented in the client’s folder.

3. Progress in Treatment

The goal of methadone treatment is to affect a change in life style. Methadone by itself can alleviate
the need for heroin, but effective counseling is usually necessary if the client is to make any real changes.
The counselor, in individual sessions with the client, determines the client’s needs and abilities and can then
assist him in setting or modifying goals. After goals have been set, the counselor will assist the client in
achieving them by supporting and encouraging his positive efforts and by making available the services of
other persons or agencies. These services will be made available as the client demonstrates progress in
treatment and adherence to the treatment plan.

Some clients entering treatment discover that removal of opiate abuse has uncovered serious emotional
problems. These clients usually react to this discovery by requesting additional methadone to achieve the
tranquillizing effect formerly provided by heroin. In these instances, the case review team must determine
whether in-house counseling can provide the client with the therapy he needs. In the event it cannot, a
referral for additional psychological counseling from another agency should be instituted. Other clients may
require educational, occupational, family, legal, or medical counseling. Again, it must be determined
whether this can be effectively provided by the program, with appropriate referrals instituted if it cannot.
Foltow-up on the status of all referrals must be done on a regular basis,

Counselors are obliged to keep records on the progress of each client on their caseload. Documentation
of the treatment plan, meaningful counselor/client contacts or observations, referrals made and resulting
follow-up, and urine specimen results provide the counselor with a useful treatment tool. A review of this
documentation will indicate what progress a client has made and what behavioral patterns he has
established. Only by utilizing this information can effective treatment decisions be made.

All methadone residential programs should schedule a case review meeting weekly. The case review
meeting will be attended by the entire staff. Each counselor will discuss seiected clients on his caseload
regarding their progress or lack of it. The strategy for treating clients who are presenting problems can be
determined with input from the staff. This provides the counselor with assistance in planning for and
dealing with clients. In addition, it provides a review of counselor performance (e.g., is the primary
counselor aware of results of referrals, of counseling done by other staff?).

It is the responsibility of the supervisory counselor and the clinic administrator to insure that
appropriate cases are reviewed. Although the counselor may select “problem cases,’” it is equally important
that progress of other clients be reviewed. Evaluation of treatment plans may, likewise, take place during
this mesting. In some instances a counselor may deliberately not present a case for review because he has
been negligent in carrying out previous recommendations or in executing conditions of the client contract.
For these reasons, copious notes should be recorded during case review meetings and filed. The notes
should be reviewed by the administrator and supervisory counselor before each meeting in conjunction with
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the counselor’s progress notes for the past week. The administrator and supervisory counselor come to the
meeting, then, equipped with some insights about the week's events and which counselors either participate
or remain uninvolved in sessions. Generally, to insure participation and uncover potential problem areas,
the administrator should require a weekly review of all new admissions until a treatment plan has been
established, a review of all clients receiving detoxification treatment, and a review of all clients having
special problems or involvements {e.g., pregnancy, vocational placement}.

in addition, staff meetings should be held on a regular basis. All new information relevant to program
administration should be imparted here. In addition, staff problems, questions, and suggestions will be dealt
with here. This is a mechanism to maintain open communication channels and to keep staff morale at
optimum levels.

4. Treatment Termination

There are two categories of clients who terminate their treatment. The first is comprised of those who
complete the intake process but fail to return to the program for treatment. The intake counselor should
attempt to contact the client; then the client’s counselor should report his efforts and results in writing to
his supervisor. If the client does not appear within a specified time {e.g., 14 days}, he will be reported as a
drop-out upon intake. |f he appears after the required time, he must undergo the entire intake process once
again.

The second category of treatment termination involves the client whose termination occurs after
treatment has begun. There are five instances in which this situation might occur:

a. Transfer

Transfers may occur between facilities within the same program (intra-agency) or between
programs which have no administrative relationship to each other (interagency). Clients completing
treatment who were referred to the residential program from an outpatient clinic should be returned to
that clinic in most instances. Transfers to a different clinic may be indicated if the client has a change of
address or job and another center is a more convenient location for him. Some programs have clinics which
emphasize certain aspects of treatment given the client’s need for specific care {(e.g., pregnancy,
detoxification, abstinence). Clients, therefore, in instances of various treatment needs, may be transferred
to the program most appropriate for that need. In some cases, clients are leaving town or going on extended
vacations and will require out-of-town transfers {temporary or permanent}. Whatever the situation, transfers
should be handled as smoothly as possible so that there is no serious interruption in the provision of
services to the client. Clients completing detoxification who were admitted directly to the residential
program should be transferred to, and encouraged to attend, a program providing abstinence counseling.

The procedure for local transfer should involve the counselor, the medical staff, the administrator,
and whoever may be assigned the responsibility for delivering program records. After the counselor has
determined that residential treatment is no longer indicated or that the need for transfer is clear from the
client’s need for specific care, the program is contacted, and a transfer date is confirmed. (This may be a
clerical function.) Treatment summaries are recorded in the medical and counseling notes which indicate
reason for transfer, level of methadone dose, any specific problems - medical or otherwise, and the client’s
general response to treatment. The last date of treatment at the transferring center and the date treatment
is expected to begin at the receiving center should be included. A/l records should precede the client to the
new center. If possible, staff from the receiving center should meet the client prior to his arrival there. This
is very important as transfer is often quite trying and a difficult transition to make. A real introduction
should be arranged to facilitiate the switch.

For clients who desire a transfer to a new program because they are going on vacation or relocating
in another city, assistance is offered at the national level from Treatment Referral, Information and
Placement Services (TRIPS - 202-466-2310). The procedure includes the same responsibilities as listed
above, except the TRIPS Office acts as a liaison between programs. In instances when a permanent transfer
is requested, TRIPS provides the transferring program with the name, phone number, and contact person at
the receiving program and encourages personal contact between programs. This minimizes misinterpreted
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information. In the event of a temporary transfer, TRIPS makes all arrangements and provides all necessary
information to both programs. One week lead time is required in either case. The contact between the
program and TRIPS should be routinely made by the same individual in an effort to maximize efficiency.
This person has been identified by the TRIPS Office as an “Authorized Individual” and need not
necessarily be a counselor.

Additional mechanisms and resources, through which to locate and contact treatment programs in
other cities, do exist. There are certainly effective alternatives to TRIPS. On the State level, State
agencies which operate and/or regulate {drug abuse, methadone} treatment programs can be consulted.
And, of course, the National Institute of Drug Abuse in Rockville, Maryland, can be contacted.

b. Detoxification

At this point, a distinction should be drawn between detox from heroin and detox from
methadone. The use of methadone to detox from heroin is limited by the FDA regulations to a 21-day
schedule, whereas detox from methadone may occur over a longer period of time.

The request for detoxification from methadone maintenance should be initiated by the client, not
by the staff, unless it occurs as a disciplinary action. In the latter event, staff from the residential program
and from the outpatient program must concur in the decision. If detoxification is voluntarily requested,
staff from both programs should be involved in discussing and planning this with the client. The client and
counselor should discuss the detoxification process, the approximate length of time the process takes, and
the alternatives if detoxification is not successful. During this preparatory stage, stability indicators {e.q.,
employment, family relationships, general emotional level, etc.) should be of prime consideration. The
request is then discussed at the treatment team meeting, followed by a discussion with the physician. At
each level, a re-evaluation of the client as a detox candidate occurs. The discussion with the doctor should
include the client, and all the points previously made by the counselor should be re-enforced. A physical
examination may be appropriate at this time. Staff may decide that detoxification is not indicated now, but
if the client persists in his request, it must be instituted. Should a client on maintenance request detox
toward the end of his planned stay, he may be referred to an outpatient methadene maintenance/detoxifi-
cation clinic for detoxification services.

The time involved in the detox process may vary, since the rate of medication decrease may be
more frequent for some individuals than others. If the client has any specific date by which he desires the
detox to be complete, this should be considered. He should be advised, however, that the detox schedule is
flexible, and if he feels that the schedule is too rapid, he should request a slower one. Clients should be
advised that detoxification from methadone may be a lengthy process, and they should be prepared to
spend from weeks to several months in carrying this out. Counseling sessians and contact with all agencies
providing ancillary services {e.g., vocational rehabilitation) should be increased. Emphasis in the counseling
sessions should be on non-drug coping mechanisms (e.g., community activities, memberships in clubs,
associations, yoga, etc.). The withdrawal symptoms of methadone detox, however, should be understood,
but not overemphasized, since discussion of these symptoms may help produce them. Once detox is
completed, the client should be encouraged to continue his rehabilitation efforts at an outpatient
abstinence program,

c. Completed Medical Treatment

A client who has successfully completed medical treatment before dropping out should be
considered in this category. For the residential program this will apply only to clients completing
detoxification since clients on maintenance will be transferred to an outpatient clinic for continued
treatment. However, while the medical aspect of treatment is defined as complete, detoxified clients should
be transferred to an abstinence program to continue the total rehabilitation process. Progress as an
abstinence client can then be monitored. During this period, there is very high risk of relapse to heroin use.
Therefore, participation in group and individual counseling should be strongly encouraged.
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d. Voluntary Drop-out

Drop-outs occur most frequently in the beginning of treatment. They are less likely to occur when
the counselor/client relationship is strong because then the client is more likely 1o feel that someone
actually cares about him. Drop-outs can also be reduced when immediate follow-up takes place.

The counselor and supervisory counselor should work strenuously in the first days of treatment to
create a comfortable atmosphere for the client which will be conducive to fostering a positive attitude
toward treatment. |f drop-outs occur, both the counselor and supervisory counselor should attempt to
determine whether it was due to poor or inadequate counseling. If that was the case, increased counselor
training would be indicated.

Programs must establish guidelines regarding the length of time a client may absent himself from
the facility and still return to treatment. In addition, a decision must be made regarding acceptance of
clients who drop out of the residential program and are later re-referred there by an outpatient clinic.
Although these guidelines should be flexible enough to permit evaluation of each case, they must be
sufficiently structurad to prohibit client manipulation and arbitrary decision-making.

e. Suspension

If a counselor determines that a client should be suspended from treatment, the administrator and
case review team must be informed, and they must approve the proposed action. Alternative suggestions
should be offered by staff members as to techniques of behavioral change which have not been tried. The
client should be given at least a one week trial period. The staff should work with him at this time in every
possible way. If no improvement is shown and the decision is made that the client is receiving no benefit
from treatment, it may be in the client’s best interest to suspend him from the residential program. This can
be done immediately, if the client was a referral, by returning him to his original clinic. If the client was a
direct admission for detoxification, the detoxification process must be accomplished rapidly but within a
defined period of time (e.g., 3 weeks). It is the goal of the residential methadone program to maintain a
consistent level of expectation toward which clients should strive. Suspension is one method of reminding
them of this clear expectation.

There are other circumstances under which treatment may be interrupted, if not terminated. The
most common of these are hospitalization and arrest. In the case of hospitalization, the client should
inform his attending physician of the fact that he will need methadone. After the client has consented in
writing for pertinent information to be made available to hospital personnel, arrangements can be made for
methadone treatment during hospitalization. In the event of emergency hospitalization or police arrest, the
treatment program may provide information to hospital or jail staffs without violating the Federal law, and
without the client's consent. Both situations are considered medical emergencies. It is helpful for all
concerned if the clinic has established procedures for emergencies in advance and communicated them to
neighboring hospitals and the police.
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HI Summary

In conclusion, the administrator should remember that this manual offers guidelines and not laws,
although it is consistent with the FDA regulations and the Federal Funding Criteria.

Throughout this document, there has been an attempt to support the administrator’s decision-making
role. The Federal Government, likewise, acknowledges the importance of this stance. For this reasan,
formal procedures are available to administrators to express disagreement or request exceptions to the
current regulations and criteria. When administrators believe that it is in the best interests of the client to
seek such a change, they should send a written request to the following:

A. Foran exception to the FDA Regulations

Methadone Monitoring Staff
Office of Compliance

Room 10B-4

5600 Fishers Lane
Rockville, Maryland 20852

B. For an exception to the Federal Funding Criteria

Director

Division of Community Assistance
National Institute on Drug Abuse

11400 Rockville Pike, Room 700

Rockville, Maryland 20852
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1. 1—F00D AND DRUGS

Chop \_Food and Drug Adminis-
ireq, Department of Health, Ed-
vtin, and Welfare

SUBCHAPTER C—DRUGS
BT 130—NEW DRUGS

Approv New Drugs Requiring Con-
tinuoy of Long-Term Studies,
Recori gnd Reports; Listing of
Methane With Special Require-
ments ¢ {Jse

In the Fgpar, ReciSTER of January 7,

1992 437 I 9015, the Commissioner of
Food and ygs added & new section,
§ 13048 Dng that are subjects of ap~
provyd new g applications and thai
require spect stydies, records, and re-
ports, to Partyg-..New Drugs, Subpart
A—Procedurag Interpretative Regu-
latxoxgs, In the epprar Recister of April
6, 1872 137 F Rig4q), the Commissioner
proposed specisvequirements for use of
methadone, by iding a new paragraph
b) to § 130.48, wich would place meth-
adone on the lii ot drugs subject tc
sbecial studies. reqds, and reports, pro-
vide for the drugte be considered no
lpnger exclusively nvestigative, estab-
lish special requireipnts for use of the
drug, no Ionger aprove its use as an
antitussive, and revos § 13044 Condi-
tions for investigatiog] use of metha-
dong for maintenance yograms for nar-
cotic addicts 121 CFR 30.44) upon the
effective date of § 130.48y).

Sgction 130.44 was p-omnlgated on
April 2, 1071, in concert witl the pro-
mulgat;on of regulations by the 3ureau of
Narcotlcs aud Dangerous Drigs now
cited as §§ 306.04 and 306.07 undy Chap-
ter II of Title 21 of the Code of Federal
Regulations. Publication of thest regu-
lations were each predicated on ihe in-
vespigatioxlal status of methadone m the
meaintenance treatment of narcotic ad-
dlcts_, Their effect was to require sub-
mission of an IND application to the
Food and Drug Administration and sub-
mission of an application for separate
Tegistration to the Bureau of Narcotics
and Dangetows Drugs for approval by

each on the basis of g specific research
protocol. The reswation of . Semces

of Narcotics and Dangerous Drugs re-
quired that approval be based on a con-
current review by ‘he Food and Drug
Administration for scientific merit and
by the Bureau of Narcotics and Danger-
ous Drugs for the drug control require-
ments. In the interval, experience with
the use of methadone in maintenance
treatment programs has increased; and
such programs bave greatly expanded.
This expansion has led in some cases to
a growing problem of abuse and diver-
sion. The promulgation of the revised
§ 130.44 is designed to set forth medical
standards in the trestment of narcotic
addiction in accordance with section 4
of title 1 of the Comprehensive Drug
Abv Tooee Act of
1870 and to help reduce the likelihood

ana Ohtiol

RULES AND REGULATIONS

of diversion by providing for a closed
system of methadone distribution. The
Bureau of Narcotics and Dangerous
Drugs which has primary responsibility
for the elimination of the diversion of
narcotic drugs has been consulted in the
drafting of these regulations and wil
continue to exercise supervision of meth-
adone programs in this aspect. In ad-
dition, because of the broader acceplance
of methadone in the treatment of nar-
cotic addietion, legislation has been in-
troduced into the Congress for the pur-
pose of strengthening the authority of
the Bureau of Narcotics and Dangerous
Drugs to impose and enforce standards
relating to the security and diversion of
narcotic drugs utilized in the treatment
of narcotic addiction.

In response to the April 6, 13972, publi-
cation several hundred comments were
received from known authorities in the
treatment_of drug addiction, concerned
citizens, members of Congress, munici-
palities and organizations currently
operating methadone treatment pro-
grams, State and local governmental
authorities, the medical community
through the American Medical Associa-
tion, the American Psychiatric Associa-
tion and State and local medical
societies, the Medical Committee for
Human Rights, the National Association
of Social Workers, the American Soclety
of Hospital Pharmacists, the American
Pharmaceutical Association, and phar-
maceutical manufacturers.

1. Numerous comments stated that
the proposed regulation represents an
unwarranted intrusion into medical prac-
tice and the physician-patient relation-
ship by a regulatory agency and would
severely impede the ability of the sericus
practitioner to treat and rehabilitate the
addict population. It was suggested that
flexibility should be allowed in deciding
what is good medical management of
patients. These respondents recognized
the necessity to control diversion and
abuse but felt that the treatment of
narcotic dependence is a medical prob-
lemn the management of which should
emanate from the medical profession.
The Food and Drug Administration
{FIXA) has no intention of interfering
with legitimate medical practice or the
exercising of medical judgment in the
treatment of narcotic addiction. Clinical
JUdEment must ultimately determine the
type and course of trestment for each
patient. Because of the hazards known
to exist from diversion and misuse of
methadeone, however, strict control over
the distribution, administration, andg
dispensing of the drug is necessary to
assure its safe use. This regulation pro-
vides sufficlent latitude within which
medical judgment may properly be
exercised.

2. A number of physicians and phar-
macists expressed concern that the reg-
ulation may limit the availability of the
drug for antitussive and severe pain uses
i35 in cancer patients) and that this is
discriminatory. The Commissioner con-
cludes that the closed system of distribu-
tion provided tor m e regulation,
although unique, is necessary to protect

the public health by minimizing diver-
sion and misuse of methadone. In some
instances other drugs may have to be
substituted for the analgesic or detoxi-
fication uses of methadone as well as for
emergency treatment of withdrawal
symptoms. In almost all instances in
which methadone might be the drug of
choice for its analgesic use this should
still be possible by utilizing the dispens-
ing services of approved hospital phar-
macies, or in remote areas without hos-
pitals, community pharmacies which
may be approved by FDA for dispens-
ing methadone on the recommenda-
tion of the State authority and after
consultation with the Bureau of Nar-
cotics and Dangerous Drugs (BNDD).
Although the Commissioner recognizes
the effectiveness of methadone as an
antitussive, he concludes that there are
only limited indications for this use be-
cause of the ready availability of other
effective agents. The benefits derived
from the drug for antitussive use do not
outweigh the hazards of diversion and
abuse which would result from the in-
creased availability if such use were
allowed.

3. Some comments also expressed con-
cern that outpatient or ambulatory de-
toxification and emergency treatment for
heroin withdraweal will not be sufficiently
widely available. Some persons recom-
mended the authorization of specific
physicians for the purpose of providing
ambulatory withdrawal treatment and
the authorization of community phar-
macies as well as hospitals for adminis-
tering and dispensing methadone. Pri-
vate physicians who wish to use metha-
done for ambulatory detoxification or
maintenance treatment of addicts can
do so by obtaining approvai for the op-
eration of a methadone treatment pro-
gram or by serving as an approved meth-
adone treatment medication unit for an
approved program. Community pharma-
cies will also be able to administer and
dispense methadone either by being an
integral part of an approved program
or ‘by serving as a methadone treat-
ment medication unit for an approved
program,

4. Several comments noted that no
provision has been made for the hos-
pitalized narcotic addict who is not en-
rolled in a methadone treatment pro-
aram but requires other general medical
or surgical care while in the hospitsl
and requires treatment with methadone
while these other conditions are being
attended. Similarly, if a person enrolied
in a methadone treatment program is
hospitalized for other general medical or
surgical care, the treatment program
would have to provide the drug supply
to the hospital under the proposed regu-
lation. The regulation has been revised
to include temporary treatment of nar-
cotic addicts enrolled in methadone
treatment programs while hospitalized
for other mediecal or surgical conditions.
Those addicts not enrolled in a metha-
done treatment program who are ad-
mitted to the hospital for other general
medical or surgical care may be detoxi-
fied with methadcne if their condition
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warrants or, if not, they may be tempo-
rarily treated with methadone during the
acute phase of their care.

5. Une comment suggested the use of
hospitals for stocking methadone as an
emergency, temporary outpatient detoxi-
fication and/or maintenance treatment
facility when an approved methadone
treatment program is terminated. This
comment has merit, and in the event
that other approved programs are not
available to the addicts or cannot accom-
modate displaced addicts, consideration
will be glven to using hospitals for the
purposes of detoxifleation and/or main-
tenance treatment until such time as the
patients can be referred to other ap-
proved methadone treatment programs.

6. One comment called attention to
the language used in the proposal to de-
seribe the storage requirements for the
drug and how it differs from the BNDD
regulations. This comment also noted the
BNDD regulations require that records
pertsining to narcotic distribution need
only be retained for a period of 2 years.
The Commissioner recognizes that only
2-year record retention is required under
the BNDD regulations, but concludes
that there is a need for additional con-
trol of this drug, as evidenced by its po-
tential for abuse and its demand as a
substitute for other addictive drugs.
State laws may require even longer rec-
ord retention. The storsge requirements
under this regulation are identical to the
BNDD regulations.

7. A number of comments argued that
alternative methods of control and dis-
tribution should be considered (e.g., cen-
trally processed multiple prescription
blanks and selected pharmacies). For the
reason expressed in item 2 sbove the
comments are rejected except that com-
munity pharmsacies may bhe utilized to
administer and dispense the drug for
anslgesia in remote areas without hos-
pitals on the recommendation of the
State authority and approval by FDA
after consultation with BNDD, .

8. Several comments expressed con-
cern that restricted distribution will in-
vite larger prescriptions resulting in
poorer control and that such practice
would be further encouraged by the need-
less recordkeeping requirements placed
on hospitals which may cause them not
to apply, thus promoting even more re-
stricted distribution than the regulation
is designed to provide. The Commissioner
recognizes these possibilities but con-
cludes thatl hospitals, as they have in the
past, will respond to the needs of the
community by making methadone avail-
able for its legitimate uses. It is further
concluded that the hospital reporting
system in the regulation will serve as an
indicator of inordinate prescribing which
can be corrected when necessary.

9. One comment suggested restricting
the use of other orally effective narcotics
to prevent them from being used as a
substitute for methadone. The Commis-
sioner rejects this comment at this time
siice he has no information that such
drugs are being used for this purpose or
that these drugs would be substituted.
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10. Several comments urged that the
regulation provide for minimum qusalifi-
cations of program personnel and per-
haps certification of physicians to use
methadone in treating addicts. It was
also suggested that stafing patterns be
included in the guidelines. The regula-
tion does provide for the submission of
information concerning the scientific
training and experience of professional
personnel having major responsibility for
the programs and the rehabilitative ef-
forts which are part of the approval cri-
teria. The regulation has been changed
to include staffing guidelines.

11. There was comment that am-
biguity exists regarding the terminology
used for administering and dispensing
medication and the ultimate responsibil-
ity for the medication. Some complained
that program costs will be prohibitive
unless a variety of “competent agents” of
the physiclan, such as pharmacists,
registered nurses, and licensed practical
nurses be permitted to administer and
dispense medication. In an effort to
clarify these responsibilities, the regula-
tion has been amended to indicate that
methadone can be administered and dis-
pensed by such “competent agents”
supervised by and pursuant to the order
of the practitioner licensed under ap-
propriate State or Federal law to or-
der narcotic drugs. The responsibilities
of the practitioner have been further
clarified.

12. Several comments objected to the
threat of criminal prosecution of pro-
gram directors and physicians within
programs which may serve to discourage
them from assuming program respon-
sibility and may do little to insure com-
pliance. Lack of administrative control
by physicians and dependence on other
agencies for funding serve to remove the
physician or director from policy dect-
sions, yet he is held responsible for any
deviation from the submitted protocol.
Although it is recognized that program
directors and physicians may have
limited control within the program, their
ultimate responsibility for the care and
freatment of patients and to the public
health cannot be minimized or avoided.

13. Several comments objected to the
regulation by describing it as extremely
discouraging and representing a severely
exaggerated, punitive and logleally in-
correct response to the problem of drug
diversion. These comments also stated
that the regulation will only serve to
divert money away from new services,
prevent the expansion of existing pro-
grams, further widen the gap between
government agencies and the practi-
tioner, and perhaps even compound the
problem of illicit diversion. Some urged
that implementation be gradual and that
every effort be made to address the need
for Federal funds to assure adequate
service. One comment objected to the
regulation’s interference with the organi-
zational structure of programs to the
point of prescribing a mode of trea‘ment,
It is recognized that problems of treat-
ment are not uniform in different regions
of the country and that flexibility is
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needed while attempting to maintain
basic standards of control. The regulation
has been revised to include & provision for
specific exemptions or to establish re-
vised standards for programs where they
can be adequately justified.

14, Several comments cbjected to the
implication that methadone Is itself &
complete and adequate treatment for
narcotic addiction in all cases. Any such
implication which the proposal may have
conveyed was unintentional, and an at-
tempt has been made to remove such
implication.

15. One comment was critical of FDA's
response to applications or other sub-
missions in that the sgency response is
too slow to require that no changes be
made without prior approvsal. It was sug-
gested that changes be allowed to auto-
matically take effect 10 days after cer-
tifled receipt of a submission by FDA
unless specifically rejected in that time.
FDA regrets any delay in previous re-
sponses and is aware of the need for
prompt action in this critical public
health problem but without specific in-
formation regarding the reported delays
the agency must reject this proposal.
The regulation provides for a 60-day ap-
proval or denlal period.

18. Another comment proposed a re-
view board to review actions of the FDA,
BNDD, or the State authority in denying
or revoking program approvals. The
Commissioner concludes that the law re-
quires him to exercise this authority,
though the final regulation does provide
for State approval and consultation with
the BNDD prior to FDA approval.

17. One comment suggested that the
FDA develop a list of interested persons
and to assure that such persons would
be notified of changes in the FDA regu-
lation. Changes in regulations sre ef-
fected by publication in the Fepenar
Rec1sTER and are published for comment
prior to promulgation. Subscriptions to
this publication can be purchased for &
nominal fee. In addition, the FDA will
notify persons responsible for a program
(those persons signing the latest amend-
ed applications for approval of a pro-
gram) of any changes in the regulation.

18. One comment suggested recodify-
ing and rearranging the regulation for
the purpose of better identification and
reference. In an effort to obtain greater
clarity the regulation has been placed in
§130.44 and the substantive require-
ments have been stated separately as
well as incorporated in the forms. As ex-
perience with the forms and spplication
of the regulation accumulates, it may
become advisable to amend the reguls-
tion further for clarity.

19. Several comments stated that pro-
visions should be made for expediting
reentry into a program of patients who
have undergone unsuccessful voluntary
withdrawel so that they are not sub-
jected to long waiting periods and that
patients should be informed of the poten-
tial for successful withdrawal. The FDA
encourages such policies but believes that
this should be a program decision based
on the particular circumstances and not
a legal requirement.
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20, Several comments suggested that
the protocol comment on the pregnant
addict and those patients with seribus
fllness. The FDA recognizes that these
patients may present special problems in
treatment and should be carefully eval-
uated prior to and during treatment. Ex-
perience has shown that programs have
effectively dealt with patients of this type
and that guidelines for every specific
type of patient would be difficult to de-
velop because trestment is usually indi-
vidualized. It is recommended that cau-
tion be exercised in the treatment of the
pregnant patient and that the lowest
possible dosage level be maintained.

21. A number of comments called at-
tention to the fact that problems of treat-
ment are not uniform throughout the
country and suggested that exceptions
be granted where they can be justified.
This concept has merit and it s felt that
some degree of flexibility is needed while
attempting to maintain basic standards
of control. Therefore, a program masy
request exemptions from specific require-
ments of the regulation or to establish
revised standards. These exemptions or
revisions of standards must first be ap-
proved by the State suthority and by the
FDA. The regulation has been revised to
detail the procedures for granting such
exemptions.

22. Several comments were received re-
garding the distribution system estab-
lished by the proposed regulation. Some
individuals were concerned thst the sys-
tem is too limited and will prevent the
drug from being available in some areas
or for some special and/or emergency
situation. It was suggested that, in some
regions or States, wholesale pharmacy
outlets be authorized to stock the drug
for that ares and then to transship it to
approved programs, hospital pharmacies,
or, in exceptional cases, selected com-
munity pharmacies. It is believed that in
many instances this would provide
greater security and expedite shipments.
The regulation has been revised to in-
clude provisions for such ovutlets on the
recommendsation of State suthorities.

23. After consideration of available
data and current investigations, the
Cominissioner concludes that it is inap-
propriste to require manufacturers to
develop additional dats from chronic
animal toxicity studies. This information
is being developed through other sources.
Therefore, § 130.48(h) (1) (1) of the pro-
posal has been deleted.

24. Numerous comments were received
regarding the concept of a “satellite”
and whether or not & private practi-
tioner, a community pharmeacy, and/or
hospital pharmacy, could provide this
kind of service. The term “satellite” was
regarded as confusing and clarification
of this term was requested. In addition,
differentiation was needed between a
program, individual components of a
program, a “satellite” unit, and other or-
ganizationsl units. Because of the con-
fusion connected with the term “satel-
lite” and the number of objections it
precipitated, particularly with regard to
its size, the term has been deleted. In the
interest of clarity, paragraphs (a) and
(b) of § 130.44 have been inserted to de-
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fine the terms used in the application
forms.

25. Several persons commented on the
approval of programs by a State au-
thority. Some contended that the pro-
posed regulations are inconsistent with
the provisions of Public Law 92-255 re-
garding the responsible State authority.
Others requested clarification of the se-
quence of approval by the various gov-
ernmental asuthorities and the exact role
of the Stste authority. Recourse in the
event of State disapproval was requested.
Since the problems of treatment are not
uniform in different regions, flexibility
was recommended to decentralize rule
making snd enforcement. This is par-
ticularly a problem in some areas where
local governmental agencies are charged
with the responsibility of drug abuse pro-
graming. Finally, some persons suggesied
prior approval of hospital pharmacies by
the State authority to maintain consis-
tency and to enable the State authorities
to be informed of methadone distribu-
tion within their States. The FDA agrees
that State authorities are essential in
adequately controlling methadone, in as-
suring that the need for a methadone
program exists within any specified geo-
graphic ares, and in establishing criteria
and guidance for program standards.
The regulation has been revised to clar-
ify the role of responsible authorities in
the approval of programs, their com-
ponents, and hospital or community
pharmacies, and to provide & process
whereby exemptions msay be granted.

26. A large percentage of the comments
referred to the proposal’s sections con-
cerning admission criteria, patient selec-
tion, and terminations. These comments
were directed to: (a) Voluntary partici-
pation, (b) evaluation of addiction, (¢)
exception provisions, (d) age require-
ments, and (e) termination.

a. 8everal comments requested clari-
fication of the term “voluntary partici-
pation” as it relates to those cases where
courts or prisons may in effect require
participation by providing no other rea-
sonable alternatives. The FDA recog-
nizes that this situation exists and has
revised the regulation to provide for writ-
ten informed consent of the patient. A
standardized consent form for meths-
done treatment, Form FD 2635, “‘Consent
to Methadone Treatment,” has been
added to the regulation.

b. Meny of the comments indlcated
that the requirements for determining
the state of addiction were excessive and
too inflexible. They argued that determi-
nation of addiction should be based pri-
merily on a careful history, particularly
to determine 8 minimal period of heroin
use. These comunents state that with-
drawal symptoms can be mimicked and
that waiting periods place an unrealistic
burden upon the applicant and the pro-
gram. FDA agrees that flexibility is
needed in this regard and the regula-
tion has been revised to indicate that
the selection of patients should be based
on & careful and documented history of
dependence on heroin or other mor-
phine-like drugs beginning 2 years or
more prior to application for treatment

and evidence of current physiologic de-
pendence on morphine-lke drugs.

c. Some comments expressed concern
about the limited exceptions to the re-
guirement for evidence of current phys-
iologic dependence on narcotic drugs.
These comments favored the initiation
of methadone treatment for an individ-
ual who has been detoxified and believes
he is compelled to start heroin use again
or an individual with s documented his-
tory of heroin use who has been drug
free but believes he is compelled to start
heroin sgain. The Commissioner con-
cludes that a program should exhaust
other methods of treatment of these pa-
tients in an effort to deter such patients
from reinstituting their drug use, and
that use of methadone automatically
under these circumstances would not be
in the best interest of the patient or the
public health.

d. A large number of comments ad-
dressed themselves to the use of meth~
adone in the treatment of adolescents,
Some noted that the age of initial ad-
diction to narcotic drugs has been drop-
ping (at least in the large metropolitan
areas) and that the longer one waits to
treat the adolescent addict the more dif-
ficult it would be to change his life style.
These comments argued that to place
limitations on treating patients under 18
would mean that many chronic, compul-
sive heroin users would have to experi-
ence at least a few years of criminal
activity and arrests if they could not
avail themselves of the Umited non-
drug treatment programs. Others argued
that the benefits of methadone treat-
ment, despite any possible risks due to its
effects on development or the risk of cre-
ating a de novo state of addiction within
this sge group, far outweigh the social
and medical risks of continued heroin
use. They argued that special emphasis
and even priority should be assigned to
the sdolescent heroin user to avoid an
even greater public health problem in
the future. These arguments pointed out
that current non-drug treatment pro-
grams cannot manage the large numbers
of adolescent heroin users and that de-
toxification alone has not been success-
ful. The comments either stated or im-
plied that there must be still a lower-age
limit for inclusion into methadone treat-
ment programs and many indicated that
the requirements for acceptance of the
adolescent heroin user Into treatment
differ from the requirements for the
adult. A number of suggestions have been
made: (1) Lower the age limit to 16 and
provide special requirements for approval
of those under that age; (i) lower the
age limit to 16 and permit detoxifica-
tion of those below this age; (iii) state
conditions for approved treatment of
those under age 18 and require the sub-
mission of a protocol rather than in-
clusion of these patients; (ivy allow
treatment of patients under age 18 with
concurrence of two physicians and/or
approval by the State or locsl authority;
{v) provide only supervised detoxifica-
tion of patients under age 18 along with
vigorous rehabilitative efforts as the
therapeutic modality of cheice in this
age group; and (vi) msintain the pres-
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ent regquirements but permit continued
treatment of patients under 18 who are
already enrolled in the treatment pro-
gram as of & given date.

After careful consideration of these
comments, the Commissioner concludes
that adolescent patients present unique
problems of clinicai evaluation and treat-
ment which preclude unrestricted use of
methadone as a modality of treatment.
Preventing the creation of a de novo
state of addietion, which is often dufi-
cult to do in patients under age 16, is of
major concern and further complicates
treatment. Further study is required to
determine whether the possible risks of
special toxicity and negative develop-
mental effects of the drug outweigh the
benefits which may derive from such un-
restricted treatment in patients under
age 16.

In view of the inadequate data con-
cerning methadone treatment and tox-
ieity within the adolescent group but the
limited availability of other modalities of
treatment, the Commissioner concludes
that in certain cases treatment of pa-
tients under age 18 is justifiable.

Patients between 16 and 18 years of age
who are enrolled and under treatment in
approved programs on the date of pub-
licationr of this regulation may continue
in maintenance treatment. No new pa-
tients between 16 and 18 years of age
may be admitted to a maintenance treat-
ment program after the date of publica-
tion of this regulation unless a parent,
legal guardian, or responsible adult des-
ignated by the State suthority completes
and signs Form FD 2635 “Consent to
Methadone Treatment”. Methadone
treatment of new patients hetween the
ages of 16 and 18 years may be permitted
after the date of publication of this regu-
lation only with a documented history of
two or more successful attempts at de-
toxification and a documented history of
dependence on heroin or other morphine-
like drugs beginning 2 vears or more
prior to spplication for treatment. No
new patient under age 16 may he con-
tinued or started on methadone treat-
ment after the date of publication of
this regulstion but these patients may
be detoxified and retained in the program
in a drug free state for followup and
after care. Patients under age 18 who are
not placed in msaintenance treatment
may be detoxified. Detoxification may
not exceed 3 weeks. A repeat episode of
detoxification may not be initiated until
4 weeks after the completion of the previ-
ous detoxification.

e. Seversl comments were received
concerning the clinical records which
indicated s need for clarifieation of these
provisions. Some persons interpreted the
statements to mean that a patient liter~
ally must be terminated (dropped) from
& program or readinitted rather than
understanding that this is solely & rec-
ordkeeping requirement. The paragraph
has been revised to indicate that for
recordkeeping purposes; if a patient
misses appointments for 2 weeks without
notifying the program, the episode of
care is considered terminated and so
noted in the clinical record. This does
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not mean that the patient cannot return
for treatment. If the patient does return
for treatment and is accepted into the
program, this would be considered a re-
admission and so noted in the clinical
record. This method of recordkeeping in-
sures the easy detection of sporadic at-
tendance and decreases the possibility of
administering inappropriate doses of
methadone {e.g., the patient whe has re-
ceived no medication for several days or
more and upon réturn receives the usual
stabilization dose}.

27. There were several adverse com-
ments regarding the requirement to par-
ticipate in local, regional, or national
identification systems. These comments
express particular concern about the
confidentiality of patient records and the
identification of patients to extra-pro-
gram authorities for purposes other than
those related o patient care or the mon-
itoring of programs for maintenance of
program standards. The FDA is cogni-
zant of the provisions of these statutes
which provide for the confidentiality of
records which are maintained in connec-
tion with the treatment of patients and
has revised the statement to indicate
that any identification system shall be
in accord with them. Information that
would identify a patient in such a sys-
tem shall be kept confidential in com-
pliance with 21 CFR Part 401, section
408 of Public Law 92-255, and section
3 of Public Law 91-513.

28, Several comments were made about
the recommended dosage schedule for
treatment and the guidelines for detoxi-
fication which indicate o need for clari-
fication. These comments were critical
of the rigidity or inappropriateness of
the recommended dosage. The FDA is of
the opinion that clinical judgment must
ultimately determine the actual dosage
regimen used for each patient. Con-
sequently, with the exception of the
maximum dosage level and maximum
take-home dosage for maintenance
treatment, the paragraphs desling with
the dosage are designated as recom-
mended guidelines.

29, Some of the comments expressed
concern over the severity of the defoxi-
fication schedule. Particular reference
was made to daily reductions in dosage
and the restrictions placed on length of
detoxification. In view of recent data
and the above comments, revisions have
been made in the suggested daily reduc-
tions in dosage, but the Commissioner
rejects the concept of prolonged detoxi-
fication. If methadone is administered
for more than 3 weeks, the procedure is
considered to have progressed from de-
toxification or treatment of acute with-
drawsl symptoms to that of maintenance
treatiment even if the gosl is eventual
total withdrawal.

30. The greatest number of comments,
including several thousand petition
signatures from persons connected with
treatment programs, obhjected to the
more severe requirements concerning the
frequency of visits and take-home privi-
leges. It was contended that the require-
menis are, for many patients, contra-
therapeutic and ignore the social progress
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of patients who have been in treatment
for periods of years. It was urged by
meny that allowance be made for the
exercise of medical judgment. since strict
adherence to such requirements could
produce a large dropout rate followed by
relapse and might handicap rehabilita-
tion efforts. It was argued that the pres-
ent schedule would bind the patient to
his treatment center, interfere with jobs
of addicts or cause loss of employment,
end place burdens on mentally and
physically ill patients. Many persons,
particularly from the larger metropolitan
areas, complained that this schedule
would increase the program costs, make
adequate staffing almost impossible,
over-burden the physical facilities of a
program and prevent the expansion of
services. Some individuals recommended
a schedule of decreasing frequency of
visits as a patient continues in the pro-
gram and demonstrates evidence of suc-
cessful rehabilitation te.g., employment).
A number of persons suggested an initial
schedule of five times per week visits
and several urged no more than once
weekly visits after successful stabiliza-
tion.

Since January 1, 1872, the FDA in co-
operation with the National Institute of
Mental Health (NIMH), has undertaken
an intensified inspection of all methsa-
done treatment programs currently in
operation. This inspection program has
resulted in several corrective actions by
the FDA to eliminate major program de-
ficiencies. In addition, the agency has
become aware of increased diversion and
misuse of methadone which mandates
strict control over the distribution and
use of the drug in a manner similar to
that proposed. For this reason, the Com-
missioner has rejected the comments
which propose more liberal distribution
and control.

Because of the information obtained
through these inspections and consulta-
tion with the BNDD, the take-home
privilege provisions have been revised to
provide the following: The psatient ini-
tially will ingest the drug under observa-
tion daily, or at least 6 deays a week, for
the first 3 months. After demonstrating
satisfactory adherence to the program
regulations for at least 3 months, and
showing substantial progress in rehabili-
tation by participating actively in the
program activities and/or by participa-
tion in educational, vocational, and
homemaking activities, tnose patients
whose employment, education or home-
meaking responsibilities would be hin-
dered by daily attendance may be per-
mitted to reduce to three times weekly
the times when they must ingest the drug
under observation. They shall receive no
more than a 2-day take-home supply.
With continuing adherence to the pro-
gram requirements and progressive re-
habilitation for at least 2 years after en-
trance into the program, such patients
may be permitted twice weekly visits to
the program for drug ingestion under ob-
servation with a 3-day take-home sup-
ply. Prior to reducing the frequency of
visits, documentation of the patient's
progress and the need for reducing the
frequency of visits shall be recorded.
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31. There were a substantial number
of adverse comments received on the sec-
tion of the regulation dealing with urine
testing. The major objections were on
economic and clinical grounds. It was
contended that weekly urine testing is
t00 expensive for patients andsor pro-
grams and that the money could be spent
more effectively in trestment and reha-
bilitation. The proposed schedule and
procedure for urine testing was suggested
as too stringent and as interfering with
the patient-doctor relationship as well
as interfering with clinical judgment.
Some comments contended that this re-
guirement is a viclation of patient's
rights and creates a police-like atmos-
phere. Several persons recommended a
decrensing frequency of urine testing
with an ultimate schedule of random
urine sampling & few times yearly. A few
persons suggested testing for other drugs
such as barbiturates, amphetamines, co-
caine, and, once treatment was initiated,
for methadone.

For the reasons stated in paragraph
30 above and in the interest of providing
asccurate urine test results, the Commis-
stoner rejects the comments suggesting
more lenient scheduling snd has also
made several revisions in the require-
ments. Testing rendomly for barbitu-
rates and amphetamines and other drugs
i indicated a! monthly intervals is an
added requirement based on evidence of
incrensed abuse of these subsiances. In
addition, provision is made for the use of
only those laboratories which partici-
pate in and are approved by any profi-
clency testing program designated by the
FDA. Any changes made in laboratories
used for urine testing shall have prior
approval of the FDA.

32. Several persons commented on use
of particular dosage forms in order to
prevent diversion and abuse and & re-
guirement for poison prevention pack-
sging. The regulstion provides that dos-
age forms used in programs shall be
formulated in such a way as to reduce
its potential for parenteral abuse and
accidental ingestion. Although tablet,
syrup concentrate, or other formulations
may be distributed, only a liquid form-
ulation may be administered or dis-
pensed, Regarding poison prevention
packaging, the FDA has promulgated
regulations under the Polson Prevention
Packaging Act of 1870 which require that
controlled substances be packaged for
household use in “special packaging”
which is designed to prevent poisoning in
children. All methadone dispensed for
outpatient use shall be in such containers
as specified in 21 CFR 295.2(a) (4) of the
regulations, published in the FEDERAL
Recister of April 27, 1972 (37 F.R. 843D .

33, Some comments contended that
the closed distribution system estab-
lished in the proposal is outside the legal
authority of the Food and Drug Admin-
istration, and that the Commissioner
must retain the drug under exclusively
investigational controls, approve it for
unrestricted and uncontrolled distribu-
tion and dispensing, or withdraw it com-
pletely from use. The Commissioner re-
jects this contention. Congress intended
to provide in the Federal Food, Drug, and
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Cosmetic Act sufficient flexibility to as-
sure the safe and effective distribution
and use of all drugs. Most of the com-
ments recognized the legal validity and
factual justification for utilizing a con-
trolled system of distribution in the
unique circumstances posed by metha-
done. Nothing in the law precludes con-
current use of both IND and NDA con-
trols, and comments so stated. Counsel
for the Food and Drug Administration
has reviewed the final regulations and
has provided his opinion that they are
authorized by the Act.

34. Questions were raised about the
procedure for denial or revocation of
approval of a program or any portion
thereof, Because the new regulation pro-
vides for approval of methadone as a
new drug and removes it from what was
previously exclusively an investigational
status, new procedures for denial or rev-
ocation of approval are appropriate. The
final regulations therefore provide that
denial or revocation of a program or any
portion thereof will initially be the sub-
ject of an informal conference with the
Director of the Bureau of Drugs. The
applicant then has an opportunity to
appeal an adverse decision to the Com-
missioner who, if he finds that the ap
plicant cannot justify approval, will is-
sue a notice of opportunity for a hearing
with respect to the matter in the same
manner as for withdrawal of an NDA or
portion thereof.

35. For the reasons stated in the
Feperal REGIsTER of April 6, 1972 (37
F.R. 6940, and in this order, the Com-
missioner concludes that there is a lack
of substantial evidence that methadone
is safe and effective for detoxification,
analgesia, or antitussive use under the
conditions of use that presently exist.
Therefore, notice is given to the holders
of the new drug applications for metha-
done that the Commissioner proposes to
issue an order under section 505(e) of
the Federasl Food, Drug, and Cosmetic
Act (21 US.C. 355(e)) withdrawing ap-
proval of the following new drug appli-
cations and all amendments and supple-
ments thereto:

1. Methadone (Dolophine) HCI Tab-
lets, Injectable, Suppository; by Eli Lilly
& Co., Box 618, Indianapolls, IN 46206.
{NDA 6134).

2. Methadone HC1 Tablet, Injectable;
by Hoffmann-LaRoche Inc., Nutley, N.J.
G7110. (NDA 6305).

3. Methadone HCI Injectable, Tablets,
Elixir; by Parke, Davis & Co., Joseph
Campsau Avenue, At the River, Detroit,
MI 48232, (NDA 6310).

4. Methadone HCl Tablets, Injectable;
by the Upjohn Co., 7171 Portage Rd,,
Kalamazoo, MI 48002, (NDA 6311).

5. Methadone HC1 Ampuls; by 8. E.
Massengill Co.,, 527 Fifth Street, Bristol,
TN 37620. (NDA 6345).

6. Methadone HC] Tablets, Injectable;
by Wm. S. Merrell Co., Div. Richardson-
Merrell Ine., 110 E. Amity Road, Cincin-
nati, OH 45215. (NDA 6370).

7. Methadone HCI Tablets; by Mal-
linckrodt Chemical Works, 3600 North
Second Street, Box 5438, St. Louis, MO
63160. (NDA 6383).

8. Methadone (Amidone) HCI Tablets,
Elixir, Injectable; by 8. F. Durst & Co,,
Inc., 5317 North Third Street, Phila-
delphia, PA 19120. (NDA 6504).

A notice of oportunity for hearing,
published elsewhere in this issue of the
FeEDERAL REGISTER, states:

In acordance wilh the provisions of sec-
tion 505 of the Act (21 U.8.C. 355}, and the
regulstions promulgated thereunder (21 CFR
Part 130). the Cominissioner hereby gives
the applicants an opportunity for a hearing
to show why approval of the new drug appli-
cations should not be withdrawn.

Within 30 days sfter publication herecf
in the FeperaL REGISTER the spplicants are
required to fille with the Hearing Clerk, De-
partment of Health, Education, and Welfare,
Room 6-88, 5600 Fishers Lane, Rockville,
MD 20852, a written sppearance electing
whether or not to avsil themselves of the
opportunity for a hearing. Failure of an
applicant to file a written appearance of
election within sald 30 days will constitute
an election by him not to avail himself of
the opportunty for a hearing.

If no applicant elects to avail himself of
the opportunity for s hearing, the Commis~
sioner without further notice will enter a
final order withdrawing approvel of the
applications.

If an applicant elects to avail himself of
the opportunity for a hearing, he must file,
within 30 days after publication of this no-
tice in the FEDERAL REGISTER, & written ap-
pearance requesting the hearing, giving the
reasons why approval of the new drug appli-
cations should not be withdrawn, together
with a well-organized and full factual analy~
sis of the data he is prepared to prove in sup-
port of his opposition. A request for a hear-
ing may not rest upon mere sallegations or
denials, but must set forth specific facts
showing that a genuine and substantial issue
of fact requires & hearing {21 CFR 130.14{b}}.

If review of the data submitted by an ap-
plleant warrants the conclusion that there
exists substantial evidence demonstrating the
safety and effectiveness of the product under
existing conditions of use, the Commissioner
will rescind this notice of opportunity for
hearing.

1f review of the data in the applications
and data submitted by the applicants in &
request for & hearing, together with the rea-
sontng and factual ansalysls in & request for
a heartng, warrants the conclusion that no
genuine and substantial lssue of fact pre-
cludes the withdrawal of approval of the ap-
plications, the Commissioner will enter an
order of withdrawal making findings and
conclusions on such data,

If, upon the request of the new drug appli~
cants, 8 hearing is justified, the issues will be
defined, & hearing examiner will be named,
and he shall issue, as soon as practicable
after the expiration of such 30 days, & written
notice of the time and place at which the
hearing will commence. The hearing contem-
plated by this notice will be open to the pub-
lic except that any paortion of the hearing
that concerns a method or process the Com-
missioner finds entitled to protection as &
trade secred will not be open to the public.
unless the respondent specifies otherwise in
his sppesrance.

Requests for & hearing and/or elections not
1o request 8 hearing may be seen in the Office
of the Hearlng Clerk {address given above}
during regular business hours, Monday
through Friday.

New drug application holders may submit,
within 30 days after the date of publication
of this notice in the FEDERAL REGISTER, £
supplemental new drug spplication request-
ing approval for the manufacture and dis-
tribution of methadone pursuant to §§ 130.44
snd 130.48({b}. Upon submission and spproval
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of any such supplement the Commissioner
will reseind this notice of opportunity for
hearing for that applicant.

The Commissioner concludes that
§ 130.44 should be revised (see paragraph
18 of the preamble) and that § 13048
should be amended to add a new para-
graph (b) listing methadone as a drug
subject to new-drug application approval
and special studies, records and reports
requirements, Therefore, pursuant to the
provisions of sections 505 and 701¢a), of
the Federal Food, Drug, and Cosmetic Act
as amended (21 U.S.C, 355, 371¢a}}, sec-
tion 3031a’ of the Public Health Service
Act as amended (42 U.S.C. 242a78)), and
section 4 of the Comprehensive Drug
Abuse Prevention and Control Act of
1970 (42 U.S.C. 257(a) ), and under au-
thority delegated to the Commissioner
121 CFR 2.1203, Subchapter C of Title 21,
Code of Federul Regulations; is amended
as follows:

1. Section 130.44 is revised to read as
follows:

§130.44 Conditions for use of metha.
dane.

ta) Definitions. (1) An individual is
“drug dependent” when his addiction
reaches a stage where a daily adminis-
tration of heroin or othier morphine-like
drugs is required to avoid the onset of
signs of withdrawal.

123 “Detoxification treatment” using
methadone is the administering or dis-
pensing of methadone as a substitute
narcotic drug in decreasing doses to
reach a drug f{ree state in a period not
to exceed 21 days in order to withdraw
an individual who is dependent on heroin
or other morphine-like drugs from the
use of these drugs.

(3) “Maintenance treatment” using
methadone is the continued administer-
ing or dispensing of methadone, in con-
junction with provision of appropriate
social and medical services, at relatively
stable dosage levels for a period in excess
of 21 days as an oral substitute for heroin
or other morphine-like drugs, for an in-
dividual dependent on heroin. An even-
tual drug free state is the treatment goal
for patients but it is recognized that for
some patients the drug may be needed
for long periods of time.

(4) “State authority” mesans the State
suthority designated pursuant to section
409 of Public Law $2-255, the Drug Abuse
Office and Treatment Act of 1972, or in
lieu thereof any other State authority
designated by the Governor for purposes
of exercising the authority under this
section. If no State authority is so desig-
nated, the provisions in this section re-
lating to approval by the State authority
shall be inapplicable with respect to that
State.

(b QOrganizational structures and ap-
proval requirements.—{(1) Methadone
treatment program.-—iiy Defined. A
methadone treatment program is defined
as & person or organization furnishing
a comprehensive range of services using
methadone for the detoxification and/or
maintenance treatment of narcotic ad-
dicts, conducting initial evaluation of pa-
tients and providing ongoing treatment
at a specified location or locations. If
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there is a centralized organizational
structure, consisting of a primary facility
and other outpatient facilities, all of
which conduct initial evaluation of pa-
tients and administer or dispense medi-
cation, both the primary facility and
each outpatient facility shall be con-
sidered a separate program, even though
some services may be shared ‘e.g. the
same hospital or rehabilitative services) .

(iiy Services. A methadone treatment
program, in addition to providing medi-
cation and/or evaluation, shall provide,
as a minimum, counseling, rehabilitative,
and other social services (e.g. vocational
and educational guidance, employment
placement), which will help the patient
become a well functioning member of
saciety. These services should normally
be made available at the primary out-
patient facility, but the program spensor
is permitted to enter into a formal, docu-
mented agreement with private or public
agencies, organizations or institutions
for these services if they are available
elsewhere. Evidence will be required to
demonstrate that the services are fully
available and are being utilized.

(iiiy Hospitel affiliation. If a program
is not physically located within a hos-
pital which has agreed to provide any
needed medical care for drug related
problems for the program's patients,
there shall be a formal, documented
agreement between the program sponsor
and a responsible hospital official dem-
onstrating that hospital care, both in-
patient and outpatient, is fully available
to any patient who may need it for such
problems. It is suggested that the pro-
gram sponsor enter into an agreement
with the hospital official to provide gen-
eral medical care for patients. Neither
the program sponsor nor the hospital are
required to assume financial responsi-
bility for the patient's medical care.

(ivy Private practitioners. A private
practitioner constitutes a separate pro-
gram {f he conducts initial evaluation of
patients, administers and dispenses med-
ication, provides a comprehensive range
of services, and otherwise meets all of the
requirements for a program established
in this section. A private practitioner
who qualifies and is approved as a pro-
gram i5 permitted to serve as many pa-
tients as he desires, but will be required
to meet all the requirements of this reg-
ulation, including staffing requirements,
unless permission is granted by the Food
and Drug Administration and the Statle
authority for exemption from or revision
of these requirements.

(vy Program approval. In order law-
fully to operate a methadone treatment
program, each separate program,
whether an out-patient facility or a pri-
vate practitioner, shall submit the ap-
plications specified in this section simul-
taneously to the Food and Drug Admin-
istration and the State authority and
shall receive the approval of both, except
as provided for in paragraph (h) (5} of
this section. Before granting approval the
Food and Drug Administration will
first consult with the Bureau of Nar-
cotics and Dsngerous Drugs to deter-
mine compliance with Federal controlled
substances laws. Each physical location
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within any program sheall be identified
and listed in the approval application.
At the time of application for approval
the program sponsor shall indicate
whether medication will be administered
or dispensed at the facility. If medication
is to be administered or dispensed at a
location not previously used for this pur-
pose, prior approval from both sgencies
shall be obtained. If a facility in which
medication is administered or dispensed
is deleted by s program the Food and
Drug Administration and the State au-
thority shall be notified within 3 weeks,
Addition or deletion of facilities which
provide services other than administer-
ing or dispensing medication is permitted
with notification within 3 weeks to the
Food and Drug Administration and the
State authority.

(2) Methadone treatment medication
unit.-—(i) Defined. A methadone treat-
ment “medication unit” is & facility, es-
tablished by a program sponsor as part
of his program, from which licensed pri-
vate practitioners and community phar-
macists are permitted to administer and
dispense methadone. These medication
units may also collect urine for urine
testing for narcotic drugs. Any such
facility shall be geographically dispersed
from the primary facility and other med-
ication units that have been established.
The enroliment in & medication unit shall
be of reasonable size in relation to the
space available for treatment and the
size of the staff at the facility, and may
not exceed 30 patients.

iii) Referral. The patient shall be sia-
tilized at his optimal dosage level before
he may be referred to a medication unit.
Since the medication unit will not pro-
vide a range of services, the program
sponsor shall determine that the patient
to be referred is not in need of frequent
counseling, rehabilitative, and other
services which are only available at the
primary program facility. A patient may
not be referred to a medication unit be-
fore he has demonstrated progress {o-
wards rehabilitation. The nature of this
progress shall be entered in the patient’s
record.

(iii} Responsibility for patieni. After
a patient is referred to a medication unit,
the program sponsor retains continuing
responsibility for the patient's care. The
progrdm sponsor is responsible for as-
suring that the patient reports weekly for
urinalysis at either the primary facility
or the medication unit and receives
needed medical and social services at
least monthly at the primary facility.

tivy Services. Medication units are
limited to the administering or dispens-
ing of medication and the collection of
urine for urine testing, following the pro-
cedures outlined in paragraph (d) (§) (iD)
of this section. If a private practitioner
wishes to provide other services in addi-
tion to administering or dispensing
medication and collecting urine samples,
he shall be considered a program and
shall be required to submit an applica-
tion for separate approval.

(v) Medication unit approval. In or-
der lawfully to operate a medication unit,
the program shall obtain approval for
each separate unit from both the Pood
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and Drug Administration and the State
authority, except as provided for in para-
graph (hi§) of this section. Approval
will be based on the distribution of these
units within a particular geographic
area. Any new medication unit shall re-
ceive such approval before commencing
operation.

(vi) Revocation of approval. If the
primary program's gpproval is reveked
by the Food and Drug Administration
the approval for the medication unit is
automatically revoked. If a particular
medication unit’s approval is revoked, the
spprovel of the primary program will
remain in effect unless it is also revoked.

(viiy Methadone supply. The medica-
tion unit will receive its supply of the
drug directly from the stocks of the
primery facility. Only persons permitted
to administer or dispense the drug or
security personnel licensed or otherwise
authorized by State law may deliver the
drug to s medication unit.

i3) Organizational structure; central
administration. «1» The program spousor
shall submit to the Food and Drug Ad-
ministration and the State authority a
description of the organizational struc-
ture of the program applying for ap-
proval, listing the name of the person
responsible for the particular program,
thie address, and the responsibilities of
each facility or medication unit. The
sources of funding for each program shall
be listed and the name and address of
each governmental agency providing
funding shall be stated.

i) Where two oOr more Dprograms
share a central administration (eg., a
city or state-wide organization:, the per-
son responsibie for the organization (Ad-
ministratory shall be listed as program
sponsor for each separate program par-
ticipating. An individual program shaill
indicate its participation in the central
organization at the time of its applica-
tion. The Administrator is permitted to
fulfill al} recordkeeping and reporting re-
quirements for these programs, but it is
emphasized that the programs will con-
tinue to receive separate approval.

ity One individual is permitted to as-
sume primary medical responsibility for
more than one program and be listed as
medical director. If an individual assumes
medical responsibility for more than one
program, the feasibility of such an ar-
rangement shall be documented and
attached to the application.

(4) Prohibition against unapproved
use of methadone. No individual, practi-
tioner, organization, or legal entity, may
prescribe, administer, or dispense metha-
done without prior approval by the Food
and Drug Administration and the State
authority, except as provided for in para-
graph (hyi5) of this section, unless
specifically exempted by this section.

ic) Conditions for approval of the use
of methadone in a lreatment program —
(1) Applicants. An individual listed as
program sponsor for a treatment pro-
gram using methadone need not person-
ally be a licensed practitioner but shall
employ a licensed physician for the posi-
tion of medical direclor. Persons respon-
sible for administering or dispensing
the medication shall be practitioners as
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defined by section 102¢20) of the Con-
trolled Substances Act (21 US.C. 802
901 licensed to practice by the State in
which the program is to be established.

(21 Assent lo regulation. A person
who sponsors a methadone treatment
program, and any person responsible for
a particular program, shall agree to ad-
here to all the rules, directives, and pro-
cedures, set forth in this regulation, and
any regulation regarding the use of
methadone which may be promulgated
in the future. The program sponsor, and
person responsible for a particular pro-
gram, shall agree Lo assume responsibil-
ity for any practitioners, employees,
agents, or other individuals providing
services, who work in their programs at
the primary facility or at other facilities
or medication units. The responsible per-
sons shall agree to inform these people
of the provisions of this regulation and
to monitor their activities to assure com-
pliance with the provisions. The Food
and Drug Administration and the State
autherity shall be notified within 3
weeks of any replacement of the program
sponsor or medical director. Activities
in violation of this regulation may give
rise to the sanctions set forth in para-
graph (1) of this section.

(31 Facilities, 'To obtain program ap-
proval, the applicant shall demonstrate
that he will have access to adequate phys-
ical facilities to provide all necessary
services. The physical facilities should be
sufficiently spacious and well maintained
to provide appropriate conditions for
conducting individual and/or group
counseling.

{4) Submission of proper applications.
The following applications shall be filed
simultaneously with both the Food and
Drug Administration and the State
authority.

(i) Form FD 2632 “Application for
Approval of Use of Methadone in a
Treatment Program” This form, set
forth in paragraph (k)(1) of this sec-
tion, shall be completed and signed by
the program sponsor and submitted in
triplicate to the Food and Drug Admin-
istration and the State authority.

{iiy Form FD 2633 “Medical Respon-
sibility Statement for Use of Methadone
in a Treatment Program.” This form, set
forth in paragraph (k) (2) of this section,
shall be completed and signed by each
licensed physician authorized to admin-
ister or dispense methadone and sub-
mitted in triplicate to the Food and
Drug Administration and the State au-
thority. The names of any other persons
licensed by law to administer or dispense
narcotic drugs working in the program
shall be listed, even if they are not at
present responsible for administering or
dispensing the drug.

iii{» Form FD 2634 “Annual Report
for Treatment Program Using Metha-
done.” This form, set forth in paragraph
(k) (3 of this section, shall be completed
and signed by the program sponsor for
every program over which he has respon-
sibility for each calendar year of opera-
tion. It shall be submitted in triplicate to
the Food and Drug Administration and
the State authority on or before Janu-
ary 30 of each year.

(5, State and Federal approval of
treatment programs. Treatment Dpro-
grams using methadone shall have been
reviewed by the State authority and
must conform to all State requirements
for conducting a methadone treatmen:
program. The Food and Drug Admi’ s
tration must have received notification
of the program’s approval by the State
agency. Only after the State authority
has given its approval will the Food and
Drug Administration grant approval to
a program. The Food and Drug Ad-
ministration will also revoke approval
when recommended by the State au-
thority. If State approval of a pro-
gram is denied or revoked the pro-
gram shall have a right of appeal to the
Commissioner, as provided for in para-
graph (hy (53 of this section. Prior to
granting or withholding approval, the
Food and Drug Administration will con-
sult with the Bureau of Narcoties and
Dangerous Drugs to determine the appli-
cant’s compliance with Federal controlled
substances laws. No shipment of metha-
done may lawfully be made to any pro-
gram which has not received approval
from the Food and Drug Administration.
The program sponsor will receive noti-
fication of approval or denisl or a re-
guest for additional information, when
necessary, within 60 days after receipt of
the application by the Food aend Drug
Administration.

«d; Requirements for operation of
methadone treatment program.—{(1) De-
scription of facilifies. A program shall
have ready access to a comprehensive
range of medical and rehabilitative serv-
ices. 'The name, address, and descrip-
tion of each hospital, institution, clinical
Jaboratory, or other facility available to
provide the necessary services shall be
given to the Food and Drug Adminis-
tration and the State authority. This list-
ing shall include the name and address
of each medication unit.

2y Approximate number of patients
to be treated. The program sponsor shall
submit to the Food and Drug Adminis-
tration and the State authority an ap-
proximation of the number of patlents
who will be treated, based on past history,
addict population in the area, treatment
capacity, or other relevant information.

137 Minimum admission standards.—
tiy  Voluntary participation; consent
jorm. Each patient shall be fully in-
formed concerning the possible risk as-
sociated with the use of methadone.
Participation in any program shall be
voluntary. The person responsible for the
program shall insure that all the rele-
vant facts concerning the use of metha-
done are clearly and adequately explained
to the patient and that all patients (in-
cluding those under age 18) sign, with
full knowledge and understanding of
its contents, the first part of Form FD
2635 “Consent for Methadone Treat-
ment” set forth in paragraph tk)(4) of
this section and the parents or guardians
of patients under age 18 sign the second
part of that form.

ity Physiologic addiction standards;
records. The mere use of a narcotic drug,
even if periodic or intermittent, cannot
be equated with narcotic addiction. Care
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shall be exercised in the selection of pa-
tients to prevent the possibility of ad-
mitting a person who was not first de-
pendent upon heroin or other morphine-
like drugs at lemst 2 years prior to
admission to maintenance treatment.
This drug history and evidence of cur-
rent physiclogic dependence on mor-
phine-like drugs shall be documented.
Evidence of physicsl dependence should
be obtained by noting early signs of with-
drawal {lscrimation, rhinorrhes, pupil-
lary dilation, snd pileoerection) during
the initinl period of abstinence. With-
drawal signs may be observed during an
initial period of hospitalization or while
the individual is an outpatient under-
going diagnostic evaluation fe.g., med-
ical and personal history, physical exami-
nation, and laboratory studiesy. Loss of
appetite and Increased body tempera-
ture, pulse rate, blood pressure, and res-
pirgtory rate are also signs of with-
drawal, but their detection may require
inpatient observation. It is unlikely that
an individusl would be currently depend-
ent on narcotic drugs without having a
positive urine test for one or more of
these drugs. Additional evidence can be
obtained by noting the presence of old
and fresh needle marks, and by obtain-
ing additional history from relatives and
friends.

(iii) Ezceptions to physiologic addic-
tion standards; justification. An excep-
tion to the requirement for evidence of
current physiologic dependence on nar-
cotic drugs will be allowed only under
exceptional clrcumstances. For example,
maintensnce treatment may be indicated
prior to or within 1 week of release from
a stay of 1 month or longer in a penal ov
chronic care institution, if an individual
has & predetention history of dependence
upon heroin or other morphine-like
drugs at least 2 years prior to admission
to the institution. Justification for any
such exception shall be noted in the pa-
tient's record.

{iv) Special limitations; treatment of
patients under age 18. (@) The safety and
effectiveness of methadone when used in
the trestment of adolescents has not been
proven by adequate clinical study. Spe-
cial procedures are therefore necessary to
assure that patients under age 16 will not
be admitted to a program and that pa-
tients between 18 and 18 vears of age be
admitted to maintenance treatment only
under limited conditions.

thy Patients between 18 and 18 years
of age who are enrolled and under treat-
ment in approved programs on the date
of publication of this regulation may con-
tinue in maintenance trestment. No new
patients between 16 and 18 years of age
may be admitted to a maintenance treat-
ment program after the date of publica-
tion of this regulation unless a parent,
legal guardian, or responsible adult des-
ignated by the State authority completes
and signs Form FD 2635 “Consent to
Methadone Treatment,” set forth in
paragraph (k) (4) of this section. Metha-
done treatment of new patients between
the ages of 16 and 18 years will be per-
mitted after December 15, 1972, only
with & documented history of two or
more unsuccessful attempts at detoxifi-
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cation and a documented history of de-
pendence on hercin or other morphine-
like drugs beginning 2 years or more prior
to application for treatment. No patient
under age 16 may be continued or started
on methadone treatment after Decem-
ber 15, 1972, but these patients may be
detoxified and retained in the program
in & drug free state for follow-up and
after care.

{¢) Patients under age 18 who are not
placed in maintenance treabment may he
detoxified. Detoxification may not exceed
3 weeks. A repeat episode of detoxifica-
tion may not be initiated until ¢ weeks
after the completion of the previous
detoxification.

{v) Denial of admission. If in the pro-
fessional judgment of the medical direc-
tor a particular patient would not benefit
from methadone treatment, he may be
refused such treatment even if he meets
the sdmission standards.

vi) Patient evaluation, admission rec-
ord. An admission evaluation and record
shall be made and maintained for each
patient upon admission to the program.
This evaluation and record shall consist
of a personal history, & medical history,
a physical examination, and any labora-
tory or other special examinations indi-
cated in the judgment of the attending
phygician. B is recommended that a
complete blood count, lver function
tests, and a serologic test for lues be
part of the admission evaluation.

‘q) Personal history. A personsal his-
tory record will be completed for each
patient accepted for sdmission and will
include at least age, sex, educational
level, employment history, criminal his-
tory, past history of drug abuse of all
types and prior treatment for drug abuse.

by Medical history. A thorough med-
ical history record will be completed for
each patient accepted for admission.

(¢} Physical examingtion. The findings
of a comprehensive physical examina-
tion will he recorded.

(4) Staffing requirements. As a mini-
mum standard for the staffing of a treat-
ment, program there shall be the equiva-
lent of one full-time physician licensed
by and registered by State or Federal law
to order, dispense, and administer meth-
adone, two nurses iregistered nurse or
licensed practical nurse?, and four coun-
selors, for every 300 patients receiving
meaintenance treatment. The staffing
pattern may be varied to fit the opera-
tional pattern and population character-
istics of the program, but there shall
always be at least one medical or osteo-
pathic physician available for initial
medical evaluation and follow-up care
and to supervise the patient medication
schedules for each 300 patients. This
staffing pattern is not the recommended
pattern, but the minimum stafling pat-
ern acceptable.

(5) Acess to a range of services. A
treatment program shall provide a com-
prehensive range of medical and rehabil-
itative services to its patients. These
services normally should be provided at
the primary facility, but the program
sponsor may enter into formally docu-
mented agreements with other public or
private agencies, institutions, or orga-
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nizations to render these services. Such
facilities must be located so as to provide
ense of access to the patient. Any service
not furnished at the primary facility
shall be listed, and the agreements to
furnish those services shall be docu-
mented, when application for approval is
submitted to the Food and Drug Admin-
istration and the State authority. Modifi-
eation of the services shall be submitted
in triplicate to the Food and Drug Ad-
ministration as services are added or
deleted.

(§) Minimum procedures for ongoing
care—~—(1) Dosage and administration re-
quirements—i{a) Form, packaging. The
methadone shall be administered or dis-
pensed in oral form only when used in
& treatment program. Hospitelized pa-
tients under care for a medical or surgical
condition sare permitted to receive
methadone in parenteral form, when in
the attending physican’s professional
judgment it is deemed sadvisable. Al-
though tablet, syrup concentrate, or
other formulations are permitted to be
distributed o the program, all oral med-
fcation shall be administered or dis-
pensed in & Hquid formulation. The dos-
age will be formulated in such a way as
to reduce its potential for parentersl
abuse and accidental ingestion and pack-
aged for outpatient use in special pack-
aging as required by § 295.2 of this chap-
ter. Any tske-out medication shsll be
labeled with the treatment center’s name,
address and telephone number. Excep-
tions may be granted when any of the
provisions of this subsection are in con-
fiict with State law with regard to the
administering or dispensing of drugs.

(b) Detozification treatment. In de-
toxification the patient may be placed on
8 substitutive methadone administration
schedule when there are significant
symptoms of withdrawal. The dosage
schedules indicated below are recom-
mended but could be varied depending
upon clinical judgment. Initially, a single
oral dose of 15-20 milligrams of metha-
done will often be sufficient to suppress
withdrawal symptoms. Additional meth-
adone may be provided if withdrawal
symptoms are not suppressed or when-
ever symptoms reappear. When patients
are physically dependent on high doses
of methadone, it may be necessary to ex-
ceed these levels. Forty milligrams per
day in single or divided doses will usually
constitute an adequate stabilizing dose
level. Stabilization can be continued 2
to 3 days and then the amount of meth-
adone will normally be gradually de-
creased. The rate at which methadone is
decreased will be determined separately
for each patient. The dose of methadone
can be decreased on & daily basis or in
2-day intervals, but the amount of intake
shall always be sufficient to keep with-
drawal symptoms at a tolerable level. In
hospitalized patients a daily reduction of
20 percent of the total daily dose usually
will be tolerated and will cause little dis-
comfort. In ambulatory patients, a some-
what slower schedule may be needed. If
methadone is administered for more than
3 weeks, the procedure is considered to
have progressed from detoxification or
treatment of the acute withdrawal syn-
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drome to maintenance treatment, even
though the goal and intent may be even-
tual total withdrawal. .

(¢) Maintenance treatment; special
considerations for a pregnant patient.
(13 In maintenance treatment the initial
dosage of methadone should control the
abstinence symptoms that follow with-
drawal of narcotic drugs, but shouldAnot
be so great as to cause sedation, respira-
tory depression, or other effects of acute
intoxication. It is important that the ini-
tial dossge be adjusted on an individual
basis to the narcotic tolerance of the
new patient. If such a patient has been a
heavy user of heroin up to the day of ad-
mission, he may be given 20 milligrams
4 to & hours later, or 40 milligrams in
& single oral dose. If he enters treatment
with little or no narcotic tolerance (e.g.
if he has recently heen released from
jail or other confinement), the initial
dosage may be one-half these quantities.
When there is any doubt, the smaller
dose should be used initially. The pa-
tient should then be kept under obser-
vation, and, if symploms of sbstinence
are distressing, additional 10 milligram
doses may be administered as needed.
Subsequently, the dosage should be ad-
justed individusally, as tolerated and re-
quired, up to a level of 120 milligrams
daily. Por daily dosages above 100 milli-
grams pstients shall ingest medication
under observation 6 days per week. These
psatients will be allowed take-home medi-
cation for 1 day per week only. Those
patients in treatment on the date this
regulation becomes effective who are re-
celving a take-home dose of more than
100 milligrams per day shall have their
dosage level reduced to 100 milligrams
per day or less by June 13, 19873,
A daily dose of 120 milligrams or
more shall be justified in the medieal
record. For daily dosages above 120 milli-
grams, prior approval from State au-
thority and the Feod and Drug Ad-
ministration shall be obtained be-
ginning on March 15, 1873. For take-
home doses above 100 milligrams per
day, prior approval from the State au-
thority and the Food and Drug Admin-
istration shall be obtained beginning on
June 13, 1873. A regular review of
dosage level should be made by the re-
sponsible physician with careful con-
sideration given for reduction of dosage
a5 indicaied on an Individual basis. A
new dosage level is only a test level
until stability is achieved.

€2) Caution shall be taken in the
maintenance treatment of pregnant pa-
tients. Dosage levels shall be main-
tained as low as possible if continued
methadone treatment is deemed neces-
sary. It is the responsibility of the pro-
gram sponsor to assure that esch female
patient is fully informed concerning the
possible risks to a pregnant woman or
her unborn child from the use of meth-
adone.

(d)  Authorized dispensers of metha-
done; responsibility. Methadone will be
administered or dispensed by a practi-
tioner licensed or registered under ap-

propriate State or Federal law to order
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narcotic drugs for patients or by an
agent of the practitioner, supervised by
and pursuant to the order of the prac-
titioner. This agent may only be a phar-
macist, registered nurse, or licensed prac-
tical nurse depending upon the State reg-
ulations regarding narcotic drug dispens-
ing and administering. The licensed
practitioner assumnes responsibility for
the amounts of methadone administered
or dispensed and all changes in dosage
schedule will be recorded and signed by
the licensed practitioner.

{T) Frequency of attendance; take-
home medication.—(1) For detorifica-
tion, the drug shall be administered daily
under close observation. In maintenance
treatment the patient will initially ingest
the drug under cbservation daily, or at
least 6 days a week, for the first 3
months. It is recognized that diversion
occurs primarily when pstients take
medication from the clinie for self-ad-
ministration. It is also recognized, how-
ever, that daily attendance at a program
facility may be incompatible with gain-
ful employment, education, and respon-
sible homemaking. After demonstrating
satisfactory adherence to the program
regulations for at least 3 months, and
showing substantial progress in rehabil-
itation by participating actively in the
program activities and/or by participa-
tion in educational, vocational, and
homemsaking activities, those patients
whose employment, education, or home-
making responsibilities would be hin-
dered by daily sttendance msay be per-
mitted to reduce to three times weekly
the times when they must ingest the
drug under observation. They shall re-
ceive no more than a 2-day take-home
supply. With continuing adherence to the
program’s requirements and progressive
rehabilitation for at least 2 years after
entrance into the program, such patients
may be permitted twice weekly visits to
the program for drug ingestion under
observation with a 3-day take-home sup-
ply. Prior to reducing the frequency of
visits, documentation of the psatient’s
progress and the need for reducing the

frequency of visits shall be recorded. The .

requirements and schedule for when the
drug must be ingested under observa-
tion mey be relaxed if the patient has a
serious physical disability which would
prevent frequent visits to the program
facility. The Food and Drug Adminis-
tration and the State authority shall be
notified of such cases. Additional redi-
cation may also be provided in excep-
tional circumstances such as acute ill-
ness, family crises, or necessary ‘ravel
when hardship would result from requir-
ing the customary observed medication
intake for the specific period. In these
circumstances the reasons for providing
additional medication will be recorded.
In circumstances of severe illness, in-
Armity or physical disability, an author-
ized individual (e.g. a licensed practi-
tioner) may deliver or obtain the medi-
cation.

(i) Urine testing-—(a) Schedule of
testing; substances tested for. In main-
tenance treatment, a urinalysis will be
performed randomly at least weekly for

morphine and monthly for methadone,
barbiturates, amphetamines and other
drugs if indicated. Those patients recelv-
ing their doses of the drug from medica-
tion units will also adhere to this sched-
ule. The urine shall be collected at the
preogram’s primary facility or at the
medication unit.

by Method of collection. Urine shall
be collected in & manner which mini-
mizes falsification of the samnples. The
reliability of this collection procedure
shall be demonstrated.

tc) Laboratories. Laboratories used for
urine testing shall participate in and
be approved by any proficiency testing
program designated by the Food and -
Drug Administration. Any changes made
in laboratories used for urine testing
shall have prior approval of the Food
and Drug Administration.

(iii} Patieni’s clinical record. An ade-
quate clinical record will be maintained
for each patient. The record will contain
a copy of the signed consent formis),
the date of each visit, the amount of
methadone administered or dispensed.
the results of each urinalysis, a detailed
account of any adverse reactions, which
will also be reported within 2 weeks to
the Food and Drug Administration on
Form FI3-1639, “Drug Experience Re-
port,” any significant physical or psycho-
logical disability, the type of rehabilita-
tive and counseling efforts employed, an
account of the patient’s progress, and
other relevant aspects of the treatment
program. For recordkeeping purposes, if &
patient misses appointments for 2 wesks
or more without notifying the program,
the episode of care is considered termi-
nated and so noted in the clinical rec-
ord. This does not mean that the patient
cannot return for care. If the patient
does return for care and is accepted into
the program, this is considered s read-
mission and so noted in the clinical rec-
ord. This method of recordkeeping helps
assure the easy detection of sporadic at-
tendance and decreases the possibility of
administering inappropriate doses of
methadone (e.g., the patient who has
received no medication for several days
or more and upon return receives the
usual stabilization dose). An annual
evaluation of the patient’s progress will
be recorded in the clinical record(s).

(8) Discontinuation of methadone use.
All patients in treatment will be given
careful consideration for discontinustion
of methadone use, especially after resch-
ing a 10-20 milligram dosage level. So-
cisl rehabilitation shall have been
maintained for a reasonsble period of
time. Patients should be encouraged to
pursue the goal of eventual withdrawal
from methadone and becoming ecom-
pletely drug free. Upon successfully
reaching & drug-free state the patient
should be retained in the program for
as long as necessary to assure stability
in the drug-free state, with the fre-
quency of his required visits adjusted at
the discretion of the director.

(9. Record of drug dispensing, Ac-
curate records traceable to specific pa-
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tients shall be maintained showing dates,
quantity, and batch or code marks of
the drug dispensed. These records shall
be retained for s period of 3 years.
(10) Security of drug stocks. Adequate
security shall be maintained over stocks
of methadone, over the manner in which
it is administered or dispensed, over the
menner in which it is distributed to
medication units, and over the manner
in which it is stored to guard ageinst
theft and Hiversion of the drug. The
security standards for the distribution
and storage of controlled substances as
required by the Bureau of Narcotics
and Dangerous Drugs (8§ 301.72-301.76

of this title) shall be met by the
Program.
(11) Inspections of progrems, pa-

tient confidentiality. Inspection of & pro-
gram may be undertsken by the State
guthority, by the Pood and Drug Ad-
ministration and by the Buresu of Nar-
cotics and Dangerous Drugs in
secordance with Pederal controlled sub-
stances laws, The identity of patients
will be kept confidential except (1) when
it is necessary to make follow-up investi-
gations on adverse effect information
related to use of the drug, (i) when the
medical welfare of the patient would be
threastened by o failure to reveal such
informstlon, or (i) when it is necessary
to verify records relsting to approval of
the program or any portion thereof. In
all circumstances the provision of 21 CFR
Part 401 shall be followed.

(12) Ezemptions from specific pro-
gram stendards.—(1) A program is per-
mitted, at the time of application or any
time thereafter, to request exemption
Trom or revision of specific program
standards. The rationale for an exemp-
tion or revision shall be thoroughly docu-
mented in an appendix to be submitted
with the application or at some later
time. An example of a case in which an
exemption might be granted would be
for a private practitioner who wishes to
treat a limited number of patlents and
requests exemption from some of the
stafiing and service standards in & non-
metropolitan ares with few physicians
and no rehabilitative services geographi-
cally accessible. The Food and Drug Ad-
ministration will approve such exemp-
tions or revisions of program standards
at the time of application with the con-
currence of the State authority.

(1) The Food and Drug Administra-
tion has the right to withhold the grant-
ing of an exemption until such time as a
program is in actual operation in order
to assess if the exemption ls necessary.
If periodic inspections of the program
reveal that discrepancies or adverse con-
ditions exist, the Food and Drug Ad-
ministration shell reserve the right to
revoke any or all exemptions previously
granted.

{13) Additional reporting require-
menis.—(1) Deaths. The program spon-
sor shall report any patient death which
i8 considered methadone related to the
Food and Drug Administration within
2 weelks, using Form FD-1638 “Drug Ex-
perience Report.”
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(i) Newborns. The program sponsor
shall report to the Food and Drug Ad-
ministration the birth of any child to a
female patient, if the newborn is pre-
mature or shows any adverse reactions
which, in the opinion of the attending
physician, are due to methadone, within
1 month of the birth, using Form FD-
1639 “Drug Experience Report.”

(e) Multiple enrollments—(13 Ad-
ministering or dispensing to patients
enrolled in other programs. There is a
danger of drug dependent persons at-
tempting to enroll in more than one
methadone treatment program to obtain
gquantities of methadone for the purpose
of self-ndministration or illicit market-
ing. Therefore, except in an emergency
situation, methadone shall not be pro-
vided to a patient who is known to be
currently receiving the drug from an-
other trestment program using metha-
done.

12y Patient attendance requirements.
The patlent shall always report to the
same treatment facility unless prior ap-
proval is obtained from the program
sponsor for treatment at another pro-
gram. Permission to report for treatment
at the facility of ancther program shall
be granted only in exceptional circum-
stances and shall be noted on the pa-
tient's clinical record.

(3) Multiple enrollment prevention.
To prevent multiple enrcllments, the
program shall sgree to participate in any
patient identification system that exists
or is designated and approved by the
¥ood snd Drug Administration. Infor-
mation that would identify & patient
shall be kept confidential in compliance
with Part 401 of this title.

ify Conditions for use of methadone in
hospitals for analgesia in severe pain, for
detorification, and for temporary main-
tenance treatment—(1) Form. The drug
may be administered or dispensed in
either oral or parenteral form.

(2) Use of methadone in hospitals—
1y Approved uses. Methadone is per-
mitted to be administered or dispensed
only for detoxification or temporary
treatment of hospitalized patients, and
for analgesia in severe pain for hospital-
ized patients and outpatients. If metha-
done is sdministered for treatment of
heroin dependence for more than 3
weeks, the procedure passes from treat-
ment of the acute withdrawsl syndrome
{detoxification) to maintenance treat-
ment. Maintenance treatment is per-
mitted to be undertaken only by ap-
proved methadone programs. This does
not preclude the maintenance treatment
of an addict who Is hospitalized for treat-
ment of medical conditions other than
addiction and who requires temporary
maintenance treatment during the critl-
cal period of his stay or whose enroliment
in a program which has approval for
maintensnce treatment using metha-
done has been verified. Any hospital
which already has received spproval
under this paragraph ({3} may be per-
mitted to serve 85 a temporary metha-
done treatment program when an ap-
proved methadone {reatment program
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has been terminated and there is no
other facllity immediately available in
the area to provide methadone treatment
for the patients. The Food and Drug Ad-
ministration may give this approval upon
the request of the Scate authority or the
hospital, when no State authority has
been established.

iy Individual responsible for sup-
plies. The name of the i{ndividual (phar-
macist) responsible for receiving and
securing supplies of methadone shall be
submitted to the Food and Drug Admin-
istration and the State authority. In-
dividuals_not authorized by Federal or
State law shall not receive supplies of
methadone.

(ili) General description. A general de-
scription of the hospital including the
number of beds, specialized treatment
facilities for drug dependence, and na-
ture of patient care undertsken shall be
submitted.

(iv) Anticipated guantity of drug
needed. The anticipated quantity of
methadone needed per year shall be sub-
mitted.

(v) Records. The hospital shall main-
tain accurate records showing dates,
quantity, and batch or code marks of the
drug used for in patient and out patient
treatment. The records shall be retained
for a period of 3 years.

(vi) Inspections. The Food and Drug
Administration and the State authority
may inspect supplies of the drug and
evaluate the uses to which the drug is
being put. The identity of the patient
will be kept confidential except (@) when
it is necessary to make followup investi-
gations on adverse effect information
related to the drug, (b) when the med-
ical welfare of the patient would be
threatened by a failure to reveal such
information, or (¢) when it is necessary
to verify records relating to approval of
the hospital or any portion thereof. The
confidentiality requirements of Part 401
of this title shall be followed. Records
relating to the receipt, storage, and dis-
tribution of narcotic medication shall
also be subject to inspection as provided
by Federal controlled substances laws;
but use or disclosure of records identify-
ing patients will, in any case, be limited
to actions involving the program or its
personnel.

(vil) Approval of hospital pharmacy.
Application for & hospital pharmacy to
provide methadone for anslgesia, de-
toxification and temporary treatment
will be submitted to the Food and Drug
Administration and the State authority
and shall receive approval from both, ex-
cept as provided for in paragraph (hy (5}
of this section. Within 60 days after re-
ceipt of the application by the Food and
Drug Administration, the applicant will
recelve notification of approval or denial
or a request for additional information,
when necessary.

tvilly Approval of shipments {o hos-
pital pharmacies. Before a hospital phar-
macy may lawfully receive shipments of
methadone for use as an analgesic for
severe pain and for detoxification or
temporary maintenance treatment, & re-
sponsible hospital official shall complete,

PEDERAL REGISTER, VOL. 37, NO. 242—FRIDAY, DECEMBER 15, 1972

39




26800

sign, and flie {n triplicate with the Food
and Drug Administration and the State
authority Form FD 2638, “Hospital Re-
guest for Methadone for Analgesia in
Severe Pain and for Detoxification and
Temporary Maintenance Treatment' set
forth in paragraph (k155 of this section
and shall recelve a notice of approval
thereof from the Food and Drug Admin-
istration.

{xy Sanctions Failure to abide by the
requirements described in this section
may resuit in revocation of approval to
receive shipments of methadone, seizure
of the drug supply on hand, injunction,
and criminal prosecution

i3y Treatment of outpatients —iiy If
in a physician’s professional judgment
methadone would be the drug of choice
as an analgesic for treating a patient in
severe pain, the drug will be avallable for
use on an cut-patient basis from an ap-
proved hospital pharmacy, or in a remote
area {rom an approved community phar-
macy. Prior to filing & physician's pre-

seription for methadone for outpatients,
the

harmacy shall obtain from the phy-
an g statement indicating that all
1 prescriptions written by him will
limited to use for analgesia in severe
ain. The physician shall sgree to main-
: to substantiate such use.
These records will be available in the
hospital or made available at the request
of the hospital administrator. In remote
areas the approved community phar-
macy is permitted to maintain these rec-
ords or they may be forwarded to the
State authority. On January 30 of each
vear, the names and addresses of all phy-
ans who prescribed methadone for
analgesia on an outpatient basis during
the previous vear shall be reported to the
Food and Drug Administration.

fiir Prescriptions for analgesia may be
filled only if they are written by a phy-
siclan who has submitted the required
statement tc the approved hospital or
community pharmacy.

4y Shipments to remote areax. In re-
mote areas or in certain exceptional cir-
cumstances where there are no approved
hospitals, community pharmacies may be
approved by the Food and Drug Admin-
istration to recelve shipments of metha-
done for administering or dispensing for
analgesin upon the recommendstion of
the State authority and after consulta-
tion with the Bureau of Narcotics and
Dangerous Drugs.

ig: Confidentiglity of patient rec-
ords {1 Except as provided in subpar-
agraph (21 of this paragraph, disclosure
of patient records maintained by any
program shall be governed by the pro-
visiens of Part 401 of this title, and every
program shall comply with the provisions
of that part. Records relating to the re-
ceipt, storage, and distribution of nar
votic medication shall also be subject to
inspection as provided by Federal con-
s substances laws: but use or dis-
sure of records identifying patients
will, in any case, be limited to actions
involving the program or ils personnel.

127 In addition to the restrictions
upon disclosure in Part 401 of this title,
and in sccordance with the authority
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conferred by section 303{(a) of the Public
Health Bervice Act (42 U.B.C. 242a(a)},
every program is hereby further au-
thorized to protect the privacy of patients
therein by withholding from all persons
not emploved by such program or other-
wise connected with the conduct of its
operations the names or other identify-
ing characteristics of such patienis
under any circumstances under which
such program has reasonsble grounds to
belleve that such information may be
used to conduct any criminal investiga-
tion or prosecution of a patient. Pro-
grams may not be compelled in any
Federal, State, or local civil, criminsl,
administrative, or other proceedings to
furnish such information, but this sub-
paragraph does not authorize the with-
holding of information suthorized w he
furnished pursuant to § 401.44 of this
titie nor does it invalidate any legal
process to compel the furnishing of in-
formsation in accordance with § 401.44 of
this title. Records relating to the receipt,
storage, and distribution of narcotic
medication shall slso be subject to in-
spection as provided by Federal con-
trolled substances laws; bul use or dis-
closure of records identifying patients
will, in any case, be limited to actions
involving the program or its personnel.

(3 A treatment program or medica-
tion unit or any part thereof, including
any facility or any individual, shall per-
mit a duly authorized employee of the
Food and Drug Administration to have
access to and to copy all records relating
to the use of methadone, Patient iden-
tities shall be revealed (1) when it is
necessary o make follow-up investiga-
tions on adverse effect information re-
lated to the drug, (il when the medical
welfare of the patient would be threat-
ened by a failure to reveal such informa-
tion, or (i) when it is necessary to
verify records relating to any approval or
any portion thereof under this section.
The Food and Drug Administration will
retain such identities in confidence pur-
suant to § 401.44 of this title and shall
revesl them only when necessary in a
related administrative or cowrt proceed-
ing.

(hh Denial or revocalion of approval .~
1+ Complete or partial denial or revoca-
tion of approval of an application to re-
ceive shipments of methadone (Forms FD
2832 “Application for Approval of Use
of Methadone in a Treatment Program”
and FD 2636 “Hospital Request for
Methadone for Analgesia in Severe Pain
and for Detoxiflcation and Maintenance
Treatment™ may be proposed to the
Commissioner of Food and Drugs by the
Director of the Food and Drug Adminis-
tration’s Bureau of Drugs, on his own
initintive or at the reguest of representa-
tives of the Buresu of Narcotics and Dan-
gerous Drugs, National Institute of
Mental Health, the State suthority, or
any other interested person.

12y Before presenting such & proposal
o the Commissioner, the Director of the
Bureau of Drugs or his representative
will notify the applicant in writing of the
proposed action and the reasons there-
for and will offer him an opportunity io

explain the matters in guestion in an in-
formal conference and/or in writing
within 10 days after receipt of such
notification. The applicant shall have the
right to hear and to question the infor-
mation on which the proposal to deny
or revoke approval is hased, and may
present any oral or written information
and views.

(3) If the explanation offered by the
applicant is not accepted by the Buresu
of Drugs as sufficient to justify approval
of the application, and denial or revoca-
tion of approval is therefore proposed,
the Commissioner will evaluate infor-
mation obtained i{n the informal hearing
before the Director of the Bureau of
Drugs. If he finds that the applicant has
failed to submit adequate assurance jus-
tifying spproval of the application, he
shall issue & notice of opportunity for
hearing with respect to the matter pur-
suant to § 130.14 and the matter shall
thereafter be handled in accordance with
established procedures for denial or
revocation of approval of a new drug
application. If the Secretary determines
that there is an imminent hazard to
health, revocation of approval will be-
come effective immediately and any ad-
ministrative procedures will be expedited.
Upon revocation of approval of an appli-
cation, the Commissioner will notify the
applicant, the State authority, the Bu-
reau of Narcotics and Dangerous Drugs,
and all other appropriate persons that
the applicant may no longer receive ship-
ments of methadone and will require the
recall of all methadone from the appli-
cant. Revocation of approval msay also
result in criminal prosecution.

4) Denial or revocation of approval
may be reversed when the Commissioner
determines that the applicant has justi-
fied approval of the application.

(8) A treatment program or medica-
tion unit or any part thereof, inciuding
any facility or any individual, may ap-
peal to the Food and Drugz Adminis-
tration a complete or partial denisl or
revocation of approval by the State au-
thority unless the denial or revocation
is based upon a State law or regulation.
The appeal shall first be made to the
Director of the Bureau of Drugs, who
shall hold an informal conference on the
matter in accordance with subparsgraph
123 of this paragraph. The State author-
ity may partizipate in the conference.
The appellant or the State authority may
appeal the Director's decision to the
Commissioner, who shall decide the mat-
ter in accordance with subparagraph (3)
of this parsgraph. If the Commissioner
denies or revokes approval, such action
shall be handled in accordance with
subparagraph 3 of this paragraph. The
Commissioner may not grant or retain
Food and Drug Administration approval
if he finds that the appellant is not in
compliancé with ali applicable State laws
and regulations and with this section.

{1y Sanctions~-{(1y Program sponsor
or individual responsible for a particular
program. If the program sponsor or the
person responsible for a particular pro-
gram fails to abide by all the reguire-
ments set forth in these regulations, or
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{ails to adequately monitor the activities
of those employed n the program. he
may have the approval of his applica-
tionn revoked, his methadone supply
seized, an injunction granted precluding
ration of his program, and criminal
ecution instituted against him.
Persons responstble for adminis-
tering or dispensing methadone. If a
person responsible for administering or
dispensing methadoene fails to abide by
all the requirements set forth in these
regulatio cerimingl prosecution may be
instituted against him, his drug supply
may be seized, the approval of the pro-
gram may be revoked, and an injunc-
tion may be granted precluding operation
of the program.

¢i Requirements jor distribution of
methadone by manufacturers —11y Dis-
tribution requirements. Shipments of the
drug are restricted to direct shipments
by manufacturers of methadone to ap-
proved treatment programs using metha-
done, to approved hospital pharmacies,
and to approved selected community
pharmacies. If requested by a manu-
facturer or State authority. wholesale
pharmacy outlets in some regions or
States may ve authorized to stock metha-
done for that area and then trans-ship
the drug to approved methadone treat-
ment programs and approved hospital
and community pharmacies. Alternative
methods of distribution will be permitted
if they are approved by the Food and
Drug Administration and the State au-
thority. Prior to any approval of an al-
ternative method of distribution there
will be consultation with the Bureau of
Narcotics and Dangerous Drugs to assure
compliance with its regulations regard-
ing controlled substance distribution.

(2) Injormation regarding approved
programs, hospitals, and community
pharmacies. The Food and Drug Admin-
istration will provide methadone manu-
facturers and the public with the names
and locations of programs, hospitals, and
selected comununity pharmacies that
have been approved to receive shipments
of the drug. All information contained in
the forms set out in parsgraph (k) of
this section is available for public dis-
closure except for names or other
identifying information with respect %o
patients.

(31 Acceptance of delivery. Delivery
shall only be made to a licensed practi-
tioner employed at the facility. At the
time of delivery the licensed practitioner
shall sign for the methadone and place
his specific title and identification num-
ber. on any involce. Copies of thege
signed invoices shall be kept by the
manufacturer.

tkt Program forms.—i1
Program Application,

DEPARTMENT oF HEALTH, EDUCATION, AND

WELFARE

Treatment

FOOD AND DRUVG ADMINISTRATION

Form FD 2632 Application for Approval of
Use of Methadone in & Treatment Program

Name or other identification of program.,

Address ... -
Name of program sponsor
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Commissioner,

Food and Drug Administration,
Bureau of Drugs 1BD-1067,
Rockville, Md. 20852

Dear B1r: As the person responsible for this
program, I submit this request {or approval
of a treatment program using methadone
to provide detoxification and maintenance
treatment for narcotic addicts in accordance
with § 130644 of the new drug regulations.
I understand that failure to ablde by the
requirements deseribxd  below may cause
revocation of approvel of my application,
selzure of my drug supply, an injunction, and
criminal prosecution.

I. Attached i3 the name, complete address,
and a summary of the scientific training and
experlence of each physician and all other
professional personnel having major respon-
sibilities for the program and rehabilitative
efforts, and a signed Form FD 2833 “"Medical
Responsibility Statement for Use of Metha-
done in a8 Treatment Program” for every
licensed practitioner authorized to prescribe,
dispense, or administer methadone under the
program. ;If the Medlical Director of this pro-
gram has been listed for & program in a
previous applieation, the feasibility of serv-
ing s Medicsl Director for this program must
be documented and this documentation at-
tached to this appllcation

11, Attached is a description of the organi-
zational structure of this program and the
name and complete address of any central
administration or larger organizational
structure to  which thls program s
responsible.

III, Attached ls a listing of the sources of
funding for this program. (The name and
address for each governmental sgency pro-
viding funding must be provided )

IV. The program shall have ready access
to B comprehensive range of medical and
rehabilitative services. Attached is the name,
address, and description of each hosplital, in-
stitution. clinical laboratory facility, or other
facility available to provide the necessary
services and a statement for each facility as
to whether or not methadone will be admin-
istered or dispensed at that facility These
tuctlities shall comply with any guldelines
established by Federal or State authoritles.
{This lsting should include the address of
each medication unit. If any mediecal or re-
habliftative service Is not avallable at the
primary facility, there must be a formal,
doecumented agreement with private or pubiic
agencles, organizations, or Institutlons for
ithese services.)

V. Attached is a statement of the approxi-
mate number of addiets to be included In
the program

VI. The following minimal trestment
stantards shall be foliowed:
A. A statement shall be given to the ad-

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

B. I concur that the mere use of a narcotle
drug, even if periodic or intermittent, can-
not he equated with narcotic addiction. Care
shall be exercised in the selection of patients
1o prevent the possibility of admlitting a per-
son who was not first dependent upon heroln
or other morphine-lke drugs at least 2 years
prior to admission to malntenance trent-
ment. This drug history and evidence of
current physiologic dependence on morphine-~
ltke drugs shall be docurnented. Evidence of
physical dependence should be obtained by
noting early slgns of withdrawal t(lacrima-
tien, rvhinerrhea, pupillary  dilation, and
rection) during the initial peried of
inence (Withdrawal signs may be ob-
served during an initial period of hospitaliza-
tion or while the individual is an outpatient
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undergoing disgnostic evaiuation—imedical
and personal history, physicad examination,
and laboratory studiesy. Loss of appetite and
increased body temperature, pulse rate, blood
pressure, and respiratory rate are also slgns
of withdrawal, but thelr detection may re-
guire inpatient observation. It {s unlikely
that an individual would be currently de-
pendent on narcotic drugs without having &
positive urine test for one or more of these
drugs. Additionsl evidence can be obtained
by noting the presence of oid and fresh
needle marks, and by obtaining additional
history from relatives and friends)

. An exception to the reguilrement for
evidence of current physlologic dependence
on narcotic drugs will be allowed under ex-
ceptional circumstances. Por example, meth-
adone treatment may be initiated prior to or
within 1 week of release from a stay of 1
month or longer in & penal or chronte care
institution if an individual has a pre-deten-
tlon history of dependence upon heroin or
other morphine-like drugs at lesst 2 years
prioer to admission to the institution, Justifi- -
cation for any ch exception shall be noted
on the patient's record

D. Patlents between 16 and I8 vears of
age who are enrolied and under treatment in
approved programs on December 15, 1873 may
continue in maintenance treatment. No new
patients between 16 and 18 years of age may
be admitted to 3 mailntenance treatment pro-
gram safter such date unless a parent, legal
guardian, or responsibie adult designated by
the State authority completes and slgns con-
sent form, Form FD 2635 “'Consent to Metha-
done Treatment.” Methadone treatment of
new patients between the ages of 16 and 18
vears of age will be permitted after such date
only with a documented history of two or
more unsuccessful sttempts at detoxification
and a documented history of dependence on
heroin or other morphine-like drugs begin-
ning 2 years or more prior to application for
trestment. No patlent under age 168 may be
continued or started on methsdone treat-
ment after such date but these patients may
be detoxified and retained ln the program in
a drug-free state for follow-up and aftercare.
Patients under age 18 who are not placed In
maintenance treatment may be detoxifled.
Detoxification may not exceed 3 weeks. A re-
peat episode of detoxification may not be ini-
tiated until 4 weeks after the completion of
the previous detoxification.

VII. An admission evaluation and record
shall be made and maintained for each pa-
ttent upon sdmisston to the program. This
evaluation and record shall consist of a per-
sonal history, a medice! history, & physical
examination, and any laboratory or other
special examinations ss indicated in the
judgment of the attending physiclan, (It s
recommended that & complete blocod count,
liver function tests, and & serologic test for
lues be part of the admission evaluation.}

A. A personsl history record wil include
at least age, sex, educational level, employ-
ment history, criminsl history, past history
of drug abuse of all types, and prior treat-
ment for drug abuse,

B. Medlcal history. A thorough medlcal
history record will be completed for each
patient accepted for admisslon.

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

VIII. I understand that there i5 a danger
of drug dependent persons attempting to
enroil in more than one methadone treat-
ment program to obtain qusntities of metha-
done either for the purpose of self-adminis-
tration or illicit marketing. To prevent such
mulitipie enrciliments, I will participate in
whatever lccal, regional. or national patfent
tdentification system exists and I state my
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intention to participate in eny system that
muy be developed and spproved by the Food
and Drug Administration unless I notify the
Food and Drug Administration, in writing,
to the contrary. I.understand fallure to par-
ticipate may cause revocation of approval of
my application. Except In an amergency sit-
uation, methadone will not be provided o &
patient who is known to be currently recetv-
ing the drug from sanother treatment pro-
gram using methadone. Except as provided in
itemn XV of this form, Information that could
identify the patient will be kept confidential
in compllance with 21 CFR Part 401.

1X. The following mintmal procedures will
be used for ongolug care.

A. Dosage and administration for detoxifi-
cation and malntensnce treatment:

. 1. Methadone will be administered or dis-
pensed in oral form only when used in a
treatment program. Hospitalized patlents
under care for medical or surgical condition
are permitted to receive methadone in
purenteral form, when in the attending phy-
siclan’s professionsl judgment it is deermned
advizable. Although tablet, sirup concen-
trate, or other formulations are permitted to
e distributed to the program, all oral medi-
cation shall be administered or dispensed
in & Hquid formulation. The dossge shall be
formulated in such & way as to reduce its
potentiel for parenteral abuse and accidental
ingestion, and packaged for outpatient use
in speclal peckaging as required by 21 CFR
2052. Any take-out medication shall be
labeled with the treatment center’s name,
address, and telephone number. Exceptions
may be granted when sny of the provislons
of this subsection are in confiict with State
iaw with regard to the administering or dis-
pensing of drugs.

2. In detoxification, the patient muay be
placed on & substitutive methadone admini-
stration schedule when there are significant
symptoms of withdrawal. The dosage sched-
ules indicated below are recommended but
may be varied depending upon clinical judg-
ment. Initially, & single oral dose of 15-20
milligrsms of methadone will often be suf-
fictent to suppress withdrawsl symptoms.
Additiona!l methadone may be provided {f
withdrawal symptoms are not suppressed or
whenever symptoms reappear. When patients
are physically dependent on high doses of
methadone, 1t may be necessary to exceed
these levels. Forty milligrams per day in
single or divided doses will usually coustitute
an adequate stabilizing dose level. Btabiliza-
tion can be continued for 2 to 3 days and
then the amount of methadone will normally
be gradually decreased. The rate at which
methadone is decreased will be determined
separately for emch patient, The dose of
methadone can be decreased on a daily basis
or in 2-day intervals, but the amount of in-
take shall always be sufficient to keep with-
drawal symptoms st a tolersble level. In
hospitalized patients a dally reduction of
20 percent of the total dally dose usually will
be tolerated and will cause little discomfort.
In ambulatory patients, a somewhat slower
schedule may be needed. If methadone iz
administered for more than 3 weeks., the
procedure 13 constdered to have progrested
from detoxification or treatment of the scute
withdrawsal syndrome to mainfenance treat-
ment. even thoueh the goal and intent may
be eventual tota] withdrawal.

3. In maintenance treatment the initial
dossge of methadone should control the
abstinence symptoms that follow withdrawal
of narcotic drugs but should not be so grest
as to cause sedation, respiratory depression,
or other effects of ncute intoxification. It is
important that the (nitin] dossge be adjusted
on an individual basls to the narcotle toler-
ance of the new patient. If such a patient
has been a heavy user of heroin up to the day
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of admission, be may be glven 20 milligrams
orally for the first dose and another 20 milli-
grams 4 to 8 hours iater, or 40 milligramas in
a single oral dose. If hie enters treatment with
littie or no narcotic tolerasnce (e.g., if he has
recently been released from jall or other
confinement), the initlal dosage msay be one-
half these quantities. When there is any
doubt, the smaller dose should be used ini-
tislly. The patient should then be kept under
observation, and, if symptoms of abstinence
are distressing, sdditional 10-milligram
doses may be repeated as needed. Bubse-
quently, the dosage should be adjusted
individuslly, as tolerated and required. to a
level of 120 milligrams daily. For dally dos-
ages asbove 100 milligrams psatlents shall
ingest medication under observation 8 days
per week. These patients will be allowed
take-home medication for 1 day per week
only. Those patients In treatment on De-
cember 15, 1972 who are receiving a take-
home dose of more than 100 milligrams per
day shall heve thelr dosage level reduced to
100 milligrems per day or less by June 13,
1873, A dally dose of 120 milligrams or more
shall be justified in the medical record. For
daily dosages above 120 milligrams or, be-
ginning June 13, 1973, for take-home doses
above 100 milligrams per day, prior approval
shall be obtained from the Food and Drug
Administration and the State authority. A
regular review of dosage level should be made
by the responsible physician with careful
consideration given for reduction of dossge
85 Indicated on an indlvidual basis. A new
dosage level 15 only a test level until stability
i3 achieved.

4. Caution shall be taken in the mainte-
nance treatment of prognant patlents. Dosage
levels shall be maintcined as low as pos-
sible if continued melnndone treatment is
deemed necessary. It is the responsiblitty of
the program to assure that each female pa-
tlent s fully informed concerning the pos-
sible risks to a pregnant woman or her
unborn child from the use of methadone.

5. Methadone will be administered or dis-
pensed by a practitioner licensed or regis-
tered under appropriste State or Federal law
to order narcotic drugs for patlents or by
an sgent of the practitioner, supervised by
and pursuant to the order of the practitioner.
This sgent may be s pharmacist, registered
nurse, or licensed practicsl nurse, depending
upon the State regulations regarding nar-
cotic drug dispensing and administering. The
licensed practitioner assumes responsibility
for the amounts of methadone administered
or dispensed and all changes in dosage sched-
ule shall be recorded and signed by the
licensed practitioner,

&. For detoxification, the drug shall be ad-
ministered dally under close observetion. In
maintenance treatment the patient initially
will ingest the drug under observation daily,
or at lemst 6 days a week, for the first 3
momnths. It is recognized that diversion cc-
curs primarily when patients take medication
from the clinlc for self-administration. It
i3 aslso recognized, however, that dally at-
tendance at & program facility may be in-
compatible with gainful employment, edu-
cation, and responsible homemaking. After
demonstrating satisfactory adherence to the
program regulations for at least 3 months
and showing substantial progress {n rehabiii-
tation by participating sctively in the pro-
gram sactivities and/or by participation in
educsational, vocational, and homemaking ac-
tivities, those patients whose employment,
education, of homemsking resvonsibilities
would be hindered by dalily attendance may
be permitted to reduce to 3 times weekly the
times when they must ingest the drug under
observation. They shall receive no more than
s 2 day take-home supply. With continuing
adherence to the program’s requirements and

progressive rehabilitation for at least 2 years
after entrance into the program, such pa-
tients msy be permitted twice weekly visits
to the program for drug ingestion under ob-
servation with s 3 day take-home supply.
Prior to reducing the frequency of visits,
documentation of the patient's progress and
the need for reducing the frequency of visits
ghall be recorded. The regulrements and
schedule for when the drug must be ingested
under supervision may be relaxed if the pa-
tient has s serious physicsl disability which
would prevent frequent visits to the program
facility. The Food and Drug Admintstration
and the State authority shall be notified of
such cases. Additional medication may also
be provided In exceptional clrcumstances
such &s acute Ulness, family crises, or neces-
sary travel when hardship would result from
requiring the customary observed medication
intake for the specific period. In such cir-
cumstances the reasons for providing addi-
tlonal medication will be recorded in the
clinical record. In circumstances of severe -
ness, infirmity or physical disability, an au-
thorized individual (eg.. a licensed practl-
tioner) muay deliver or obtain the medication.

B. In msintenance treatment, a urinaly-
sis will be performed randomiy at least
weekly for morphine and monthly for metha-
done, barbiturates, amphetamines, and other
drugs if indicated. Those patients recelving
thelr doses of the drug from medication units
will also sdhbere to this schedule. The urine
shall be collected In & manner which mini-
mizes falsification of the samples. The reli-
ability of this collection procedure shall be
demonstrated. Laboratories used for urine
testing shall participate In and be spproved
by sny proficlency testing program desig-
nated by the Food and Drug Administration.
Any changes in laboratories used for urine
testing shall have prior approvel of the
Food and Drug Administration.

C. An andequate clinical record will be
maintained for each patient. The record will
contain a copy of the signed consent form{s}.
the date of each visit, the amount of metha-
done administered or dispensed, the results
of each urinalysis, a detalled account of any
adverse reactions, which will alsc be re-
ported within 2 weeks to the Food and Drug
Administration on Form FID-1638, "Drug
Experience Report”, any significant physical
or psychologtc disability, the type of rehabil-
itative and counseling efforts employed, an
sccount of the patient's progress, and other
relevant aspects of the treatment program.
For recordkeeping purposes, ¥ a patlent
misses appeintments for 2 weels or more
without notifying the program, the eplsode
of care {5 considered terminated and so noted
in the clinieal record. This does not mean
that the patient cannot return for care. If
the patient does return for cars and 18 ac-
cepted into the program, this is consldered
a readmisslon and so noted in the clinieal
record. This method of recordkeeping helps
assure the easy detection of sporadic attend-
snce and decreases the possibility of admin-
istering inappropriste doses of methadone
{e.g., the patient who has recetved no medica-
tion for several days or more and upon return
recelves the usual stabilization dose). An
snnual evaluation of the patient’s progress
will be recorded in the clinical record

D. All patients In msintenance ireatment
will be given careful consideration for dis-
continuance of methadone, especisily after
reaching a 10-20 milligram dosage level. So-
¢ial rehabilitation shall have been main-
sained for a reasonable period of time. Pa-
tlents should be encouraged to pursue the
gosl of eventual withdrawal from methadone
and becoming completely drug-free. Upon
successfully reaching a drug-free state the
patient should be retained in the program
for as long ss necessary to assure stebility in
the drug-free state. with the freguency of
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his required visits adjusted at the discretion
of the director.

X. To prevent diversion Into {lliclt chan-
ate security shall be maintained
of methadone and over the man-
ner in which it is distributed, as required
by the Bureau of Narcotics and Dangerous
Drugs.

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

XII. The program director may establish
geographically dispersed medication units
of ressonable size for administering and dis-
pensing medicatlion to patients stabilized at
thelr optimal dosage level. The approval of
such units for any geographic area shall be
nased upon the number and distribution of
sueh units within the area. No more than 30
patients shall be under care at o medication
unit at any one time. These units shall be
responsible only for administering and dis-
pensing medication. Private practitioners and
community pharmacies may serve as medi-
vation units. Only after patients have been
stabilized at thelr optimsal initial dosage level
may they be referred to a medication unit.
Subsequent to such referral, the program di-
rector shall retain continuing responsibtlity
for the patient’s care and the patient shall
be seen at the primsry program facility at
least monthly for medical evaluation and
anclllary service. If n private practitioner
wishes to provide other service in sdditlon to
administering and dispensing medication and
collecting urine samples, the practitioner is
consldered a program component or a sep-
arate program. depending upon the type of
services provided. In such case the restric-
tlons on the number of patients served shall
be determined by the staffing pattern and re-
sources available.

XIIL. All representations in this epplica-
tion sre currently accurate, and no changes
shall be made in the program until they have
been approved by the Food and Drug Ad-
ministration and the State authority.

XIV. If the program or any individual
under the program is disspproved, the pPro-
gram director shall recall the methadone
from the disapproved sources and return the
drug to the manufacturer in & manner pre-
scribed by the Bureau of Narcotics and Dan-
gerous Drugs.

XV. Inspections of this program may be
underteken by the State authority, by the
Food and Drug Administration and by the
Bureau of Narcotics and Dungerous Drugs
in accordunce with Federal controlled sub-
stances laws. The ldentity of patlents will be
kept confidential except when It 18 neces-
s8ry to make foliow-up investigations on asd-
verse effect Information related to use of the
drug, when the medical welfare of the Pa-
tlent would be threatened by a fallure to re-
veal such Information, or when it is neces-
sary to verify records relating to spprovsi of
the program or any portion thereof In all
cireumstances tne provisions of 21 CFR
Part 401 shall be followed.

Siguature

{Program spouasor)

(2} Medical Responsibility Statement.
DeraARTMENT OF HEALTH, EnUCATION, AND
WELFARE
FOOD AND DRUG ADMINISTRATION

Form FD 2633 Medicsl Responsibility State-
ment for Use of Methadone In s Treatment
Program

{To be completed by esch phystclan -
censed to dispense or administer methadone
under aL approved Program.}

RULES AND REGULATIONS

Name of program.
Address _ .. _..........
Telephone number

Medlical Director for this facility jlicensed
by law 1o administer or dispense drugs and
responsible for all medication administered
or dispensed at this factitty).

Address of this facllity. ... _..
Telephone number of this factitty

I. The undersigned agrees Lo assume re-
sponsibility for the administration and dls-
pensing of methadone under the above tden~
tified program and to ablde by the required
standards for methadone detoxification and
maintenance treatment,

II. The name of each patient treated at a
facility and the fiequency of visits shall be
registered with the medleal director, An
annusi report Form FD 2634 “Annual Re-
port for Treatment Program Uslng Meths-
done” shall be submitted to, the program
sponsor for submission to the Food and Drug
Administration. The patient shall always re-
port to the same factiity unless prior approval
is oblained from the medical director for
treatment at another operation.

III. The following minimal
standards shall be followed,

A. A statement shell be gilven to the ad-
dlcts to Inform them about the program. A
voluntery request and consent Form FD 2635
“Consent to Methadone Trestment” shall be
signed by each patient. Participation in the
program shall be voluntary.

B. The mere use of a narcotic drug, even {f
perfodic or intermittent, cannot be equsated
with narcotlc addiction. Care shall be exer-
clsed in the selectlon of patients to prevent
the possibillty of admitting s person who was
not first dependent upon heroin or other
morphlne-like drugs at least 2 years prior
to admission to maintenance treatment. This
drug history and evidence of current physi-
ologic dependence on morphine-like drugs
shall be documented. Evidence of physical de-
pendence should be obtained by noting early
signs of withdrawal (lacrimation, rhinorrhea,
puptilary diletion, and plloerection} during
the initisl pertod of abstinence. Withdrawal
signs may be observed during an initial pe-
riod of hospitalization or while the tndividual
is an outpatient undergoing diagnostic evalu-
ation {medical and personal history, physical
examination, and laboratory studies). Loss of
appetite and Increased body tempersture,
pulse rate, blood pressure, and resplratory
rate are also signs of withdrawal, but their
detection may require inpatient observation.
It is unlikely thet an individual would be
currently dependent on narcotic drugs with-
out having a positive urine test for one or
more of these drugs. Additionsl evidence can
be obtained by noting the presence of old and
fresh needle marks, and by obtalning ad-
ditional history from relatives and friends.

C. An exception to the requirement for
evidence of current physiologic dependence
on narcotic drugs will be allowed under ex-
ceptional circumstances. For example, meth-
adone trestment msy be initiated prior to or
within 1 week of release from a stay of 1
month or lenger in in a pensl or chronlc care
institution If an individual has  pre-deten-
tion history of dependence upon heroin or
other morphine-like drugs at lesst 2 years
prior to edmission to the institute. Justifica-
tion for any such exception should be noted
on the patlent’s record.

D. Patients between 16 and 18 years of nge
who are enrolled and under treatment in ap-
proved programs on December 15, 1072

treatment
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may continue in maintenance treatment. No
new patients between 16 and 18 years of sge
may be admitted to o maintensnce treatment
after such date unless a parent, legal guar-
disn, or responsible sdult designated by the
State authority completes and signs consent
form, Form FD 2635, “Consent to Methadone
Treatment”. Methadone treatment of new
patients between sges 16 and 18 years of age
will be permitted after such date only with
& decumented history of two or more unsuc-
cessful atiempts at detoxification and a
documented history of dependence on heroin
or other morphine-ilke drugs beginning 2
yers Or more prior to application for treat-
ment. No patient under sge 16 may be con-
tinued or started on methadone treatment
after such date, but these patlents may be
detoxified and retained i{n the program in a
drug-free state for follow-up and aftercare.
Patients under age 18 who are not placed in
maintenance treatment may be detoxified.
Detoxification may not exceed 3 weeks. A re-
peat eplsode of detoxification may not be
initlated until 4 weeks after the completion
of the previous detoxification.

IV. An admission evaluation and record
shell be made snd maintained for each
patient upon admission to the program. This
evaluation and record shall consist of &
personal history, a medical history, and a
physical examination, and any laboratory
or other special examinations as indicated
in the judgment of the attending physiclan.
{It 15 recommended that a complete blood
count, liver functlon tests, and a serologle
test for lues be part of the asdmisslon evalua-
tion.}y

A. A personal history record will include
at least age, sex, educational level, employ-
ment history, criminsl history, past history
of drug abuse of all types, and prior treat-
ment for drug abuse,

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

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

V. I understand that there is a danger of
drug dependent persons attempting to enroil
in more than one methadone treatment pro-
gram to obtain gquantities of methadone
either for the purpose of self-administration
or Ulcit marketing. To prevent such multiple
enrollments, I will participate in whatever
local, regional, or national patient identifi-
cation system that exists and I state my in-
tention to participate in any system that may
be developed and approved by the Food and
Drug Administration unless I notify the
Food and Drug Administration, in writing,
to the contrary. I understand fatlure to par-
ticipate may cause revocation of spproval
of my application. Except in an emergency
sttuation, methadone will not be provided
to a patient who is known to be currently
recelving the drug from snother treatment
program using methadone. Except as pro-
vided in item XI of this form, information
that could identify the patient will be kept
confidential in compliance with 21 CFR Fart
401,

VI. The following minimal procedures will
be used for ongoilng care.

A. Dosage and administration for detoxi-
fication and msintenance treatment:

1, Methadone will be administered or dis-
pensed in oral form only when used in a
trealment program. Hospltaltzed patlents
under care for s medical or surgics! condi-
tion sre permitted to receive methadone in
parenters! form, when in the attending
physician’s professional judgment it is
deemed advisable. Although tablet, syrup
concentrate, or other formulations are per-
mitted to be distributed to the program, all
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oral medication shall he administered or dis-
pensed in a8 lguld formulation. The dosage
shall be formulated in such a way 8s o
reduee its potential for parenteral abuse and
asocidental ingestion, and packaged for out-
patient use in special packaging as required
by 21 CFR 2952, Any take-put medicatton
shiall be iaheled with the treatment center's
name, address ang telephone number. Ex-
ceptions may be granted when any of the
provisions of this subsectlon are {n conflict
with State law with regard to the adminis-
tering or dispensing of drugs.

2. In detoxifieation, the patient may be
placed on a substitutive methadone admin-
istration schedule when there are significant
symptoms of withdrawal. The dosage sched-
ules {ndicated below are recommended but
may be varled depending upon clinleal judg-
ment. Initially, o single oral dose of 15-20
miiligrams of methadone will often be suffi-
clent to suppress withdrawal symptoms. Ad-
ditional methadone may be provided If with-
drawal symptoms are not suppressed or
whenever symptoms reappear. When patlents
are physically dependent on high doses of
methadone, it may be necessary to exceed
these levels. 40 mililgrams per day in single
or divided doses will usually constitute an
sdegquate stabillzing dose level. Stabilization
can be continued for 2 10 3 days and then the
amounit of methadone will normally be grad-
ually decressed. The rate at which methadone
1s decreased will be determined separately
for each patient. The dose of methadone canp
be decreased on @ dally basls or in 2 day
intervels, but the amount of intake shall
always be sufficlent to keep withdrawal symp-
toms at a tolerable level. In hospitalized
patients a dally reduction of 20 percent of
the total delly dose usually will be tolerated
and will cause little discomfort. In ambula-
tory patients, s somewhat slower schedule
may be needed. If methadone is sdminlstered
for more than 3 weeks, the procedure 1s con-
sidered to have progressed from detoxifica-
tion or treatment of the acute withdrawal
syndrome to malntenance treatment, even
though the gosl and intent may be eventual
totel withdrawal.

3. In maintenance treatment the initial
dosage of methadone should control the ab-
stinence symptoms that follow withdrawal
af mercotic drugs but should not be so great
a5 1o cause sedatlon, respiratory depression,
or other effects of gcute Intoxification. It is
important that the Initial dosage be adjusted
on an individual basis to the narcotic toler-
snce of the new patient. If such a patient
bz been a heavy user of heroin up to the
day of admission, he may be glven 20 milli-
grams orally for the first dose and another
20 milligrams 4 to 8 hours later, or 40 miili-
grams in & single orsl dose. If he enters {reat-
ment with Iiftle or no narcotic tolerance
{e.g.. if he has recently been released from
jall or oiher confinement), the initial dosage
may be one-half these guantitles. When
there 15 any doubt, the smaller dose should
be used initially. The patlent should then be
kept under ohservation, and, if symptoms of
abstinence are distressing, additional 10 mil-
ligram doses may be repeated &5 needed.
Bubsequently, the dosage should be adjusted
individually. as tolerated and required, to a
tevel of 120 milligrams daily. For dally dos-
ages above 100 milligrams patlents shall in-
gest medicatlon under observation 8 days
per week. These patlents will be allowed
take-home medicatlon for 1 day per
week only. Those patients In trestment on
December 185, 1972 who are receiving a take-
home dose of more than 100 milligrams per
day shall have thelr dosage level reduced to
100 mililgrams per day or less by June 13,
1873. A delly dose of 120 milligrams or
more shall be justified In the medical rec-
ord. For dally dosages above 120 milligrams
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or, beginning June 13, 1973, for take-home
doses above 100 milligrams per day, prior
approval shall be obtained from the Food
and Drug Administration and the State au-
thority, A regular review of dosage level
should be made by the responsible physician
with ecareful consideration given for reduc-
tion of dosage #s indicated on an individual
pasts. A new dosage level s only a lest level
untii stability 15 achleved.

4. Cautlon shall be taken in the mainte-
nance treatment of pregnant patients. Idos-
age levels shall be maintatned as iow as pos-
sible if continued methadone treatment is
deemed necessary. It s the responsibility of
the programn sponsor to assure that each fe-
male patient is fully informed concerning
the possible risks to & pregnant woman or
her unborn child from the use of methadone.

5. Methadone will be administered or dis-
pensed by a practitioner licensed or registered
under appropriate State or Federal law to
grder narcotic drugs for patients or by an
agent of the practitioner, supervised by and
pursuant 1o the order of the practitioner,
This agent may only be a pharmacist, reg-
istered nurse, or licensed practical nurse de-
pending upon the State regulations regard-
ing narcotic drug dispensing and administer-
ing administration. The lcensed practitioner
assumes responsibility for the amounts of
methadone administered or dispensed and
&1} changes in dosage schedule shall be re-
corded snd signed by the lleensed practi-
tioner.

8. For detoxification, the drug shall be ad-
ministered dally under close observation. In
malntenance trestment the patient initislly
will ingest the drug under the observation
dally, or at least 6 days n week, for the first 3
months, It 1s recognized that dlversion oo-
curs primarily when patlents take medica-
tion {rom the clinie for self-administraion. It
{5 also recognized, however, that dally at-
tendance at a program facility may be in-
compatible with gainful employment, edu-
cation, and responsible homemaking. After
demonsirating satisfactory adherence to the
program regulations for at least 3 months
and showing substantial progress in rehabll-
{tavion by participating actively in the pro-
gram actlvities and/sor by participation in
educational, voeational, and homemaking ac-
tivities, those patients whose employment,
education or homemaking respoasibilities
would be hindered by dally attendance may
be permitted to reduce to three times weekly
the times when they must ingest the drug
unaer observation. They shall recesive no
more than & 2-day take-home supply. With
continuing sdherence to the program's re-
guirements and progressive rehabllitation
for at least 2 years after entrance into ihe
program, such patients may be permitted
twice weekly visits to the program for drug
ingestion under observation with a 3-day
take-home supply. Prior to reducing the fre-
quency of visits decumentation of the pa-
tient's progress and the need for reducing the
frequency of visits shall be recorded. The
requirements and schedule for when the drug
must be ingested under supervision may be
relaxed {f the patient has a serlous physical
disability which would prevent frequent vis-
its to the program facility. The Food and
Drug Administration and the State suthority
shall be noetified of such cases. Additional
medication may slso be provided in excep-
tional circumstances such as acute iliness,
family crises, or necessary travel when hard-
ship would result from requiring the custom-
ary observed medication intake for the spe-
cific period. In such circumstances the rea-
sons for providing sdditional medication wiil
be recorded in the clinical record. In clrcum-
stances of severe illness, infirmity or physical
disability, an suthorized individuasl {eg, o
lcensed practitioner) may dellver or obtain
the medication.

B. In maintenance treatment, a urinalysts
will be performed ra 1y at least weekly
for morphine and monthiy for methadone,
narbiturates, amphetamin and other drugs
if indicated. Those patients receiving their
doses of the drug from medication units wiil
also adhere to this schedule, The urine shall
be collected in a manuer which minimizes
faisification of the samples. The reliablilty
of this coliection procedure shall be demon-
strated. Laboratories used for testing must
participate in and be approved by any profi-
clency testing program d nated by the
Fpod and Drug Administration. Any changes
made in laboratories used for urine testing
shall have prior approval of the Food and
Drug Administration.

C. An sdeguate clinleal record will be
maintainied for each patient. The record will
contain a copy of the signed consent formis) .
the date of each visit, the amount of metha-
done administered or dispensed, the results
of each urina a detalled aceount of any
adverse reactions, which will aiso be reported
within 2 weeks to the Food and Drug Admin-
{stration on Form FID-1639, "Drug Experience
Report,” any significant physical or psycho-
lngic disabllity, the type of rehabllitative atd
counseling efforts employed, an account of
the patient's progress, and other relevant as-
pects of the treatment program. For record-
keeping purposes, if a patient misses appolnt-
ments for 2 weeks or more without notifying
the program, the episode of care is constdered
terminated and so noted in the clinieal rec-
ord. This does not mean that the patient
cannot return for care. If the patient does
return for care and is accepted into the pro-
gram, this is considered a readmission and
s0 noted in the clinical record. This method
of recordkeeping helps assure the easy de-
tection of sporadic attendance and decreases
the possibllity of administering inappropri-
ate doses of methadone {eg. the patient
who has received no medication for several
days or more and upon return receives the
usual stebilization dose). An annusl evalu-
ation of the patient’s progress will be re-
corded in the clinieal record.

D. All patients in meaintenance ireatment
will be given careful consideration for dis-
continuance of methadone especlally after
reaching & 10 to 20 milligrams dosage level.
Social rehabiiitation shall have been malin-
tained for a reasunable perfod of time. Pa-
tients should be encoursged to pursue the
goal of sventual withdrawal from methadone
and becoming completely drug-free. Upon
successfully resching a drug-free state the
patient should be retained In the program
for s long os necessary to assure siability
in the drug-free state, with the frequency of
nis required visits adiusted at the discretion
of the director.

VII. To prevent diversion into i}licit chan-
nels, adequate security shall be maintalned
over stocks of methadone and over the man-
ner in which it is distributed, as required by
the Bureau of Narcotics and Dangerous
Drugs.

VIII. The progrem director may establish
geographically dispersed medication units of
rensonable size for administering and dis-
pensing medication to patients stabllized at
their optimal desage level. The approval of
such unlts for any geographic area shall be
based upon the number and distribution of
such units within the area. No more than
30 patients shall be under care at & medica-
tion unit at any one thme. These units shall
be responsible only for administering and
dispensing medication. Private practitioners
and community pharmacies may serve as
medication units. Only after patients have
been stabilized at thelr optimal initisl dosage
level may they be referred to a medieation
unit. Subseguent to such referral, the pro-
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gram director shall rewstn continuing re-
sponsibiilty for the patlent's care snd the
patient shall be sedn at the primary program
facility at least monthly for medical evalua-
tion and ancillary service. If o private practi-
tioner wishes o provide other service In
addition fo administering and dispensing
medication and collecting urine samples, the
practitioner is constdered a program compo-
nent or a separate program, depending upon
the type of services provided. In such case
the restrictions on the number of patlents
served shall be determined by the stafiing
pattern and resources avallable.

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

X If the program or any individusl under
the program s disapproved, the program di-
rectar shall recall the methadone from the
disapproved sources and return the drug to
the manufacturer In & manner preseribed by
the Buresu of Nearcoties and Dangerous
Dirugs.

X1. Inspections of this program may be
undertaken by the State authority, by the
Food and Drug Administration and by the
Bureau of Narcotics and Dangersus Drugs in
sccordance  with Federal controlled sub-
stances laws. The identity of patients will
be kept confidential except when It is neces-
sary 0 make follow-up investigetions on
adverse effect information related to use of
the drug, when the medical welfare of the
patlent would be threatened by & fallure to
reveal such information. or when i Is neces.
sary to verlfy records relating to approval
of the program or any portion therveof In
all clreumstances the provistons of 21 CFR
Part 401 shell be followed.

Signature: ...

(3) Annual Report Form.

DEPARTMENT oF HEALTH, EDUCATION, AND
WELFARE

FOOD AND DRUG ADMINISTBRATION

Form FD 2634 Annual Report for Treatment
Program Using Methadone

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

One copy s to be sent to the Food and
Drug Admintstration and one copy to the
State authority on or before January 30,

+ I. Name or other identificatlon of program

I1. Total Tr?mmeru Capn&."v . .
IIT. Amount of methadone dispensed {in
grams} during the year: ... ... ...
IV. Number of Indtividuals who applied
to the program but were not admitted or
given admission evaluation ... R
V. Number of Individuals who .vere p“o—
vided only detoxification one or more
times ... PR E

VI (en%un of pa’!en s pwvmvd muh%
done maintenance tfreatment - .

A. Number under care at the bomr*r ng of
the vear belng reported ... ...

B. Of those in treatment al the be.,mn*ng
of the year:

1. Number continuously under zare
through the yesr being reported (still under
care) e e

2. N'umber msz harged or transferred to
other types of programs and not  re-
sdmitted e . P

3. Number discharged or transferred to
other types of programs and readmitted
istill under care; ... .

4. Number discharged a’xd xmdm{ Led ino
iotiger under care’ ... .. A

C‘ Number admitted to care durin 3

. ot previously treated in this program

RULES AND REGULATIONS

1. Number still under care at ihe en
of the year . _. . .. ... ...l e
2. Number discharged or tmnsfehcd 10
s of programs and not readmi

umber discharged or transferred to
other types of programs and readmitted (st
under CATE) v o mme e e o
4. Number dis nar5 ed and 'mdnmwd sllO
ionger under carel ... ... ....o...
D. Number admitted to care during the
year ..., previcusly treated In this pro-
grem prior to the past year:
1. Number still under c¢are at the end of
the year ... ... e s
2. Number dme*mrged or transferred to
other types of programs and not readmitted

3. Mumber discharged and translferred to
other types of programs and readmitted (stil}
UNAeT CATRY . i e

4. Number discharged and readmitted ‘ino
longer under Care) ... ..ol .

VII. Demographic and trestment charac
teristics of patlents under care at the end
of the year being reported:

A. By age and sex;

A

.

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

Under 3 months ..
3 months to 1 year
1 to 2 years.
2 to § years.
Over 5 years........

C. Tuml number of lndlviduala 'rea»ed to
date ..o .

. Fer 'he vear .;emg 191,7‘_)!.\.6{1 give Lhe
number of patients stabilized at each dosage
level:

Number
of patients

Daily dosayge, mgm
Under 20 .
20638 ..
40-59
B80-79
BO-85
100-118 . -
Cver 120 . ...

E. For the vear being reported. give the
number of patients seen in the past 8 weeks
who have fallen in the following categori

No positive urinslysis for morphin
2 months or more........

Occasional positive ur.xm‘yki
phine {monthly or ie

Frequent positive urinalysis for morphine
{more than once per 'uontb J

In program for iess than 2 months

For the year being reporied, give the num-
ber of patients treated who were pregnatit

for mor-

VIII. Give the number of patients having
significant adverse reactions, particularly re-
actions related to hematopoletic, cardisva
cular. endocrine, neurologle, and immuto-
iogieal functions {attach o completed copy
of Form FD-1638, "Drug Experience Report,”
for each incident not previously reported tu
the Food and Drug Adminisiration):

Type of reaction cmber of patients
ype of ¥
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IX. Give the number of patlents who have
died while under methadone care i{attach
a compieted copy of Form FD-1638, "Drug
Experlence Report”, fer each incident not
previously reported to the Food and Drug
Admintstationy:

A. Definitely meth-

adone-related . .
B. Not methadone-

related SR

Number of patients

SIENature ..o
zProgmm sponsor}

{4} Patien? Consent Form

DEPARTMENT oF HEALTH,

WELFARE

EDUCATION, AND

FUOOD AND DRUG ADMINISTRATION

Form FD 2635 Consent for Methadone
Treatment

Patlent oo ... L ... Date .. ._....
Name of practitioner expl ai*x*ng prucc-

dures ... [ R N

(Provisions of this co nt form may be
modified to conform o any appilcable State
law.j

I hereby authorize and give my voluntary
consent to Dr. L.l

i Program medical director)
and or any appropriately suthorized assist-
ants he may select, to adminlster or prescribe
the drug methadone as an element in the
treatment for my dependence on heroin or
other narcotic drugs

The procedures necessary to ireat my con-
ition have been explained to me and I
understand thet it will Involve my teking
dally dosages of methadone, or other drugs,
which will help control my dependence on
heroin or other narcotic drugs

It has heen explained to me that metha-
done is a narcoltc drug which can bé harm-
ful if tsken without medical supervision. I
further understand that methadone s an
addictive medication and may, itke other
drugs used in medical practice, prodac
verse resuits, The alternative metho

treatment, the possibie risks involved, and
the possibilities of raxr')lk' ations have been
explained to me, but I stiil desire to receive
methadone due to the rﬁak of my return (o
the use of heroin or other drugs

The goal of methadone treatment {5 total
rehabllitation of the patient. Eventusal with-
drawal from the use of all drugs, including
methadone, is an appropriate treatment goal.
I realize that for some patients methadone
treatment mey continue for relatively long
pertods of time but that periodic consider-
ation shuall be given concerning my Com-
plete withdrawal from methadobe use

I understand thar I may withdraw from
this treatment program and discontinue the
use of the drug at any time and I shall
be afforded detoxification under medical
supervision.

T agree that I shall inform any doctor who
may treat me for any medical problem that
I am enroiled in a methadone treatment pro-
gram, since the use of other drugs ln con-
junction with methadone mgy cause me
harm.

1 also understand that during the course
of treatment, certaln conditions may make
it necessary to use additional or different
precedures then those explalned to me. I
understand that these salternate procedures
shall be used when in the Program or Med-
feal Director's professional judgment 1t Is
sidered advisabie.

fumme pﬂﬁems of o m;q bezu‘ng age)

Two the best of my knowiledge, T {am-‘am
noty pregnant at this time

Besides the possible risks involved with

the jong-term use of methadone, I further

tnderstand that, ke herpin and other nar-
coLi:: drugs, information on s effects on
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pregnant women and on thelr unborn chile
dren 15 st present inadeguate to guaraniee
thet it may not produce significant or seri-
ous slde effects.

It has been explained to me and I under-
stand that methadone is transmitted to the
unborn child and will cause physical de-
pendence. Thus, if I am pregnant and sud-
denly stop taking methsdone, I or the un-
born child may show signs of withdrawal
which may sdversely affect my pregnancy or
the child. I shall use no other drugs with-
aut the medical director or his assistants’ ap-
proval, since these drugs, particularly as they
might interact with methadone, may harm
me or my unborn child. I shall tnform any
other doctor who sees me during my present
or any {uture pregnancy ar who sees the child
sfter birth, of my current or past participa-
ton in & methadone treatment program in
order that he may properly care for my child
and me.

It has been explained to me that after the
birth of my child I should not nurse the baby
because methadone is transmitted through
the milk 1o the bsby and this may cause
physical dependence on methadone in the
child. I understand that for a brief pertod
following birth, the child may show tempo-
rary Irritablilty or other 11 effects due to my
use of methadone. It is essential for the
child's physician to know of my participation
in a methadone treatment program so that
nhe may provide appropriste medical treat-
ment for the child

All the above possible effects of methadone
have been fully explsined to me and I un-
derstand that at present, there have not
ween enough studies conducted on the long
term use of the drug to assure complete
safety to my child. With full knowledge of
this, T consent to its use and promise to in-
form the Medical Director or one of his
aselstants Lmmediately if I become pregnant
in the future.

{For patients under 18 years of Bge)

The petient Is & minor, ..
years of age, born, . .
The risks of the use of methadone have been
explained to {(mesus) and {I/we) under-
stand that methadone 15 & drug on whicn
long-term studles are still being conducted
and that information on its effects In ado-
lescents is incomplete. It has been explained
to {me/us) that methadone is being used in
the minor's treatment only because the risk
of {his‘her) return to the use of heroin 15
suffictently great to justify this treatment.
{I/We} declare that participation in the
methadone treatment program is wholly vol-
untary on the part of both the {parent({s)/s
guardianis); and the patient and that meth-
adone treatment may be stopped at any time
on (my our} request or that of the patient.
With full knowledge of the potential bene-
fits and possible risks involved with the use
of methadone in the treatment of an ado-
lescent, iI/we) consent to 1is use upon the
minor, since (I‘we; realize that otherwise
{he/she} shall continue to be dependent
upon heroin or other narcotle drugs.

I certify that no guarantee or assurance
has been mode as to the results that may
be obtained from methadone treatment.
With full knowledge of the potential bene-
fits and possible risks involved, I consent
to methadone treatment, since I realize that
I would otherwise continue o be dependent
on heroin or other narcotic drugs.

Fatlent
Date ... .. -
Duate of birth ... ...,

Parentis) or guardian
Relationship
Witness

18} Hospital Application.

RULES AND REGULATIONS

DEPARTMENT OF HEALTH, EpUCATION,
AND WELFARE

FOOD AND DRUG ADMINISTRATION

Form FD 2636 Hospital Request for Metha-
done for Analgesia in Severe Pain and
for Detoxification and Temporary Mainte-
nance Treatment

Name of hospital
Address
Comimissioner,

Food and Drug Administration,

Bureau of Drugs {BD-108},

Rockviile, Md. 20852,

DEAR SIR: As hospital sdministrator, I sub-
mit this request for approval to receive sup-
plies of methadone to be used for analgesia
in severe pain and for detoxification and
and malntenance treatment in accord with
§13044 of the new drug regulations. I
understand that the fallure to abide by the
requirements descrived below may result in
revocation of approval to receive shipments
of methadone, seizure of the drug supply on
nand, injunction, and criminal prosecution.

I. The name of the individual {pharma-
cisty responsible for receiving and securing
supplies of methadone is ..

II. There are s total of ...
the hospital.

I1I. A general description of the hospltal
and nature of patient care undertaken is
attached,

IV. The anticipated gusntity of metha-
done needed per year is {Gms.}.

V. Methadone is permitted to be adminis-
tered or dispensed only for detoxification or
temporary treatment of hospitalized pa-
tients, and for snalgesia in severe pain for
hospitalized patients and outpatients. If
methadone 15 administered for treatment
of heroin dependence for more than 3 weeks,
the procedure passes from treatment of the
ncute withdrawal syndrome {detoxification)
te  maintenance treastient. Maintenance
treatment is permitted to be undertaken only
by approved methadone programs. This does
not preclude the maintenance treatment of
an sddict who {5 hospitallzed for treatment
of medical conditions other than addiction
and who requires temporary maintenance
treatment during the critical period of his
stay whose enrollment in & program which
has approval for maintenance treatment
using methsdone has been verified.

VI. Prior to filing & physiclan’s prescrip-
tion for methadone for outpatients, I shall
obtaln from the physiclan a statement indi-
cating that all such prescriptions written by
him shall be iimited to use for analgesis in
severe pain and his agreement to malntain
records to substantiate such use. These rec-
ords will be available in the hospitsl or made
svatlable at the request of the hospital sad-
minfstrator. On January 30 of each year,
the hospitsl shall report to the Food and
Drug Administration the names and ad-
dresses of all physicians who prescribed
methadone for analgesla on an outpatient
basts during the previous yesr.

VII. Prescriptions for snalgesis may be
filled only if they are written by a physician
who has submitted the required statement
to the hospital,

VIII. Accurate records shall be maintained
showing dates, quantity, and batch or code
marks of the drug for {inpatient and outpa-
tent treatment. The records shall be retained
for a period of 3 years.

IX. The Food and Drug Administration and
the State authority may inspect supplies of
the drug and evaluste the uses to which the
drug is being put. The identity of the patlent
will be kept confidential ercept when it is
necessary to make follow-up Investigations
on adverse sffect information related to the
drug, when the medical welfare of the pa-
tient would be threatened by a Iallure to
reveal such information, or when it is neces-

_Hbeds in

sary to verify records relating to approval of
the hospitsl or any portion thereof. The con-
fidentiality requirements of 21 CFR Part 401
shall be followed.
Signature

{Hospltal official)

2. A new paragraph (b) is added to
§ 130.48 as follows:

5 130.48 Drugs that are subjects of ap-
proved new-drug applications and
that require specisl studies, records,
and reports.

@ ® @ ° @

(b) Methadone. Methadone may be
used as an analgesic in severe pain, for
the detoxification of narcotic addicts,
and as an oral substitute for heroin or
other morphine-like drugs, in the main.
tenance treatment of narcotic addicts,
pursuant to the conditions established in
§ 130.44. Further data and information
are required to establish the safety and
effectiveness of methadone under a va-
riety of conditions during widespread and
long-term use. In view of the tremendous
public health and social problems asso-
ciated with the use of heroin, the demon-
strated usefulness of methadone in treat-
ment, the lack of s safe and effective
alternative drug or treatment modality,
the need for additional safety and effec-
tiveness data on metl.adone, and the
danger to health that could be created
by uncontrolled distribution and use of
methadone, the Commissioner of Food
and Drugs finds that it is not in the
publiz interest either to withhold the
drug from the market until it has been
proved safe and effective under all condi-
tions of use or to grant full approval for
unrestricted distribution, prescription,
dispensing, or administration of metha-
done. The Commissioner therefore con-
cludes that it is essential to the public
interest to prescribe detailed conditions
for safe and effective use of methadone,
utilizing the IND and NDA control mech-
anisms and the authority granted under
the Comprehenzive Drug Abuse Preven-
tion and Control Act of 1970, to assure
that the required additional! information
for assessing the safety and effective-
ness of methadone is obtained, to main-
tain close control over the safe distribu-
tion, administration, and dispensing of
the drug, and to detail responsibilities
for such control. The conditions estab-
lished in §130.44 constitute s deter-
mination of the appropriate methods of
professional practice in the medical
treatment of the narcotic addiction of
various classes of narcotic addicts with
respect to the use of methadone, pur-
suant to section ¢4 of the Comprehensive
Drug Abuse Prevention and Control Act
of 1970.

(1) Effective date. Paragraphs (d)(3)
(i), () (3 vy, (g1, (g)(2), and
(g){3) of §130.44, become effective De-
cember 15, 1972. The remainder of
§130.44 and §130.48 become effective
March 15, 1873.

Dated: December 7, 1872.

CHARLES C. EDWARDS,
Commissioner of Food and Drugs.
[FR Droc.72-21306 Filed 12-14-72;8:46 am]
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DEPARTMENT OF HEALTH,
EDUCATION, AND WELFARE

Food and Drug Administration
{Docket No. FDC-D-5751

METHADONE

Proposed Withdrawal of New Drug
Applications; Notice of Opportunity
for Hearing

In the Peperal Recister of January 7,
1972 137 F R, 201>, the Commissioner of
Food and Drugs added & new § 130.48
Drugs that are subjects of approved new-
drug applications and thal require spe-
cial studies, records, and reports to the
new drug regulations. In the FEbERAL
RecisTER of April 6, 1972 (37 F.R. 69407,
the Commissioner proposed special re-
quirements for use of methadone. A final
orcder regarding this proposal is pub-
lished elsewhere in this issue of the Fep~
ERAL REGISTER.

¥or reasons stated in the April 6, 1972
proposal, and the fingl order, the Com-
missioner concludes that there is a lack
of substantial evidence that methadone
is safe and effective for detoxification,
analgesia, or santitussive use under the
conditions of use that presently exist.
Therefore, notice is given to the holders
of the new drug applications for metha-
done that the Commissioner proposes {o
issue an order under section 505(e) of the
Federal Feod, Drug, and Cosmetic Act
121 U.8.C. 355¢e) » withdrawing approval
of the following new drug spplications
and all amendments and supplemenis
thereto:

1. Methadone {Dolophine) HC! Tab-
lets, Injectable, Suppository; by Eli Lilly
& Co., Box 618, Indianapolis, Ind. 46206.
{NDA 6134).

2. Methadone HC! Tablets, Injectable;
by Hoffmann-LaRoche Inc., Nutley, N.J.
0711u. (NDA 6305).

3. Methadone HC! Injectable, Tablets,
Elixir: by Parke, Davis & Co., Joseph
Campau Avenue, At the River, Detroit,
Mich. 48232, (NDA 6310). ’

4. Methadone HC] Tablets, Injectable;
by The Upjohn Co., 7171 Portage Road,
Kalamazoo, Mich. 45002. (NDA 63113,

5. Methadone HC! Ampuls; by S. E.
Massengill Co., 527 Fifth Street, Bristol,
Tenn. 37620, iNDA 6345).

MOTICES

6. Methadone HCI Tablets, Injectable;
by Wm 8. Merrell Co., Division Richard-
son-Merrell Inc., 110 East Amity Road,
Cincinnati, Ohio 45215. {NDA 6370).

7. Methadone HCI Tablets; by Mallin-
ckrodt Chemical Works, 3600 North Sec-
ond Street, Box 5439, St. Louis, Mo. 63160.
({NDA 6383).

8. Methadone (Amidone) HCI Tablets,
Elixir, Injectable; by 8. F. Durst & Co.,
Inc., 5317 North Third Street, Philadel-
phia, Pa. 16120, (NDA 6504).

In accordance with the provisions of
section 505 of the Act (21 US.C. 355),
and the regulations promulgated there-
under 21 CFR Part 130), the Com-
missioner hereby gives the applicants an
opportunity for a hearing to show why
approval of the new drug applications
should not be withdrawn.

Within 30 days after publication
hereof in the Peperal REGISTER the ap-
plicants are required to file with the
Hearing Clerk, Department of Health,
Education, and Welfare, Room 6-88,
5600 Fishers Lane, Rockville, Md. 20852,
a written appearance electing whether
or not to avail themselves of the oppor-
tunity for a hearing. Failure of an ap-
plicant to file a written sppearance of
election within said 30 days will con-
stitute an election by bim not to avall
himself of the opportunity for a hearing.

If.no applicant elects to avail himself
of the opportunity for a hearing, the
Commissioner without further notice will
enter a final order withdrawing approval
of the applications.

If an applicant elects to avail himself
of the opportunity for a hearing, he must
file, within 30 days after publication of
this notice in the FeperaL REGISTER, &
written appearance requesting the hear-
ing, giving the reasons why spproval of
the new drug espplications should not be
withdrawn, together with a well-organ-
ized and full factusal analyvsis of the data
he is prepared to prove in support of his
opposition. A request for & hearing may
not rest upen mere allegations or denials,
but must set forth specific facts showing
that & genuine and substantial issue of
fact requires a hearing (21 CFR
130.14¢(bj3 ).

If review of the data submitted by an
apphecant warrants the conclusion that
there exists substantial evidence demon-
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strating the safety and effectiveness of
the product under existing conditions of
use, the Commissioner will rescind this
notice of opportunity for hearing.

If review of the data in the applica-
tions and data submitted by the appli-
cants in a request for a hearing, to-
gether with the reasoning and factual
analysis in a request for a hearing, war-
rants the conclusion that no genuine and
substantial issue of fact precludes the
withdrawal of approval of the applica-
tions, the Commissioner will enter an
order of withdrawal making findings and
conclusions on such data.

If, upon the request of the new drug
applicents, 8 hearing is justified, the is-
sues will be defined, a hearing examiner
will be named, and he shall issue, as
soon as practicable after the expiration
of such 30 days & written notice of the
time and place at which the hearing will
commence. The hearing contemplated
by this notice will be open to the public
except that any portion of the hearing
that concerns a method or process the
Commissioner finds entitled to protection
as a trade secret will not be open to the
public. unless the respondent specifies
otherwise in his appearance.

Requests for a hearing and/or elec-
tions not to request & hearing may be
seen in the Office of the Hearing Clerk
iaddiess given above) during regular
business hours, Monday through Friday.

New drug application holders may
submit, within 30 days after the date of
nublication of this notice in the FEpEraL
RECISTER, & supplemental new drug ap-
plication requesting approval for the
manufacture and distribution of metha-
done pursugnt to §§ 13044 and 130.-
48(b) ., Upon submisston and approval of
any such supplement the Commissioner
will rescind this notice of opportunity
for hearing for that applicant.

This notice is issued pursuant to pro-
visions of the Federal Food, Drug, and
Cosmetic Act (sec. 505, 52 Stat 1052-
1053, as amended; 21 US.C. 355 and
under the authority delegated to the
Commissioner (21 CFR 2.120).

Dated: December 7, 1872,

CHARLES C. EDWARDS,
Commissioner of Food and Drugs.

{FR Doc. 72-21305 Filed 12-14-72,8:45 am]
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Title 21~Food and Drugs

CHAPTER 1--FOOD AND DRUG ADMINIS-
TRATION, DEPARTMENT OF HEALTH,
EDUCATION, AMD WELFARE

SUBCHAFTER D—DRUGS FOR HUMAN USE

{Recodifization Docket No. 5]

Reorganization and Republication

The Commissioner of Food and Drugs,
for the purposes of establishing an or-
derly development of informative regula-
tions for the Food and Drug Administra~
tion, furnishing ample room for expan-
sion of such regulations in years ahead,
and providing the public and affected in-
dustries with reguletions that are easy
to find, read, and understand, bas ini-
tiated » recodification program for
Chapter I of Title 21 of the Code of Fed-
eral Regulations.

This is the Afth document in a series
of recodification documents that will
eventually include sll regulations ad-
ministered by the Food and Drug Ad-
ministration.

The volume of regulatory material for
human drugs under Subchapter Ce—
Drugs requires that these regulations be
recodified in two documents, This, the
fifth document, recodifies drug regula-
tions in current Parts 130, 131, 164, 165,
and 167. Another, a sixth document, per-
taining to procedural regulations and in-
dividual drug monegrephs for antibiotic
drugs for human use, will be published
in the Fepenat REGISTER prior fo the re-
vision of the annual volume of the Code
of Federal Regulations relating to Parts
141 through 599, which is scheduled for
May 1, 1874,

Regulations for human drugs formerly
under Parts 130, 131, 184, 165, and 167 of
Subchapter C—Drugs have been reor-
ganized into 8 new Subchapter D—Drugs
for Humen Use in an effort to provide
greater clarity and convenience to the
aser. The following table shows the rela-
tionship of the CFR section numbers
under Subchapter C prior to this repub-
lication to thelr redesignstion reflected
in the new Parts 310, 312, 314, 328, 329,
330, 369, and 429 of Subchapter D:

Old section New section

18301 3103
1302 3104
1303 33121
130.3a 3129
1303 312190
1304 3141
1308 314110
1306 314.100
1307 a14.6
1308 aiaw
1808 314.8
13010 314.105
13011 3149
13012 414,111
130.13 310,300
130138 310301
130.33b 314138
130.14% 314.200
13818 314.201
130,16 314.202
13017 314,203
wasag 814.204
13018 514220
13020 314.221
130.2% 314283
130.22 3143086
130.23 914308
130.24 314230

RULES AND REGULATIONS

Oid section New seetion

Therefore, 21 CFR is amended by re-

uo.z& 5}4»331 designating Parts 130, 131, 164, 165, and

Eeya Sipaa 167 of Subchapter C as Parts 310, 312,

130.28 314120 314, 328, 320, 330, 369, and 428 of Sub-

14329 314.191 chapter D—Drugs for Human Use, and

13030 314.12 republished to read as follows:

l‘ggj; §§2:ﬁ5 Suchapter D—Drugs for Human Use

13033 31430 Part

180.34 314118 310 New Drugs.

13035 310.302 312 New Drugs for Investigational Use.

‘533’? 3;813‘5 314 New Drug Applications,

froed Sy 328 In Vitro Diagnostic Products.

130,39 310.100 328 Habit Forming Drugs.

130.40 310.6 330 Over-the-Counter (OTCY) Human

13041 310103 P Drugs Generally Recognized as

13044 310505 Methadone Safe and Eiffective and Not

130.45 310501 Misbranded.

13046 -é‘g»gg‘; 369 Interpretative  Statements Re

o BN Warnings on Drugs and Devices

130,49 310.603 for Over-the-Counter Sale.

13050 210.592 429 Drugs Composed Wholly or Partly

130.51 310.500 of Insulin,

30. 310,

104 s10200 PART 310—NEW DRUGS

130.201 314300 Subpart A—General Provisions

130.301(a} {1} 330.10 Hee,
through {12} 3103 Definitions and interpretations.

130,301 () {13) KRS 310.4 Blologics; produets subject to -

130.301{b} 3305 cense control.

1340302 330.1 3108 Applicability of Drug Efficacy Study

130.303 33o.1a Implementstion Notices and No-

1311 380.1 tices of Opportunity for Hearing

131.3 368.3 to identieal, related, and similsr

1413 3689.3 drug products.

1312 360.4 8108 Designated journals,

1315 369.5 N .

1318 389.6 ubpart iy tive Rulings and

1317 3697 Bacisions

131.8 369.8 510.100 New-drug status opinions; atate-

1319 265.0 ment of policy.

131.10 269.10 310,101 FD&OC Red No. 4; procedurs for dig-

131.15 26020 continuing use in new drugs for

13118 368.21 Ingestion; statement of policy.

131.17 380,22 310.102 Congent for use of lnvestigational

131,25 369.30 new drugs (IND} on humans;

164.1 499.3 statement of policy.

164.2 490 .40 310,103 New-drug subsiances intended for

184.3 490 .41 hypersensitivity testing.

ig:; zgg‘:g Subparl c-——N’g.w Dmgs Exampted From

« M al

igi? :égi; 810200 Prescription-exemption procedure.

164.8 148 60 310201 Ezemption for certain drugs lime

1640 420 47 ited by new-drug applications to

164.10 42055 preseription sale.

164.11 420.25 Subpart D—Records and Reports

fg;;g zgggg 910300 Hecords snd reports concerning ex-

ma'm 429~50 perience on drugs Jor which an

185’1 329‘1 . approval is in effect.

165:‘2 329:10 310,301 Bes?é'g;ng of adverse drug experl-

an o TR,

12;? ggg‘;c 310.302 Records and reports on new drugs

167'2 BEB”}D and sntibiotics for use by man

‘;57‘3 3'28.30 for which spplleations or certifl-

16’?:4 82844 cation forms § and § became effec-

1875 328:34 tive or were spproved prior to

167 6 32895 June 20, 1963,

1879 595.20 310.303 Continuaton of long-term studies,
B 284 records, and reporis on certsin
The changes being made are nonsub- gggiijﬁayé‘éﬁn"s;;fgffd appll-

stantive in nature and for this reason 310304 Drugs that are subjects of approved

notice and public procedure are nob pre-
requisites to this promulgation. For the
convenience of the user, the entire text
of Parts 310, 312, 314, 328, 328, 330, 369,
and 429 of Subchapter D are set forth
helow.

Dated: Mareh 27, 1874,

Sam D. FINE,
Associate Commissioner
for Compliance.
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new-drug spplications and that
require special studies, records,
and reports.
Subpart E—Requirements for Specific Mew
Drugs or Devices
310.500 Digoxin products for oral use; con-
dittons for marketing.
Oral contracepilve preparations;
labeling directed to the patlent.
Certain Intrauterine devices for hu-
mon use for the purpose of con-
traception.

Regquirements  regarding
radioactive drugs.

Amphetamines (amphetamine, dex-
troamphetamine, and thelr salts
and levamfetamine and its salts)
for human use.

310.505 Conditions for use of methadone,

AvTHORITY: Secs, 502, 503, £OB, 701, 52 8t

, G038, . . 62 Stat,
195}. 1052, 1053, 1058, as amended (21 U.S.0.
352, 353, 355, 371) (5 U.B.C. 554), unless
otherwise noted,

310.601

310.502

310,803 certain

310.50¢
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- Dated bay 4, 1973,
Sam D. Five,

3 vears shall be subject to periodic re-

ance with any provision of this part. the
consideration {for discontinuance of such

Board may by order modify such com-

pany rule to the extent necessary to col-  freatment, s a
form the rule to the provisions of the A o e " s o Asgociate Comm”&‘g;f‘é}’ﬁ?ﬂ;p
parl. (ky @ ¢ o . © v
PR Doc.73-5261 Fied $-5-73:8:45 ar
Effective July 10, 1973, o oo £ $-9-13:8:45 s}
DuranTMENT oF HEALTH, EDUCATION, AMND

Adopted May 7, 1973,
By the Civil Aeronautics Board.

{gzaL} Eswiy Z. Honrawn,
. Secretary.

P8 Doc.73-9320 Pued 5-9-73:8:45 am]

Title 21—-Food and Drugs
CHAPTER 1—FOOD AND DIUG ADSAINIS.
TRATION, DIPARTMENT OF HEALTH,
EDUCATION, AND WELFARE
SUBCHAPTER C—DAUGS
PART 130-—NEW DRUGS

Listing of Methadone With $pecial
Requirements for Use

The Honorable Paul G. Rogers, Mem-
ber of Congress from Florida, Chairman
of the Subcommittee on Public Health
and Environment of the Commitice on
Interstate and Foreign Comrmerce, U.S.
House of Representatives, has written the
Cominissioner of Food and Drugs to re-
quest revision of the regulations govern-
ing methadone, published in the Feoerat
Recister of December 15, 1972 (37 FR
26789, to include a requirement for dis-
eontinuance of methadons after 2 vears
of treatment unless, based on clintcal
Judgment, the puatient’s status indicates
that treetment with methzadone should
-be continued for a longer period of time.
The Commissioner concurs Nis suge
gestion and regards it as o clarification
of the intent of ihe regulati

Therefore, pursuant to the provisions

13.

of gections 503 and 70l{ar of the Fed-
eral Food, Drug, and Cos 'ne ic Act as
amended (21 U.S.C. 353, 3711a)), section

303(ar of the Public Health Sarvice Act
a3 amended (42 US.C. 2422730, and sec-
Hlon 4 of the Comprehiensive Drug Abuse
Prevention and Control Act of 1970 (42
UB.C 257(2)), and under authonty dele-
gated to the Commissioner (21 CFR
2.120), part 130 is amended in § 13044
by adding two new sentences to the end
of paragraph (d) {83, by adding the sume
two new sentences to the end of flem
IX.D. of Form FD 2632 {n paragraph k)
{13, and by adding the same two new
sentences to the end of item VI.D. of
Porm FI 2633 in paragraph (83 (2), as
follows:

$130.44 Conditions for use of metha-

done.
9 a © @ @
(d) Q9 9 @
e - e a @ °
@y ¢ ° ° Maintenance treatment

asing methadone shall be dismm E"ﬁ
within 2 years after such tr
Begun unless, based upon ciirieal
ment recorded in the ii:xcn{
the patient, the pn t“ us :
that such tre: 3 g! id be conirued
for s longer period uf iime. Any patient
eontinued on methadone for longer than

. BEDERAL
He, $0-PL T—m§

Weirars
YOOD 4WD DRUG ADMINISTRATION

Form FD 20632 Application for Approval of
Use of Mezthadone io o Treatment Program

9 2 @ o @
IX. ¢ 9«
o @ ° L] G

D, ® ¢ ® Msintenance treatment using
wetihedons shall be discontinued within 23
sears afier such trestmens is bejun uniess,
based upon clinleal judgment recorded o the
cilnical record for the patient. the patient’s
status indicates that such treatment should
be continued for a longer period of tine. Any
patient continued on methadone for longer
whan 2 years shall bo sublect to periodit re-s

“consideration for discontinunnce of such

freatiment,
@ -~ 8 @ @ @
(@) °° e
DEparTMENT OF HearTi, EBVCaTooN, o

WELrase
FCOD AND DRUG ADMINISTRAYION

Form FD 2633 Medical Responsibility State«
ment for Use of Methadone in o Treate
ment Program

o @ @ < L:3

L e © o

o g a @ ]

L. © ¢ ° Malntenance {irestment using
methadons shall be discontimued within 2
years afier such treatment s begun unless,
based upon ciinical judgmens$ recorded in
the clinlcal record for the patient, the pa-
tient's status indicates that such treatment
should s continued for s lomger period of
time. Any patlient centinued on methadone
for lopger than 3 years shall ke sublect to
periodic reconsidersiion fur d@iscoptinuance
of such treatment.

s s ° @ o

The Commissioner finds that publica-
tion of o proposal on this matter, time
for comment, and deloyed eective date,
are impracticable, unnecessary, and con-
trary to the public interest, since the
change moade is merely a clarification of
the intent of the regulation previously
published and the regulation is just be--
ing implemented throushout the country
and should therefore include this clari-
fication immediately. The «larification
further protects the health and safecy
of patients treated with methadone and
is consistent with the errlies reguiation
on which substantial releveeat comment
was received, and no further purpose
would be served by delaying this clarl=
deation until further commaent of the
type already received has been ebiained.

Efective date~—This order shall be-
come effective on May 10, 195R

{Seca. 505 and T0lin} of the Fedemal Food,
Dru, and Cosmetlc Act as pmenced (21
S5, 37i{a) ). sec. 3G3{a) of tine Pube
1t Service ACt a8 amended MR TS CL
. and section $ of the Comprehensive
Drug Abuse Prevention and Controk Act of
1970 {42 US.C. 257{a).)

REGISTER, VoL 38, NO. 90—THURSDAY, MAY 10, 1973
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DEPARTMENT OF HEALTH,
EDUCATION, AND WELFARL

Fooud and Drug Administration
[21CFRPmt 310 ]
METHADONE
Multipte Enicllinent Prevention

Seclion 3105051004 121 CIIt 310.-
505t 131y, formerly § 1004400 ol
Part 130, recodified in the Feounan Rec-
ister of March 29, 1971 (39 "I 11680y,
was promulpated In cdontemplation of
the development of an identification
system, one of the purposes of which
would be Lo Indicate when a drug abuse
palicnl was simultaneously envolled in,
two or more melthadone programs. No
Federal sysiem has thus far been de-
veloped, and to the extent that multiple
enrvolliment has been a problem, it has
been dealt with on o local basis, The
present requirement of an apgreement to
participate in a patient identifieation
system designated and approved by the
Food and Drug Administration therefore
gerves no uselul purpose, and has been
the source of some confusion.

Thervefore, pirsuant to provisions of
the Federal Food, Drug, and Cosmetie
Act (sees. 505, 701a), 52 Stat. 1052-1053,
as amoended, 1065; 21 U.S.C. 355, 374 ) ),
seclion 30314y of Lthe Publie Health Serv-
fce Act as amended (sec. 303, 60 Stat. 423,
as amended; 42 U.S.C. 242aa1), and see-
tion 4 of Lthe Comprehensive Drug Abuse
Prevention and Control Acl of 1970 (sec.
4, B4 Slat. 1241; 42 U.S.C. 2570, and
under authority delegated to the Comn-
missioner of ¥ood and Drups (21 CIFIR
2180, L s proposed that § 310503
Condilions for wuse of Melhadone be
ametided by deleting paragraph (e (3,

Interesied persons may, on or hefore
June 17, 1974, file with the Hearing
Clerk, Food and Drug Administration,
Itoon 6-86, 5600 Fishers Lane. Rockville,
MU 20853, written comments (preferably
in quinfuplicatey repavding this pro-
posal. Comments may be accompanied by
Q memoandum or brief in support there-
of. Received comments may be seen in
the above oflee during working hours,
Monduay through Friduy.

Dated: May 13, 1974,
Sast D. Fine,
Associale Commissioner
Jur Compliunce.
{FR Doc 74 11300 Filed 6 16-T4,8:45 am|

50




DEPARTMENT OF HEALTH, EDUCATION, AND WELFARE Form Approved
PUBLIC HEALTH SERVICE OMB No. 057R 0098
FOOD AND DRUG ADMINISTRAT(ON DATE

CONSENT TO METHADONE TREATMENT
(Provisions of this form may be modified to conform to any appiicable State lowj
NAME OF PATIENT

MAME GF PRACTITIONER EXPLAINING PROCEDURES

NAME OF PROGRAM MEDICAL DIRECTOR

1 hereby authorize and give my voluntary consent to the above named Program Medical
Director andjor any appropriately authorized assistants he may select, to administer

or prescribe the drug methadone as an element in the treatment for my dependence on
heroin or other narcotic drugs.

The procedures necessary to treat my condition have been explained to me and I under-
stand that it will involve my taking daily dosages of methadone, or other drugs, which
will help control my dependence on heroin or other narcotic drugs.

It has been explained to me that methadone is a narcotic drug which can be harmful

if taken without medical supervision. I further understand that methadone is an
addictive medication and may, like other drugs used in medical practice, produce

adverse results, The alternative methods of treatment, the possible risks involved, and the
possibilities of complications have been explained to me, but I still desire to receive
methadone due to the risk of my return to the use of heroin or other drugs.

The goal of methadone treatment is total rehabilitation of the patient. Eventual with-
drawal from the use of all drugs, including methadone, is an appropriate treatment goal."
1 realize that for some patients methadone treatment may continue for relatively long
periods of time but that periodic consideration shall be given concerning my complete
withdrawal from methadone use.

I understand that I may withdraw from this treatment program and discontinue the use
of the drug at any time and I shall be afforded detoxification under medical supesvision.

I agree that T shall inform any doctor who may treat me for any medical problem that [
am enrolied in a methadone treatment program, since the use of other drugs in conjunction
with methadone may cause me harm.

I also understand that during the course of treatment, certain conditions may make it
necessary to use additional or different procedures than those explained to me. I under-
stand that these alternate procedures shall be used when in the Program or Medical
Director’s professional judgment it is considered advisable.

{See reverse of this sheet for additional consent elements)

FORM FD 2635 (12/72}

51




FEMALE PATIENTS OF CHILD-BEARING AGE

PATIENTS UNDER 18 YEARS OF AGE

To the best of my knowledge, I Jam [_Jam not pregnant at
this time.

Besides the possible risks involved with the long-term use of metha-
done, I further understand that, like heroin and other narcotic
drugs, information on its effects on pregnant women and on their
unborn children is at present inadequate to guarantee that it may
not produce significant or serious side effects.

It has been explained to me and ! understand that methadone is
transmitted to the unborn child and will cause physical dependence.
Thus, if | am pregnant and suddenly stop taking methadone, I or
the unborn child may show signs of withdrawal which may adversely
affect my pregnancy or the child. I shall use no other drugs without
the Medical Director or his assistants’ approval, since these drugs,
particularly as they might interact with methadone, may harm me
or my unborn child. 1 shall inform any other doctor who sees me
during my present or any {uture pregnancy or who sees the child
after birth, of my current or past participation in a methadone
treatment program in order that he may properly care for my

child and me.

It has been explained to me that after the birth of my child |
should not nurse the baby because methadone is transmitted
through the milk to the baby and this may cause physical depend-
ence on methadone in the child. | understand that for a brief period
following birth, the child may show temporary irritability or other
il effects due to my use of methadone, It is essential for the child's
physician to know of my participation in a methadone treatment
program so that he may provide appropriate medical treatment for
the child.

All the above possible effects of methadone have been fully ex-
plained to me and [ understand that at present, there have not been
enough studies conducted on the long term use of the drug to
assure complete safety to my child. With full knowledge of this, I
consent to its use and promise to inform the Medical Director or
one of his assistants immediately if 1 become pregnant in the future.

The patient is a minor, years of age, born,

The risks of the use of methadone have been explained to (me/us)
and (I/we) understand that methadone is a drug on which long-term
studies are still being conducted and that information on its effects
in adolescents is incomplete. It has been explained to (me/us) that
methadone is being used in the minor’s treatment only because the
risk of (his/her) return to the use of heroin is sufficiently great to
justify this treatment. (I/We) declare that participation in the metha-
done treatment program is wholly voluntary on the part of both the
(parent(s)/guardian(s)) and the patient and that methadone treatment
may be stopped at any time on {(my/our) request or that of the
patient. With full knowledge of the potential benefits and possible
risks involved with the use of methadone in the treatment of an
adolescent, (I/we) consent to its use upon the minor, since (I/we)
realize that otherwise (he/she) shall continue to be dependent upon
heroin or other narcotic drugs.

T certify that no guarantee or assurance has been made as to the results that may be obtained from methadone treatment.

With full knowledge of the potential benefits and possible risks

involved, | consent to methadone treatment, since |

realize that | would otherwise continue to be dependent on heroin or other narcotic drugs.

SIGNATURE OF PATIENT CATE OF BIRTH DATE
SIGNATURE OF PARENT{S) OR GUARDIAN(S) RELATIONSHIP DATE
SIGNATURE OF WITHESS DATE




TO

FROM

SUBJECT:

All Methadone Treatment Program Sponsors, DATE: November, 1973
Medical Directors, Staff Counselors, and
FDA Districts

Methadone Monitoring Staff
Bureau of Drugs, FDA

tems of Interest to Methadone Treatment Programs

From time to time the Methadone Monitoring Staff (MMS) will be sending items of interest to
treatment programs in an effort to keep those responsible for direction of the programs abreast
with new ideas and interpretations of regulations and procedures.

# # #
FROM MMS: {1} The Methadone Monitoring Staff (MMS) has been relocated to Room 188-04
in the Parkiawn Building, 5600 Fishers Lane, Rockville, Maryland 20852. The new telephone

number is 301-443-3415. Please note the change if vou have received correspondence
requesting reply to the former address indicating Room 10B-04.

(2) MMS will shortly be sending a letter to all methadone treatment programs
emphasizing the requirement that all methadone dispensed for take-home comsumption must
be packaged in containers complying with Section 295.2. These are commonly referred to as
“’safety closures” or “childproof containers.” It is expected that any program not complying
with this requirement, within 15 days after such notification, will be required to stop all
take-home privileges and operate solely on a seven-day confrontation basis, unless the program
has on file an executed purchase order and a request to the seller to expedite fulfillment of the
order because of the urgent nature of the requirement,

# # #

{3} MMS is developing a Federal Register announcement dealing with an
exemption from the two-year addiction history requirement for pregnant patients. This
exemption would be in effect until one month after delivery of the newborn, at which time the
patient must be detoxified if the requirement for two years of dependency has not been
satisfied. It would give the physician the perrogative of detoxification or maintenance during this
period for patients which he certifies are pregnant. MMS will not enforce the two-year addiction
history to be required of pregnant patients between now and publication of the Notice. As with
other Federal Register announcements concerning methadone, copies of the announcement will
be sent to all treatment programs and interested persons.
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Federally Required Data

Federal standards require that certain kinds of information be coliected on persons entering and
undergoing treatment in methadone maintenance programs. The kinds of information that must be
collected on persons undergoing treatment fall into five separate categories, some of which have a direct
impact on the content of counselor’s notes. These five categories include:

1. Counseling and Supportive Services
2. Medical Services

3. Chemotherapy

4.  Urinalysis

5.

Client Progress

Explanations of the meaning of each of these categories follow.

Counseling and Supportive Services

The data to be recorded under this category generally include the type of services scheduled, the type
of services actually provided, and the amount of services provided.
Medical Services

These data, considered together, indicate if the medical service is provided in-house or out-of-house;
show a summary of the client's medical problems identified during the intake physical and the follow-up
indicated; specify the client’s current medical problems; and specify the medication prescribed, dosages,
directions and limitations.
Chemotherapy

These data include medication (i.e., methadone or antagonists) scheduled and dispensed for each day of
the month, pick-up method, and medication reactions, if any.
Urinalysis

These data include the date the tests were scheduled, the date the tests were administered (i.e.,
specimen taken) and the results of the testing.
Client Progress

Client response to treatment should be reviewed at least monthly. That review is to include such things

as drug problems, employment, behavioral problems, legal problems, medical problems, alcohol problems,
psychiatric/psychological problems, program assignment changes, etc.

implications For Counselors

The usual way a counselor records client information is through the use of running progress notes. It is
also quite typical that such notes are haphazardly recorded and quite uneven in their quality. The thrust of
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the federal standards for documentation is to force a more thorough approach to recording client
information. The key to this is understanding the relationship among those five categories of information
mentioned earlier. The first four of these categories must be the basis upon which the assessments of client
progress are made. This means that the kinds of data specified by those first four categories must appear in
the client’s record and must bear a clear and consistent relationship to the judgements of category five. For
example, if a client has shown four dirty urines during the course of a month, has missed a number of
counseling sessions and has missed his medication for several days, there should not be an entry stating that
the client is being given take-home privileges. Rather the counselor’s notes should reflect an appropriate
action clearly consistent with the client’s performance.

Not only should client progress assessments be made consistent with the recorded data, but also any
other actions, such as referrals, should reflect the reasons for such actions. The treatment plan itself is an
example of this. {f that plan includes referrals to vocational rehabilitation services or for legai help, then the
reasons for including these elements in the plan ought to be clearly spelled out. If this is not done, reasons
for changing such a plan are going to appear vague or arbitrary. Furthermore, such referrals must be
followed-up by the counselor. There is nothing wrong with a drug counselor keeping closely in touch with a
vocational rehabilitation counselor to whom the former has referred his client. In fact, this should be done
and contacts between them should be recorded. What follows is an example of how running progress notes
should be recorded.

The following is a list of information that must be included in a counseling record:

— A record must be made of the initial client-counselor interview. The client’s name, age, race, and
sex should be the first information obtained, followed by the length of primary drug abuse,
attempts at prior treatment, and reason for seeking treatment at this time. Next the counselor
should record the treatment modality to which the client has been assigned and comment on
the client’s understanding of this modality. Finally, the client’s problems should be addressed,
e.g., does he have housing, does he have legal problems, etc. If problems are discovered which
necessitate referral to another person or agency, this should be done and recorded. In the event
of a readmission, some assessment must be recorded regarding the circumstances of prior
discharge(s), attitude changes, motivation, etc. All notes must be signed.

— A treatment plan must be developed soon after the patient’s admission and explained to him:
how many days a week medication must be picked up, urine specimens given, group counseling
sessions attended, and individual counseling obtained. If a patient requires referral services on a
continuing basis {i.e., medical, psychiatric, legal, etc.), these should be included in the
development of the plan.

— A note should be written after each meaningful client/counselor contact and should include the
counselor’s observations, problem{s) presented, resolutions proposed, and the approximate
length of time spent with the client.

— Copies of referral forms should be included in the patient’s folder. Specific reasons for referrals
and information regarding the results of referrals should be obtained and documented.

— The resuits of counseling done by any other person in the clinic should be noted on the
patient’s chart, by either the patient’s counselor or the counselor involived.

— A patient’s progress should be reviewed at least monthly and summarized. The treatment plan
should be reconsidered in view of the progress and either altered or continued. The summary
must include the patient’s legal status, both criminal and civil, employment status, current drug
use including alcohol, and any other current problems and their severity. The monthly
summary should reflect a composite picture of the patient’s progress and not merely repeat
entries made during the month.

— The date urine specimens are scheduled to be given, are given, and the results must appear in
the counselor's record. Any change in methadone dosage and reasons prompting the counselor
to recommend these changes must be noted.

— If a member fails to keep a scheduled appointment {e.g., medication pick-up, group counseling,
individual counseling, referral service appointment, etc.), it must be documented.
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It is suggested that a copy of the intake form be reviewed by the counselor prior to the initial
patient interview. This form provides much of the information required in the admission note and

eliminates duplicate processing.

Date

Notes

11/29/72

Admission Note

Jane C. Doe, a 33 year-old black female, was admitted to Clinic Q for
methadone maintenance. This member states that she has been abusing
heroin since 1965 and has attempted to detoxify in several programs in
New York City. She has recently moved here with her husband and two
small children because her husband was offered a better job. Ms. Doe was
arrested last week for possession of a small amount of heroin and is out on
bond. She states that she planned to seek treatment anyway but admits
that she and her attorney feel being in treatment will help her case. Since
her prior attempis at detoxification failed, Ms. Doe feels that she needs
maintenance and seems to have a good understanding of this treatment.
Spent 40 minutes with Ms, Doe.

James Harris

11/30/72

Treatment Plan

Ms. Doe will be reporting to the clinic six days a week for medication and ’
will give a urine specimen weekly. | have told her to see me daily when she
reports for medication. This member seems very anxious to succeed in
treatment and has agreed 1o this schedule. Spent 30 minutes with Ms. Doe.

James Harris

12/4/72

Description of an
average counseling
session

Ms. Doe reported for medication today and appeared very upset. She
talked with Mr. Smith, the nurse on duty, and stated that her husband
wants her to discontinue treatment. Mr. Doe wants his wife to be drug-free
and fears that she will never achieve this state if she continues on
methadone. Mr. Doe has no history of drug abuse. | requested that Ms.
Doe bring her husband to see me before she leaves treatment. She stated
that she will come with him on 12/8/72 at 3 p.m. Spent 30 minutes with
Ms. Doe.

James Harris

12/8/72

Counseling done by
other staff

I did not see Doe yesterday as she reported to the clinic in the evening for
medication, but | was informed by Ms. Landry {counselor) that she
remains very upset about her husband’s attitude. Ms. Landry spent 20
minutes with Ms. Doe. | will see her and her husband this afternoon.

James Harris

12/8/72 5 p.m.

Description of an
average counseling
session

Ms. Doe and her husband came to the clinic at 3:30 p.m. In taltking with
Mr. Doe it became evident that he had many misconceptions about
methadone maintenance. | explained this modality to him and he was very
relieved to discover that it did not mean lifetime maintenance. He agreed
to support his wife in her treatment attempt and to wait for her to decide
when she is ready for withdrawal. Mr. Doe's greatest concern seems 1o be
his wife’s ability to care for their two small children. He feels she had
neglected them while using hercin and has seen no improvement in her
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care since she started treatment. Ms. Doe admitted that this is the first day
she has not used illegal drugs since she began treatment but that she plans
to remain clean and feels she can give her children the care they need if she
does. Mr. Doe has my phone number and was told that if he has any
further concerns about his wife to call me. Spent 1-1/2 hours with Mr. and
Ms. Doe.

James Harris

12/13/72

Medication change

Ms. Doe requested a decrease in medication today because she gets tired
very easily. Mr. Smith, the nurse, scheduled an appointment for her to see
Dr. Jones with me on 12/15/72 at 10 a.m. | asked Ms. Doe if she is trying
to withdraw on her own. She assured me that she is not, that she does not
feel ready to. Spent 20 minutes with Ms. Doe.

James Harris

12/15/72

Break in schedule

I saw Dr. Jones with Ms. Doe today. He agreed to decrease her dose as this
could be the cause of her fatigue. Dr. Jones ordered a decrease of 5 mg.
from 30 mg. to 25 mg. Ms. Doe and | then discussed her absence from the
clinic yesterday. She stated that she was unable to find anyone to care for
her children — she expected her husband to be home but he had to work
late. This is the first day she has missed. Spent 30 minutes with Ms. Doe.

James Harris

12/21/72

Ms. Doe did not give a urine specimen today as scheduled. She stated that
she forgot and voided before coming to the clinic. Considering the
patient’s recent request for decrease and the fact that she missed her
medication on Tuesday, | suspect she may be using drugs again. She denies
this. | have asked the nurses to withhold her medication until she gives a
specimen. Spent 45 minutes with Ms. Doe.

James Harris

12/29/72

Monthly Summary

Ms. Doe has been in treatment for 30 days and remains on methadone
maintenance at 25 mg. daily. Her urines, with the exception of the first
two, have been clean. She gives no appearance of abusing any drugs
including alcohol. The preliminary hearing on her case for possession of
heroin is scheduled for 2/1/73. She has no other cases pending.

Ms. Doe spends all of her time with her children except when she
comes to the clinic. A neighbor cares for them during that time because
Mr. Doe does not want them in the clinic. Ms. Doe states that she feels she
is making up to her children for her prior neglect. | feel that she is making
good progress but will make no changes in her treatment plan at this time.

James Harris

1/3/73

Referral

Ms. Doe states she would like to find a job as she and her husband would
like to buy a house but need extra income to do so. Ms. Doe took some
typing courses in high school but has not used this skill since she
graduated. She is interested in getting secretarial training. Ms. Doe has
been meeting the requirements of this program and in my opinion is
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stabilized enough to be considered for training. | contacted Mr. Henry at
the New Careers program and he agreed to see Ms. Doe on 1/7/73 at 11:30
a.m. Spent 1 hour with Ms. Doe.

James Harris

1/8/73

Results of Referral Follow-up

I called Mr. Henry this morning. He saw Ms. Doe yesterday and agrees that
she seems a good candidate for secretarial training. She begins testing
tomorrow.

James Harris
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