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DEPARTMENT OF HEALTH AND HUMAN SERVI CES

Subst ance Abuse and Mental Health Service Adm nistration
21 CFR Part 291

42 CFR Part 8

[ Docket No. 98N-0617]
RI'N 0910- AA52

Opi oid Drugs in Miintenance and Detoxification Treatnent of
Opi at e Addi cti on;

AGENCY: Substance Abuse and Mental Health Services Adm nistration, HHS.

ACTI ON: Final rule.

SUWMARY: The Departnent of Health and Human Services and the Substance
Abuse and Mental Health Services Adm nistration (SAVHSA) are issuing
final regulations for the use of narcotic drugs in maintenance and
detoxification treatnent of opioid addiction. This final rule repeals
the existing narcotic treatment regul ati ons enforced by the Food and
Drug Administration (FDA), and creates a new regul atory system based on
an accreditation nodel. In addition, this final rule shifts

adm ni strative responsibility and oversight from FDA to SAMHSA. This
rulemaking initiative follows a study by the Institute of Medicine
(IOM and reflects reconmendati ons by the | OM and several other
entities to inprove opioid addiction treatment by allow ng for

i ncreased nedi cal judgnent in treatnent.

DATES: This final rule will beconme effective on March 19, 2001
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FOR FURTHER | NFORVATI ON CONTACT: Ni chol as Reuter, Center for Substance
Abuse Treatnment (CSAT), SAVHSA, Rockwall 11, 5600 Fishers Lane, Rm 12-
05, Rockville, NMD 20857, 301-443-0457, emmil: nreuter @anmhsa. gov.

SUPPLEMENTARY | NFORVATI ON
| . Background

In the Federal Register of July 22, 1999, (64 FR 39810, July 22,
1999, hereinafter referred to as the July 22, 1999, notice or July 22,
1999, proposal) SAVMHSA, FDA, and the Secretary, Health and Hunan
Services (HHS), jointly published a Notice of Proposed Rul enaking
(NPRM) to revise the conditions for the use of narcotic drugs in
mai nt enance and detoxification treatnment of opioid addiction. The
agenci es al so proposed the repeal of the existing narcotic treatnent
regul ati ons enforced by the FDA, the creation of a new regul atory
system based on an accreditati on nodel under new 42 CFR part 8, and a
shift in adninistrative responsibility and oversight from FDA to
SAVHSA.

The July 22, 1999, notice traced the history of Federal regul atory
oversi ght of Qpioid Treatnent Prograns (" OIPs,'' also known as
narcotic treatnent prograns, or, nethadone prograns), focusing on
Federal regulations enforced by FDA since 1972. The July 22, 1999,
notice summari zed the periodic reviews, studies, and reports on the
Federal oversight system culmnating with the 1995 Institute of
Medicine (1OM Report entitled, Federal Regul ation of Methadone
Treatnment (Ref. 1). As noted in the July 22, 1999, proposal, the | OM
report recommended that the existing FDA process-oriented regul ations
shoul d be reduced in scope to allow nore clinical judgnment in treatnent
and greater reliance on guidelines. The |OMreport al so reconmended
designing a single inspection format, having multiple elenments, that
woul d (1) provide for consolidated, conprehensive inspections conducted
by one agency (under a del egation of Federal authority, if necessary),
whi ch serves all agencies (Federal, State, local) and (2) inprove the
efficiency of the provision of nethadone services by reducing the
nunber of inspections and consolidating their purposes.

To address these recommendati ons, SAMHSA proposed a
““certification'' system wth certification based on accreditation
Under the system as set forth in the July 22, 1999, proposal, a
practitioner who intends to dispense opioid agonist nmedications in the
treatnment of opiate addiction nust first obtain from SAMHSA, a
certification that the practitioner is qualified under the Secretary's
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standards and will conply with such standards. Eligibility for
certification will depend upon the practitioner obtaining accreditation
froma private nonprofit entity, or froma State agency, that has been
approved by SAMHSA to accredit OIPs. Accreditation bodi es woul d base
accreditation decisions on a review of an application for accreditation
and on surveys (on site inspections) conducted every three years by
addiction treatnent experts. In addition, accreditation bodies wll
apply specific opioid treatnment accreditation elenments that refl ect
““state-of-the-art'' opioid treatnment guidelines. Mreover,
accreditation standards will require that OIPs have quality assurance
systens that consider patient outcones.

As noted in the July 22, 1999, proposal, this new system woul d
repl ace the existing FDA regul atory system The existing system
provi des for FDA " “approval'' of prograns, with direct governnent
i nspection in accordance with nore detail ed process-oriented
regul ati ons. These process-oriented regulations are |ess flexible and
prescri be many aspects of treatnent. The existing regul ations do not
require that programs have quality assurance systens. Finally, under
the existing system prograns are not subject to periodic certification
and there is no set schedule for inspections.

Proposed Subpart A addressed accreditation and included steps that
accreditation bodies will followto achieve approval to accredit OTPs
under the new system |t also set forth the accreditation bodies'
responsibilities, including the use of accreditation elenents during
accreditation surveys. Proposed Subpart B established the sequence and
requi rements for obtaining certification. This section addressed how
and when prograns nmust apply for initial certification and renewal of
their certification. Finally, Subpart C of proposed part 8 established
the procedures for review of the w thdrawal of approval of the
accreditation body or the suspension and proposed revocation of an OTP
certification

In addition to proposing an entirely new oversi ght system the July
22, 1999, proposal included several other new provisions. For exanple,
the Federal opioid treatnent standards were significantly reduced in
scope to allow nore flexibility and greater nedical judgnment in
treatment. Certain restrictions on dosage forns were elininated so that
OTPs may now use solid dosage forns. Under the previous rules, OIPs
were limted to the use of |liquid dosage forms. Several reporting
requi rements and reporting fornms were elimnated, including the
requi rements for physician notifications (FDA Reporting Form 2633) and
the requirenment that prograns obtain FDA approval prior to dosing a
pati ent above 100 nmilligrams. The proposal included a nore flexible
schedul e for nedications dispensed to patients for unsupervised use,
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i ncluding provisions that permt up to a 31-day supply. Under the
current regulations, patients are limted to a maxi mnum 6-day supply of
nmedi cati on. Many of these regulatory requirenents had been in place
essentially unchanged for al nost 30 years.

SAVHSA di stributed the July 22, 1999, notice to each OIP listed in
the current FDA inventory, each State Methadone Authority, and to other
interested parties. Interested parties were given 120 days, unti
Novenber 19, 1999, to comment on the July 22,
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1999, proposal. In addition, on Novenber 1, 1999, SAVMHSA, FDA, the

O fice of National Drug Control Policy (ONDCP), the Drug Enforcenent
Adm ni stration (DEA), and other Federal agencies convened a Public
Hearing on the proposal. The Public Hearing was announced in the
Federal Register published Cctober 19, 1999, (64 FR 59624, Cctober 19,
1999), and was held in Rockville, MD. On January 31 and May 10, 2000,
t he SAVHSA/ CSAT National Advisory Council Subcommittee on Accreditation
met to assist SAVHSA/ CSAT in its review of data and information from
SAMHSA/ CSAT' s ongoi ng accreditation project. The SAVHSA/ CSAT Nati ona
Advi sory Council convened to discuss the opioid accreditation project
on May 12, 2000. The May 12, 2000, Council meeting provided an
opportunity for comments fromthe public (65 FR 25352, May 1, 2000).

1. Comrents and Agency Response

In response to the July 22, 1999, proposal, SAVHSA received al nost
200 subm ssions, each containing one or nore conments. The comments
were from governnent, industry, industry trade associations, acaden a
heal t h professionals, professional organizations, patient advocacy
organi zati ons, and individual patients.

A. General Comments

1. Many conments agreed in principle that the shift to an
accreditation-based systemw || encourage OTPs to use individualized,
clinically determ ned treatnent plans that are guided by current, best-
practice nedical and clinical guidelines and to evaluate clinica
outcones. Ot her coments noted that the accreditation proposa
recogni zes that opiate addiction is a medical condition. Severa
comments affirmed that a nmajor segnent of the healthcare systemin the
United States is being reviewed through accreditation systens. As such
these coments stated that applying accreditation requirenments to OIPs
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provi des the potential for mainstream nedicine to enbrace opioid
treat ment.

Wi | e not opposing the proposal, sone conments stated there should
be no Federal regulations in this area. her comments expressed
concerns about additional costs to OIPs and, ultinmately patients, for
accreditation and duplicative assessnents, noting that some States wll
continue to enforce process-oriented regul ati ons, supported by
considerable licensing fees. Based upon these ““uncertainties,'' these
coment s suggest that SAMHSA wait for the results of further study
before i nmpl enmenti ng new regul ati ons.

The Secretary agrees that the SAVHSA- adni ni stered accreditation-
based regul atory systemw || encourage the use of best-practice
clinical guidelines and require quality inprovenent standards with
out cone assessnents. As set forth below, the Secretary does not agree
that comments on the uncertainty about accreditation costs or State
regul atory activities warrant additional study before inplenmenting
these new rul es

2. Several comments addressed the costs associated with
accreditation and chall enged the estimates provided in the July 22,
1999, proposed rule. One comrent included the results froma survey of
OTPs with accreditation experience to indicate the indirect costs of
accreditation will be considerable. According to the comment, these
OTPs have had to spend considerable sunms to hire consultants and
additional staff, upgrade conmputers, develop infection control nanuals,
and make physical plant inprovenents. |In sone cases these costs were
reported to approach $50,000. Sone of these coments suggested that
SAVHSA await the conpletion of the ““accreditation inpact study'' to
obtain additional information on costs, before proceeding. O her
comments stated that accreditation can |ead to increased treatnent
capacity, but only if additional funds are provided. One conment
suggested that SAVHSA create a capital inprovenent fund, while another
suggested that SAWVHSA all ow bl ock grant funds to be used to pay for
accreditation.

The Secretary believes that the estimted costs as set forth in the
July 22, 1999, notice renmain reasonably accurate. As discussed in
greater detail below, information on accreditation devel oped under the
accreditation inpact study, together with other ongoi ng SAVHSA
techni cal assistance programnms, indicates that the accreditati on system
wi |l not produce an excessive burden to prograns to warrant del ayi ng
the inplenentation of this final rule.

There are many conponents to SAVMHSA' s accreditation project that
have been proceeding concurrently with this rulemaking. In April 1999,
SAMSHA' s Center for Substance Abuse Treatnent (CSAT) issued
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““Q@iidelines for the Accreditation of Opioid Treatnent Prograns.'
These guidelines are up-to-date best-practice guidelines that are based
upon the Federal opioid treatnent standards set forth under proposed
section 8.12 as well as SAVMHSA/ CSAT' s Treatnent |nprovenment Protocols
(TIPs) that address opiate addiction treatnent. Two accreditation
bodi es, the Comm ssion for the Accreditation of Rehabilitation
Facilities (CARF) and the Joint Conm ssion for the Accreditation of
Heal t hcare Organi zations (JCAHO, under contract to SAMHSA/ CSAT, used
these guidelines to develop "“state-of-the-art'' accreditation
el enents. These two accreditation bodi es have surveyed dozens of
progranms with these new accreditation standards.

The July 22, 1999, proposal described an ongoi ng accreditation
i mpact study. Under the accreditation inpact study, CARF and JCAHO
trai ned over 170 participating OIPs. In addition, nore than 50 OTPs
have been accredited under this systemwi th technical assistance
provi ded through a contract funded by SAVMHSA/ CSAT. None of the
accredited prograns have had to incur the kind of " physical plant''
and ot her costly expenses predicted by sone of the comments previously
di scussed. This direct and up-to-date information indicates that the
cost estimates in the July 22, 1999, notice are up-to-date and
reasonable. On the other hand, the survey di scussed above that was
subnitted with one comment reflected accreditation surveys perforned
over 10 years ago. And, in sonme cases, the accreditation experiences
di scussed in these comments reflect accreditation of psychiatric
hospitals, not OTPs.

The accreditation-based systemwhich is the subject of this rule
i ncl udes safeguards to reduce the risk of unnecessary and overly
burdensone accreditation activities relating to OTPs. For exanple,

SAMHSA wi | | approve each accreditation body after reviewing its
accreditation elenents, accreditation procedures, and other pertinent

i nformation. SAVHSA will convene periodically an accreditation
subconmittee, as part of the SAVHSA/ CSAT National Advisory Council. The
subcommittee will review accreditation activities and accreditation

out comes and make recommendations to the full SAMHSA/ CSAT Council, and

ultimately to SAMHSA on accreditation activities and guidelines.
Final Iy, SAMHSA/ CSAT has been providing technical assistance to OIPs in
the accreditation inpact study that has hel ped prograns in achieving
accreditati on. SAVMHSA/ CSAT intends to continue providing technical
assi stance on accreditation during the 3-5 year transition period and
possi bly | onger.

The Secretary does not agree that it is necessary to establish a
special fund to help prograns pay for accreditation fees and indirect
““physical plant'' inprovenents in order for OIPs to be

file://IF|/SCrowley/My%20Documents/My%20D ocuments/OM B/OM B%207%202006/42%20CFR%20Part%208_Attachment%20A.htm (7 of 78)7/24/2006 4:29:18 PM



file:///F|/SCrowley/My%20Documents/My%20Documents/OM B/OM B%207%202006/42%20CFR%20Part%208_Attachment%20A .htm

[[ Page 4078]]

able to achieve accreditation. As noted above, the Secretary believes
that the estimates in the July 22, 1999, proposal for the cost of
accreditation are reasonably accurate (approximtely $4-5 mllion per
year, $5400 per OTP per year, $39 per patient per year). Nonethel ess,
the Secretary has taken steps to nmininize the potential effects of this
burden to OTPs, especially to OTPs that are snmall businesses or that
operate in under-served comunities. First, the Secretary has
deternined that States could use funds provi ded by SAMHSA under their
Subst ance Abuse Prevention and Treatnent (SAPT) Block Grants to of fset
costs of accreditation for prograns qualified to receive assistance
under the State's SAPT bl ock grant. Second, SAMSHA has included inits
budget, a plan to continue funding accreditation. Finally, SAVHSA wil |
continue to provide technical assistance which will aid those prograns
that need help in achieving accreditation.

3. One OIP that is participating in the accreditation inpact study,
whi | e commendi ng the accreditati on experience and accreditation in
general, commented that the proposed change is premature. Sone comments
suggested that SAVMHSA postpone inplenentation for an indefinite period
to allow for an unspecified nunber of CARF and JCAHO accreditation
results. Another comment stated that the first series of surveys wll
deternine the utility of the first generation of standards, noting that
the process can be focused and nodified in response to results fromthe
i mpact study. A few comments questioned whether all providers can nake
the transition.

On the other hand, nany comments stated that the field has been
subj ect to regul atory neglect |ong enough, and that SAMHSA shoul d
mnimze the delay in finalizing rules. One comment submtted the
results of a survey that suggested that as many as 155 OTPs currently
need technical assistance in order to provide treatnent in accordance
with standards and regul ations.

The Secretary does not believe that these final regulations should
be del ayed until the conpletion of the accreditation inpact study. As
stated in the July 22, 1999, proposal, the Departnment of Health and
Human Services (HHS) has determ ned that accreditation is a valid and
reliable systemfor providing external nonitoring of the quality of
heal t h care--includi ng substance abuse and net hadone treatnent. The
SAVHSA/ CSAT study is designed to provide additional informtion on the
processes, barriers, admnistrative outcones, and costs associated with
an accreditation-based system In addition, the study is expected to
provide inportant information to all ow SAVHSA to keep its guidelines,
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and its accreditation program as responsive and up-to-date as
possi bl e. Anong other things, the study will allow HHS to continuously
nonitor the nonetary costs of accreditation, to ensure that successfu
OTPs are not precluded fromoperating by the costs of accreditation
and that patients are not denied treatnent based on costs. The ful
study, which conpares a representative sanple of OIPs 6 nonths
following accreditation to their baseline status across severa

variables, will require a few years to conplete. Regul ations can be
nodified at any tinme. |If SAVHSA believes that the results of the study
merit changes in the regul ations, then such changes will be the subject

of a future rul emaki ng.

The Secretary has reviewed prelimnary results fromthe
accreditation study by two accreditation bodies, CARF and JCAHO, of
al nost 10 percent (approximtely 80 OTPs) of the entire inventory of
approved out patient OTPs. Well over 90 percent of the OTPs surveyed
achi eved accreditation under the " nethadone specific'' accreditation
standards. Only a very few prograns required a follow up survey to
achi eve accreditation. And, to date, only one OTP failed to achi eve
accreditation. These accreditation outconme results are conparable to
the historical conpliance rate under the previ ous FDA process-oriented
regul atory system In addition, these rates correspond to the assuned
accreditation resurvey rate stated in the July 22, 1999, proposal for
estimating the indirect costs of accreditation.

These accreditation outcone results have been anal yzed and
presented to SAVHSA/ CSAT's National Advisory Council's Accreditation
Subconmittee (NACAS). As discussed in the July 22, 1999, proposal
SAVHSA/ CSAT augnent ed NACAS with consultants representing OIPs (both
| arge and smal|l prograns), nedical and ot her substance abuse
prof essional s, patients, and State officials. The subconmittee has net
twi ce, on January 31 and May 10, 2000, and the public was provided an
opportunity to participate in this advisory process. On May 12, 2000,
t he SAVHSA/ CSAT National Advisory Council urged SAVHSA/ CSAT to nove
expeditiously to finalize the July 22, 1999, proposal

The Secretary believes that the interimresults fromthe
accreditation inpact study confirmthat the accreditation guidelines,
along with the accreditation process itself, are a valid and reliable
nmet hod for nonitoring the quality of care provided by OIPs. The results
i ndi cate that nost OIPs can achi eve accreditation and that treatnent
capacity has not declined as a result. Wile SAVHSA intends to conti nue
the study to fulfill its objectives, the Secretary does not believe
that it is appropriate or necessary to delay inplenentation of these
new rules until the full study is conplete.

4., Many comrents, especially fromcurrent and past OIP patients,
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questioned the inpact of revised Federal regulations in light of State
regul ati ons. These comments contend that State regul ati ons are nuch
nore restrictive on nedical and clinical practices than Federa

regul ations, and that State regulatory authorities have expressed
little or no interest in changing their regulations or the way State
regul ations are enforced. Comments from OIP sponsors stated that
accreditation costs would add to State |licensing fees, which, in sone
St ates, exceed several thousand dollars annually.

The Secretary shares the concerns expressed in these comments about
State regul ations and licensing requirenents. |ndeed, the July 22,
1999, proposal discussed State licensure and regul atory issues. The
proposal also noted that there was considerable variation in the nature
and extent of oversight at the State |evel. Sone States have
regul ati ons and enforcenment prograns that exceed Federal regul ations.
O hers have relied exclusively upon FDA and DEA regul atory oversight.
An increasing nunber of States rely on accreditation, by nationally
recogni zed accreditation bodies, for all or part of their healthcare
i censing functions.

The Secretary believes that SAVHSA' s ongoi ng coordi nation
activities with States will mnimze the inpact of Federal-State
regul atory disparities upon OIPs. One objective of these activities is
to increase State authorities' acceptance of the new accreditation-
based system First, SAVHSA/ CSAT's OIP accreditation guidelines were
devel oped by a consensus process that included representation from
State Met hadone Authorities. In addition, sone State officials have
acconpani ed CARF and JCAHO accreditati on survey teans to observe site
visits. Finally, SAVHSA/ CSAT has distributed information on
accreditation to each State. This information includes the SAVHSA/ CSAT
OTP accreditation guidelines, the CARF OIP accreditation standards and
the JCAHO OTP accreditation standards. SAMHSA/ CSAT convened three
national neetings of State officials

[ [ Page 4079]]

bet ween 1997 and 2000 and intends to continue coordinating activities
with State authorities and national organizations such as the Nationa
Associ ation of State Al cohol and Drug Abuse Directors (NASADAD)

This final rule includes provisions that would permt any State to
apply for approval as an accreditation body and, if approved, accredit
OrPs under the new Federal opioid treatnent standards. Based on the
above, the Secretary expects that many states will consider OIP
accreditation and Federal certification requirenents as sufficient to
fulfill all or a substantial part of their licensing requirenents.
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Taken together, the Secretary believes that these neasures will
m nimze significantly the existing disparity between Federal and State
regul ati on of OIPs.

5. Ofice-Based Treatnent. The July 22, 1999, proposal discussed
t he concept of " “office-based opioid treatnment'' and specifically
solicited coments on how the Federal opioid treatnment standards m ght
be nodified to accommpdate of fice-based treatnment and on whether a
separate set of Federal opioid treatnent standards should be included
inthis rule for office-based treatnent.

The Secretary received many diverse conments on the office-based
treatment issue. Several comments from patients and individua
physi ci ans believed that office-based treatnment provided an excell ent
opportunity to expand opioid agonist treatnent. These commrents
reference opioid treatnment delivery systens in other countries and
suggest that the U S. should adopt simlar systens. A few comrents
reconmended that comrunity pharnmaci es be encouraged to di spense
nmet hadone and LAAM as " “nedication units'' as a way to make treat nent
nore convenient for patients.

Wi | e many coments suggested separate standards for office-based
treatnment, others feared that different standards would result in a
two-tiered systemof treatnent. Overall nany comments stated that
exi sting and proposed rules do not facilitate the devel opnent of the
of fi ce-based practice nodel. As such, accreditation and certification
woul d be prohibitively expensive for individual physicians.

On the other hand, nany comments expressed concerns with the
concept of "““office-based ' treatnent and prescribi ng net hadone and
LAAM Many of these comments reflected concern about the |ack of
trai ned and experienced practitioners. One comment referenced
literature reports that described experiences in Australia and the
United Kingdomw th deaths from i atrogenic nethadone toxicity
associated with patients early in treatnent. The experiences in these
two countries were associated with an accelerated rate of patient
adm ssions and the invol venent of new, inexperienced practitioners. One
comment cited research on net hadone nedical maintenance that indicated
that approxi mately 15 percent of the patients treated in physicians
offices were referred back to OTPs after "“relapsing'' toillicit
opi ate use.

General ly, nost conments on this issue stated that there was not
enough information on office-based practice. These comments suggest
t hat based on the available informati on, office-based treatnent
warrants a gradual, step-w se approach, along with nore use of
medi cation units. This approach would serve to "~ diffuse opioid agoni st
nmai nt enance treatnment into traditional settings.'
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After carefully considering the diverse conments, as well as other
| egal and regulatory factors, the Secretary is not including in this
rul e specific standards that would pernit physicians to prescribe
net hadone and LAAMin office-based settings without an affiliation with
an OTP. Instead, until additional information is generated, the
Secretary is announci ng administrative neasures to facilitate the
treatnment of patients under a " nedical naintenance'' nodel.

Current regul ations enforced by DEA do not permit registrants to
prescribe narcotic drugs, including opioid agonist nedications such as
met hadone and LAAM for the treatnent of narcotic addiction (see 21 CFR
1306.07(a)). In addition, the Secretary agrees that, at the present
time, there should be sone |inkage between OTPs and physici ans who
treat stable patients with nmethadone and LAAMin their offices to
address patients' psychosocial needs in the event of relapse. The
Secretary agrees with the cooments about the |ack of trained and
experienced practitioners to diagnose, admt, and treat opiate addicts
who are not sufficiently stabilized, w thout the support of an OTP.

The Secretary has taken steps to facilitate "~ nedical
mai ntenance,'' that will result in nore patients receiving treatnent
wi th met hadone and LAAMin an office-based setting. Medical naintenance
refers to the treatnment of stabilized patients with increased anmounts
of take-honme nedication for unsupervised use and fewer clinic visits
for counseling or other services. First, the " “take home'' provisions
in these rul es have been revised fromthe previous regul ati ons under 21
CFR Sec. 291.505 to pernit stabilized patients up to a one-nonth supply
of treatnment medication. In addition, SAVHSA/ CSAT has devel oped
treatment guidelines and training curricula for practitioners to
increase the infornmati on and education for practitioners in this area.
Final |y, SAMHSA/ CSAT has issued announcenents to the field explaining
how patients and treatnment prograns can obtain authorizations for
nmedi cal nai nt enance. These authorizati ons were devel oped to address
program w de exenptions under 21 CFR 291.505; however, SANVHSA/ CSAT
envisions a simlar approach will be used under the programw de
exenption provisions of 42 CFR 8.11(h).

Under the nedical naintenance nodel, office-based physicians
mai ntain fornmal arrangements with established OIPs. Typically, patients
who have been determ ned by a physician to be stabilized in treatnent
nmay be referred to office-based physicians. It has been estinated that
over 12,000 current patients would be eligible for nedical naintenance
treatment. The Secretary believes that this is a reasonabl e approach
that will expand treatnent capacity gradually while additiona
i nformati on and experience is devel oped to evaluate and refine office-
based treat ment nodel s.
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B. Comments on Subpart A--Definitions and Accreditation

Proposed subpart A sets forth definitions as well as procedures,
criteria, responsibilities and requirenents relating to accreditation.

1. Acoment froma State authority suggested that the treatnent
pl an definition under Sec. 8.2 should be nodified to require a
reference to the services determ ned necessary to neet the goals
identified in the plan. The Secretary agrees with this suggestion and
has revised the treatnent plan definition accordingly.

2. One conment suggested that the proposed definition of
detoxification treatnent specifies agonist and therefore precludes the
use of m xed agoni st or agonists in conbination with other drugs. The
Secretary has announced plans to develop new rules specifically for
partial agoni st nedications for the treatnent of opiate addiction (See
65 FR 25894, May 4, 2000). Therefore, use of the term "agonist'' is
appropriate in this context.

The use of " “other drugs'' (interpreted to nmean non-narcotic
substances) in conbination with nmethadone and LAAM are not subject to
the regul atory requirenents of this rule.

[[ Page 4080]]

3. Several conments were subrmitted on the proposed definition of
opi ate addiction. Some conments suggested that the definition should be
revised to renove behavior-oriented concepts and rely on nedi ca
constructs only. One conment suggested substituting the definition of
opi ate addiction contained in the recent NIH consensus panel report.
The Secretary concurs, and has revised the definition of opiate
addiction to be nore consistent wth the recent NIH Consensus panel's
recommendat i ons.

4. A few comments were concerned that there would be only two
accreditati on bodies, CARF and JCAHO In addition, these coments
reflect concern that accreditation would be an additional requirenent
on top of existing FDA regul ations.

As proposed in the July 22, 1999, notice (section 8.3(a)) any
private nonprofit organization, State governnental entity, or politica
subdi vi si on thereof, capable of neeting the requirenents of subpart A
is eligible to apply to becone an accreditation body under the new
rul es. As discussed el sewhere in this final rule, sonme State
authorities have contacted SAMHSA and expressed interest in becom ng an
accreditation body under subpart A In addition, a nunber of non-
governmental entities have expressed simlar interest. Accordingly, the
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Secretary believes that there will be nore than two accreditation
bodi es that seek and obtain approval to becone an accreditati on body
under these rules.

The requirenments for accreditati on and SAMSHA certification under
this final rule will replace the requirenents for FDA approval of OTPs
under previous regul ations. The previous regulations in place under 21
CFR 291.505 will be rescinded on March 19, 2001

5. The Secretary received a considerable nunber of diverse conments
from State authorities, OTPs, and patients on the provision proposed
under section 8.3(a) that would pernit States to serve as accreditation
bodi es under the new rules. The preanble to the July 22, 1999, notice
enphasi zed the need for States to consider serving as accreditation
bodi es. This enphasi s was based upon the reconmendation in the | OM
Report that strongly suggested that the Federal Governnent design a
consol i dated inspection systemthat reduces the burden on OTPs from
multiple (Federal, State, |ocal) inspections.

State authorities provided a nixed response in their conments on
this issue. As discussed bel ow, several States expressed an interest in
becom ng accrediting bodi es under the new rul es but believed that they
were ineligible because they could not accredit 50 OTPs a year under
proposed section 8.3. On the other hand, nany States indicated that
they were not interested in beconing accreditation bodies, while
several indicated that they were undeci ded and would await additi onal
i nformati on.

Comments from OTPs, for the nost part, reflect a | ongstandi ng
cooperative relationship with State regulatory authorities. OIPs, in
general, did not appear to oppose the concept of State authorities
serving as accreditation bodi es under the proposed new system | ndeed,
some OTPs, located within States that assess extensive |licensing fees,
commented that it would be inperative that States take on the role of
accreditation bodi es under the new systemin order to elininate the
financial inpact of l|icensing and accreditation fees.

Conments from patients on this issue suggested caution. Many
patients sensed that State regulators would retain strict, " process-
oriented' ' regulations or phil osophies. These comrents urged that if
SAMHSA pernmitted States to serve as accreditation bodies then the
agency should carefully nonitor accreditati on standards and practices
to assure that they conformw th the Federal opioid treatnent
st andar ds.

After considering the coments on this issue, the Secretary is
retaining the provision that allows States to serve as accreditation
bodi es under the new rules. The Secretary acknow edges that many States
will choose not to participate as accreditation bodies. Sone of these
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States already accept accreditation by recogni zed accreditation bodies
for licensing purposes. It is expected that nore States, especially
States with relatively few OTPs, will also choose to accept
accreditation as neeting State licensure requirenents in tinme. |ndeed,
| egi sl ati on enacted recently in New Hanmpshire to all ow net hadone

mai nt enance treatnment incorporated a requirenment for CARF accreditation
(Ref. 2). Finally, sone States will apply accreditation review and
findings to conplenent their licensing activities. The Secretary
recogni zes that the States' role in adapting to the new system w ||
change over tine as additional information on accreditation is

devel oped.

The Secretary believes that there are adequate safeguards to
address patient concerns about overly restrictive State regul ati ons and
oversight. Under section 8.3(b)(3), SAVHSA will review each applicant
accreditation body's proposed accreditation standards. As part of this
review, SAVHSA will determ ne the extent to which the accreditation
standards are consistent with the Federal opioid treatnent standards.
In addition, under section 8.5, SAVHSA will evaluate periodically the
performance of accreditation bodies by inspecting a sel ected sanpl e of
the OTPs accredited by the accreditati on body. As part of this effort
SAMHSA may al so consider follow up inspections in cases where
accreditation activities identify public health, public safety, and
patient care issues.

The Secretary continues to believe, as outlined in the July 22
proposal, that there are benefits to States serving as accreditation
bodi es under this rule. This feature provides the potential to reduce
the overall nunber of OIP inspections. It also pernits the use and
application of the vast expertise available within nmany State oversi ght
agenci es.

6. A nunber of State authorities and an accreditation body
guestioned the restriction under proposed section 8.3(b)(3) that would
require accreditation bodies to be able to survey no |l ess than 50 OIPs
annual ly. Sone coments contend that this would unfairly and
I nappropriately exclude smaller States or States with fewer OIPs from
partici pati ng. These conments suggested that other requirenments should
be consi dered and applied or a waiver provision added. One
accreditation body commented that accreditati on bodi es recogni zed by
the Health Care Fi nancing Adm nistration are not subject to such
arbitrary limtations. Oher coments suggested that the 50 survey per
year mnimumwas not necessary to achieve its stated purpose--to ensure
the quality of accreditation services and minimze the variability of
accredi tation standards.

The Secretary concurs with these comments. The provisions of

file://IF|/SCrowley/My%20Documents/My%20D ocuments/OM B/OM B%207%202006/42%20CFR%20Part%208_Attachment%20A.htm (15 of 78)7/24/2006 4:29:18 PM



file:///F|/SCrowley/My%20Documents/My%20Documents/OM B/OM B%207%202006/42%20CFR%20Part%208_Attachment%20A .htm

section 8.3(b)(3) (subm ssion and review of proposed accreditation
standards) and section 8.5 (periodic evaluation of accreditation

bodi es) are adequate to enable SAVMHSA to ensure the quality of
accreditation services and nininize the potential variability in
accreditation standards. Accordingly, section 8.3(b) has been nodified
to renove this requirenent.

7. A few conments suggested that State authorities and patient
advocates should be pernitted to participate in the approval of
accreditati on bodies under the new rules and in the accreditation
process in general. These comrents believe that they can nake
substantial contributions to the process.

The Secretary agrees that patients and State authorities can
contribute

[[ Page 4081]]

substantially to the successful operation of the new system State
authorities and patients have participated in the comrttees that have
devel oped SAVHSA/ CSAT's Accreditation Guidelines. In addition
representatives fromboth these groups have served on the Accreditation
Subconmmi ttee of the SAMHSA/ CSAT Nati onal Advisory Council
Accreditation standards include several provisions designed to solicit
and consider individual patient views regarding treatnment planning and
ot her areas. Sone, though not all, accreditation bodies al so have
patient hotlines that allow patients to convey concerns directly to
accreditation bodies. Finally, SAVHSA and State authorities wll
continue to consult and interact under the new rules. The Secretary
bel i eves that these neasures are adequate to assure the appropriate

| evel of State authority and patient input into the accreditation
process.

8. Several conments addressed proposed section 8.3(b)(6),
pertaining to the qualifications of accreditation body personnel and
proposed section 8.4(h) on accreditation teans. One State authority
objected that the requirenent that there be a |icensed physician on the
accreditation body staff was an unnecessary expense to accreditation
bodi es. Anot her conment recomended that accreditation teans should
i nclude a physician certified for di spensing opioids. Sonme patients
advocated that the accreditation team should include a current patient.

The Secretary believes the requirenents for accreditation personnel
and accreditation teanms as set forth in the July 22, 1999, proposal are
sufficient. It is not clear that every OIP woul d benefit from having a
physi ci an or opioid agoni st patient on the accreditation team The
Secretary has reviewed the results of accreditation surveys under the
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SAMHSA/ CSAT et hadone accreditation project. Based on these reviews,
the requirenments set forth under section 8.4(h) are adequate to assure
that accreditation bodies carefully consider the qualifications of
accreditation surveyors and accreditation teans.

9. A considerabl e nunber of comments were submitted, nostly by
State authorities, concerning the absence of a definition for State
authority. These conments suggested that adding a definition for state
authority could reduce confusion in States that serve as accreditation
bodies. In addition, these comments reflect a belief that this change
woul d help clarify the Federal -State consultation process set forth in
the proposed rule. The Secretary agrees with these comments and has
added a definition of State Authority. This definition tracks closely
with the definition contained in the previous regul ati ons under section
21 CFR 291. 505.

C. Subpart B--Certification

Subpart B establishes the criteria and procedures for the
certification of OTPs. This section al so addresses the conditions for
certification and the interacti on between the Federal Governnent and
State authorities under the new rul es.

1. Many conments from State regulators noted that there was no
reference to a requirenment that OIPs obtain a |license or permt from
States before receiving certification fromthe Federal Governnent.
These coments reflect a concern that SAVHSA may certify a programin a
State where no nethadone authority exists, or w thout the know edge of
the State authority. O her comments urged Federal certification to pre-
enpt State licensing, noting that "~ “initial State approval will renain
a de facto requirenent."'’

The Secretary believes that the conditions for certification as set
forth in the July 22, 1999, proposal, including the provisions relating
to State licensure, are adequate and appropriate to fulfill the
objectives of this rule. The Secretary's role in the oversight of
narcotic treatnment is to set standards for the appropriate use of
narcotic drugs in the treatnment of addiction, and then to ensure
conpliance with those standards. The States, on the other hand, have a
broader set of responsibilities, including regional and | ocal
consi derations such as the nunber and distribution of treatnent
facilities, the structural safety of each facility, and issues relating
to the types of treatnment services that should be available. Nothing in
this part is intended to restrict State governnents fromregul ating the
use of opioid drugs in the treatnment of opioid addiction. The Secretary
notes that many States exercise this authority by choosing not to
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aut hori ze net hadone treatnent at all

The Secretary does not believe that OTPs will open and begin
treating patients without State notification, review, and approval. The
Secretary has been careful to state throughout this rule that OTPs
(including medication units) nust conply with all pertinent State and
| ocal laws as a condition of Federal certification. As such, OIPs w ||
al so be responsible for assuring that they have the necessary approvals
and licensure at the State. Mreover, OIPs nust obtain DEA registration
prior to accepting opioid addiction treatnment drugs for the treatnent
of opiate addiction. DEA registration is explicitly contingent upon
State authority approval. Inportantly, as noted below, there will be
ext ensi ve consultation, coordination, and cooperati on between SAVHSA
and relevant State authorities.

2. One State regul ator requested that the regul ati on be nodified at
section 8.11(c)(1) to add a requirenent that SAMSHA notify the State
upon recei pt of applications for certification as well as approval and
wi thdrawal . This comment was based upon a concern that provisionally
certified programs could operate without a State's know edge.

The Secretary agrees that it is inperative for States to be
notified of significant certification activities, including new program
appl i cations, program suspensions and withdrawals. SAVHSA intends to
notify States of all such devel opnents under the provisions of section
8.11(c)(1). The Secretary believes that the rules are sufficiently
clear on this point.

3. Sone State authorities suggested revising proposed section
8.11(h), which states that SAMHSA " "may'' consult with State
authorities prior to granting exenptions froma requirenment under
sections 8.11 or 8.12.

Section 8.11(h) pernits OTPs to request exenptions fromthe
requirements set forth under the regulation. This represents a
continuation of a |long-standing provision fromthe previous regul ation
under 21 CFR 291.505. The Secretary anticipates that nost exenption
requests under the newrule will be to permt variations fromthe
treatment standards, including programw de exenptions for nedica
nmai nt enance. The Secretary agrees that it is appropriate and necessary
to consult with State authorities on requests for variations from
exi sting standards. Accordingly, section 8.11(h) is revised to require
consultation with the State authority prior to granting an exenption

4. Several comments from patients suggested that Federa
regul ati ons should prevent States frominposing additional regulatory
requi rements beyond the Federal regulations. Many of these comments
contend that State regul ati ons prevent treatnment expansion, hinder
accountability for quality treatnment, limt patient access, and lead to
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pati ent abuses.

As noted above, the Secretary acknow edges the authority within
State government to regulate the practice of nedicine. This rule does
not pre-enpt States from enacting regul ati ons necessary to carry out
t hese inmportant responsibilities.

[[ Page 4082]]

Many State regul ations closely resenble the previous Federal
regul ati ons under 21 CFR 291.505. In addition, many States are
currently reevaluating their regulations to deternmine if nodifications
are necessary to reflect the changes in Federal rules. The Secretary
encourages States to consider the new information on changes in the
opioid addiction treatnment field, including phases of treatnent,
nmeasuring accountability for inproving the quality of patient care, and
nmodern medi cati on dosing practices, as States proceed in revising their
regul ati ons.

The Secretary also invites States to continue to enhance their
partnership with Federal authorities in this area. As noted above, the
final rule includes a new feature--the opportunity for States to serve
as accreditation bodies. This new activity adds to existing partnership
opportunities, such as the participation in the SAPT Bl ock G ant
programand its related technical assistance program The Secretary
hopes that these actions collectively will continue the regulatory
reformstarted with the July 22, 1999, proposal

5. A few comments expressed concern about proposed section 8.11(e),
which permits provisional certification for one year, while a program
obtains accreditation. These conments believe that one year was " "too
long for a programto go without accreditation."'

The Secretary believes that the maxi num 1-year term (not including
the 90-day extension allowed under section 8.11(e)(2)) for provisional
certification is reasonable and customary with accreditation in other
areas of healthcare. The purpose of this provisionis to permt new
OTPs to initiate operations and generate patient records to aid in the
accreditation application, survey, and review process. It should be
noted that OTPs will be subject to SAVHSA, DEA, and State oversight
during the tenure of provisional accreditation. These OTPs nust conply
with Federal opioid treatnment regul ations and are subject to conpliance
actions at any tine.

6. Section 8.11(i)(2) proposed that certification as an OTP woul d
not be required for the maintenance or detoxification treatnment of a
patient who is admtted to a hospital or long-termcare facility for
the treatnent of nedical conditions other than addiction. One coment
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noted that, as witten, patients admtted to hospitals for cocaine or

al cohol addiction would not be eligible for treatnent under this

provi sion. The coment suggested that adding the word "~ “opioid ' before
““addiction'' would help to clarify this issue. The Secretary concurs
and the section 8.11(i)(2) has been changed to reflect this change.

D. Subpart B--Treatnent Standards

1. A nunber of comments were subnmitted on proposed section 8.12 in
general . These comments stated that the Federal Opioid Treatnent
standards are vague and | ack specificity. As such, these conments
contend that the standards are unenforceable as regul ati ons. One
comment suggested that the SAMHSA/ CSAT Accreditation Guidelines be
i ncorporated as regul ati ons.

The Secretary believes that the Federal Opioid Treatnent Standards
are enforceable, and do not need to be nodified to acconplish their
pur pose under the new rules. The July 22, 1999, proposal noted that in
the past, HHS has attenpted to wite all facets of treatnent, including
requi red services, into regulation. In addition, the proposa
acknow edged that it is now accepted that (a) different patients, at
different times, nay need vastly different services, and (b) the state
of the clinical art has changed, to reflect scientific devel opnents and
clinical experience, and is likely to continue to change and evol ve as
our understanding of nore effective treatnent methods increases.
Accordingly, the Secretary proposed a nore flexible approach with a
greater enphasis on performance and outcone neasurenent. Wth gui dance
from SAMHSA, the accreditation bodies will devel op the el enents needed
to determ ne whether a given OTP is neeting patient needs for required
services. SAVHSA will review these elenents as part of the
accreditation body's initial and renewal applications to ensure that
accreditati on bodi es have incorporated the Federal opioid treatnent
standards into their accreditation elenents. SAVHSA will al so review
accreditation body elenents to ensure that the el enments do not exceed
Federal expectations in terns of opioid agonist treatnent.

I ncorporating accreditation guidelines into regulations would subvert
thi s approach.

As noted in the July 22, 1999, proposal, the Secretary believes
that the standards are " “enforceable regulatory requirenments that
treatment prograns nust follow as a condition of certification (64 FR
39810, July 22, 1999).'"' While the new regul ations increase the
flexibility and clinical judgenent in the way OIPs neet the regulatory
requi rements, they are set forth under section 8.12 as the services,
assessnments, procedures, etc., that OIPs "~ “nust'' and " “shall"’
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provi de. As such, the new standards are as enforceable as the previous
regul ati ons under 21 CFR 291.505. OTPs that do not substantially
conformwith the Federal Opioid Treatnent standards set forth under
section 8.12 will risk [ osing SAVHSA certification

2. One coment recomended that proposed section 8.12(b) should be
nodified to require a standard that OTPs shoul d have adequate
facilities. The conment stated that this provision existed in the
previ ous regul ati on. The Secretary agrees and has added a requirenent
that OTP's nust maintain adequate facilities. The Secretary notes,
however, that SAVHSA/ CSAT accreditation guidelines and accreditation
standards used in the SAVHSA accreditation inpact study, address the
adequacy of the OTP's facility. These accreditation standards, in
conjunction with treatnent outconmes, wll help determ ne whether
facilities are adequate under the new rul es.

3. One conment addressed proposed section 8.12(b), stating that
rul es should expressly require conpliance with civil rights | aws, not
just " “pertinent'' Federal |aws. As such, the comment suggests that the
st andards shoul d require detailed patient grievance procedures,
i ncluding appeals to neutral parties. The Secretary believes that it is
not necessary to nmodify the rule to reflect civil rights | aws
specifically. These laws are included under the requirenent as witten.
I n addi ti on, SAVHSA/ CSAT Accreditati on Quidelines, as well as the
accreditation standards devel oped fromtheminclude provisions for
accepting and acting upon patient grievances.

4. A nunber of respondents commented on proposed section 8.12(d)
whi ch addresses OTP staff credentials. Under the July 22, 1999,
proposal, the Secretary proposed that each person engaged in the
treatment of opiate addiction nust have sufficient education, training,
or experience or any conbination thereof, to enable that person to
performthe assigned functions. Further, all licensed professional care
provi ders must conply with the credentialing requirenments of their
pr of essi ons. The proposal encouraged, but did not require, that
treatnment progranms retain credentialed staff.

Some conments requested that this standard be clarified to require
Anmerican Soci ety of Addiction Medicine (ASAM-certified nedical
pr of essi onal s. Anot her conment questioned whet her personnel had to be
licensed in the State where the treatnment programis |ocated. Another
comment froma State Authority, reconmended that the regul ations

[ [ Page 4083]]

specify the license, training, experience, as well as the nunber of
| i censed counselors in a program including a mninmmcounsel or-to-
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patient ratio. On the other hand, an OIP nedical director comented
that none of the cited credentials "~ "conferred conpetence in dealing
with opioid dependent patients, per se.'' According to this conment,
SAMHSA/ CSAT shoul d i nstead devel op curricula for nedical directors and
ot her care givers.

Except for the requirements of section 8.12(h), which relate to the
qualifications for practitioners who adnini ster or order nedications,
the Secretary does not believe that it is appropriate to further
prescribe the qualifications for health professionals in this
regul ati on. Under sections 8.12(b), (d), (e), (f) services nust be
provi ded by professionals qualified by education and training. The
Secretary does not believe that one credentialing organization should
be specified as a requirenent for qualifications. Instead, the
Secretary intends to rely on guidelines and accreditation standards
together with patient outcone assessnents to deternine the adequacy of
training and education |evel of professionals in OIPs. SAMHSA/ CSAT is
actively devel oping nodel training curricula in this area.

5. A few conments suggested that the regul ations specify the
out come nmeasures for quality assessnment plans under section 8.12(c)(1).
Simlarly, sonme comments suggested that diversion control plans, which
OTPs are required to devel op under section 8.12(c)(2), should al so be
spelled out in regul ations.

The Secretary believes that the regul ati on as proposed provi des
sufficient detail on outcome neasures and diversion control plans. In
keeping with the intent of the regulation reform these genera
requi rements are el aborated in best-practice guidelines and in "~ “state-
of -the-art'' accreditation standards. Indeed, following a review of the
accreditation standards that are based upon SAVHSA/ CSAT's opioid
treatment accreditation guidelines, the Secretary has determ ned that
they are adequate to ensure that OTPs will be able to devel op
meani ngf ul out cone assessnent and diversion control plans. In addition,
t hese SAVHSA/ CSAT accreditation guidelines and accreditation standards
reflect the latest research findings in this area. Unlike the Federal
regul ati ons, these guidelines and standards wi |l be updated
periodically to reflect new research and clinical experience.

6. The Secretary received a considerabl e nunber of conments on the
proposed definition and the standards for short-and |ong-term
detoxification treatnment. Mst of these comrents suggested that the
word "~ “detoxification'' is a pejorative non-nedical term and does not
constitute treatnment, because few, if any, patients can be stabilized
in such a short period of tinme. These comments suggested that al
references to detoxification should be deleted fromthe regul ations, or
at | east renaned.
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These comrents fail to recognize the distinction between opiate
dependence, for which detoxification treatnment is appropriate, and
opi ate addi ction, for which maintenance treatnment is appropriate. The
Narcotic Addiction Treatnent Act of 1974 (NATA) and regul ati ons have
| ong recogni zed these distinctions. Wiile a majority of the avail able
treatment research, including recent studies, concludes that
mai nt enance treatnment is nuch nore effective than detoxification
regi nens, the Secretary believes that it is still necessary to retain
di stinct standards for maintenance and detoxification treatnent (Ref.
3).

7. Several conments were submitted in response to the Secretary's
speci fic request for conments on proposed section 8.12(e)(4) which set
forth mnimumrequirenents for detoxification treatnent. The July 22
1999, proposal retained the requirenment fromthe existing regulation
that "~ "a patient is required to wait no |l ess than 7 days between
concl udi ng one detoxification epi sode before begi nning another."'
Essentially, while synpathetic to the need for limts on detoxification
treatnment, all the comments on this item opposed continuing any waiting
peri od between detoxification epi sodes. These respondents believe that
seven days is ~artificial * * * or nore tinme than is needed.'' In
addition, these coments indicate that OIPs often request and are
granted exenptions fromthe waiting period requirenent under the
exi sting regul ation, creating an unnecessary paperwork burden for OIPs,
as well as State and Federal regulators. Instead, the coments
suggested a limt on the nunber of unsuccessful detoxification episodes
in one year before the patient is assessed for opioid agoni st
mai nt enance or other treatnent. In addition, these coments reconmended
that an unsuccessful detoxification attenpt be defined to include any
rel apse to abuse.

The Secretary agrees with the recomendations that the intent of
the restrictions on detoxification can be acconplished w thout a
mandated tinme interval between detoxification adm ssions. The standards
for detoxification treatnment set forth under section 8.12(e)(2) and (4)
have been revised to state that patients with two or nore unsuccessfu
detoxification episodes within a 12-nonth period nust be assessed by
the OTP physician for other fornms of treatnent. This change is
consi stent wi th SAVHSA/ CSAT accreditation guidelines which al so
el aborat e on unsuccessful detoxification treatnent attenpts.

8. A considerabl e nunber of diverse coments addressed proposed
section 8.12(f) relating to required services. This section of the July
22, 1999, proposal requires that " adequate nedical, counseling,
vocational, educational and assessnent services are fully and
reasonably available to patients enrolled in an OTP. "'
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Two comrents strongly recomrended that the regulation require
i ntegrated, sinultaneous treatnment by specially cross-trained staff,
for co-occurring opioid treatnment and nental illness. These respondents
believe that integrated services for persons with an addiction(s) and a
psychiatric disorder are crucial. These dually-di agnosed patients
represent 50-80 percent of substance dependent popul ati ons.

The Secretary agrees with the inportance of providing adequate
i ntegrated services for opiate-addicted patients who al so suffer from
psychi atric disorders. Indeed, the SAVHSA/ CSAT Accreditation
Gui deli nes, along with the accreditation standards devel oped by CARF
and JCAHO all address the need to evaluate patients for co-occurring
illnesses, including nental illness. CARF Opioid Treatnment Program
Accreditation Standards state that services for co-occurring illness
shoul d be provided on site or by referral. However, the sane standards
note that " “coexisting conditions, especially in persons from
di senfranchi sed popul ations, are nost effectively treated at a single
site.'' The Secretary takes note that these provisions for co-occurring
di sorders under these new rules will be a vast inprovenent over the
previous regul atory system which did not address co-occurring opiate
addi ction and psychiatric disorders at all. As such, under the new
rules, patients' access to effective treatnment for co-occurring
di sorders will be enhanced substantially. However, the Secretary
believes that it would be prohibitively expensive to require every OIP
to hire and retain specialists in the treatnent of co-occurring
di sorders.

O her comments on this section stated that the regul ati ons shoul d
specify a schedule for services. Sonme comrents
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reconmended that the regulations require OTPs to docunent that patients
actual ly receive services when they are referred to off-site providers.
O her comrents suggested that accreditati on bodies should nmonitor the
extent to which services are provided as part of their periodic onsite
surveys. Still other conmments, nostly from patients, suggested the
requi rement for services be elimnated, naintaining that nmedication is
all they needed.

The Secretary believes that the requirenments for services as stated
in the July 22, 1999, proposal, together with the accreditation
process, provide adequate assurance that patients enrolled in OTPs
receive the services that they have been assessed to need. The July 22,
1999, proposal enphasized the need for these services as an essenti al
part of treatnent. However, in shifting to an accreditation approach
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with an enphasis on perfornmance outcones, the Secretary was no | onger
attenpting to "~"wite all facets of these required services into
regulation.'' OIPs nust initially and periodically assess each patient
and ensure that adequate services are available to patients determ ned
to need them SAMHSA/ CSAT Accreditation Guidelines and accreditation
standards will el aborate on the standards for services. OTPs will be
accountabl e through the accreditation process to assure that patients
receive the appropriate services they need for successful treatnent
out comes; for sone patients, nedication services may be sufficient to
produce positive outcomnes.

9. A nunber of respondents submitted conments on proposed section
8.12(f)(2), which requires a conplete nedical exam nation within the
first 30 days follow ng adm ssion. Sone of these conmments noted that
this provision, as proposed, pernitted patients to enter treatnent
while tests, sonme of which required several days, are conpleted. Ohers
commented that the 30 days was too long to wait for a nedical examto
be conpl eted, noting that infornmation fromthe examis crucial to the
first few days of treatnment. Finally, sone comments suggested that
regul ati ons shoul d specify the contents of the nedical exam

The intent of proposing 30 days for the conpletion of the physica
examwas to allow patients into treatnment while OTPs wait for the
results of serology and other tests that require, in sone cases,
several days to conplete. Section 8.12(f)(2) has been revised to
clarify the requirenent for a physical exam upon adnission, with
serol ogy and other tests results conpleted win 14 days. The Secretary
does not agree that regulations should specify the contents of the
nmedi cal exam nation. Instead, the Secretary believes that accreditation
gui del i nes shoul d express the state-of-the-art content for a nedica
exam appropriate for the treatnent of opiate addiction

10. The July 22, 1999, notice proposed that OIPs conduct at | east
ei ght random drug abuse tests per year for each patient. Many comments
suggested that the Federal standards specify nore frequent drug abuse
tests, including weekly testing, to balance the nore flexible proposed
t ake- home schedul e. Ot her conments suggested that Federal regul ations
shoul d specify neasures to prevent adulteration. On the other hand,
some conments suggested that quarterly drug abuse testing is
appropriate. Mreover, one comment recomrended substituting an ~ " honor
systeni' because patients can corrupt the testing process and falsify
resul ts.

After considering the coments on this issue, the Secretary is
retaining the requirenent for a m nimum of eight random drug abuse
tests per year for nmmintenance treatnent. The Secretary believes that
this is an adequate and bal anced standard for drug abuse testing. There
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i s extensive discussion on drug abuse testing issues in the SAVHSA/ CSAT
Treatment | nprovenent Protocols and the SAVHSA/ CSAT Accreditation

GQui delines. In addition, these guidelines el aborate on neasures to
address the corruption and falsification of results. Finally, as the
Federal standard is a mininum OTPs can require nore frequent tests if
desired.

11. The Secretary received many conments on proposed section
8.12(g)(2) which requires OTPs to determ ne and docunent that patients
are not enrolled in other prograns. Mst respondents question how such
deterninations could be made without a patient registry. One coment
stated that nmultiple enrollnents are attributable to inadequate
medi cati on dosing practices.

The July 22, 1999, proposal retained the provisions relating to
nultiple enrollments fromthe previous regul ati ons under 21 CFR
291.505. In proposing to retain the requirenent, the Secretary noted
that there have been cases of patients enrolling in nore than one
treatment program however, the extent of this practice is undeterm ned
but not considered to be wi despread. The intent of this provision is
for OTPs to nmake a good faith effort, using avail able resources and
nmechani sns to ascertain whether or not a prospective patient was
currently enrolled in another OTP. Sone individual States with OIPs
concentrated within a comunity have established a patient registry and
require OTPs to report new patients and patients who have di sconti nued
in treatnent. In other jurisdictions, patient registries are devel oped
and mai ntained voluntarily by OTPs. OTPs al so often contact other OTPs
in the vicinity to determine if the patient is currently enrolled in an
OTP, or they ask the patient. If used, these nechanisns nust be used in
accordance with the provisions at 42 CFR 2. 34, regarding disclosures to
prevent multiple enrollnents. The Secretary acknow edges that none of
t hese nechani sns can determne with conplete certainty whether or not a
patient is enrolled in nore than one OTP. Accordingly, the Secretary
expects that OTPs will docunent in each patient's record that the OTP
made a good faith effort to review whether or not the patient is
enrolled in any other OTP. Section 8.12(g)(2) has been revised
accordi ngly.

12. The Secretary received many conments on proposed section
8.12(j), relating to interimmethadone mai ntenance. Mst of these
coments were from patients who suggested interi mmintenance as a
nodel for |ong standing patients who have been stabilized in treatnent.
As such, these conments suggested that the termfor interimmethadone
mai nt enance be extended beyond 120 days.

These coments reflect a misunderstanding of interim methadone
nmai nt enance. | nteri mnmethadone mai nt enance was nmandat ed by t he ADAMHA
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Reorgani zation Act of 1992 as a neasure to address shortages in
treatment capacity and docunented waiting lists (Pub. L. 102-321, See
al so 58 FR 495, January 5, 1993). The | egislation included several
restrictions which were incorporated and retained i nto Federal

regul ations. Al though very few prograns have applied for authorization
to provide interim nmethadone mai ntenance, the Secretary does not at
this tinme believe it is necessary or appropriate to change the
standards. |nstead, as discussed el sewhere in this notice, the
Secretary believes that medi cal maintenance provides a nore reasonabl e
approach for expanding treatnent capacity.

13. The Secretary received coments on proposed section 8.11(h),
whi ch provides for exenptions fromtreatnment standards or certification
requi rements. One comment suggested that the exanples in the previous
regul ation for exenptions, be retained in the final new regul ations.
The comment suggests that this woul d encourage individual physicians,
phar maci sts, or both to
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provi de met hadone treatnent in rural areas where nethadone treatnent is
scarce or unavail able. Another comment suggested that SAMHSA streamine
the exenption process and do nore to publicize the availability of such
regul atory options. The Secretary accepts both of these suggestions,
and section 8.11(h) has been revised accordingly. In addition, SAVHSA
has already taken steps to streamine the exenption process and
publicize the availability of certain exenptions (Ref. 4).

14. Most comments strongly supported the provisions in proposed
section 8.12(h)(3)(i) which pernmits OIPs to use solid dosage forns.
Sonme patients reported spoil age and deconposition problenms with 14-day
supplies of liquid dosage form O her comrents suggested that the use

of solid nedication will reduce treatnment cost nodestly by elimnating
the need for dosage bottles for solutions. The Secretary agrees that
permtting OTPs to use solid nedication will reduce treatnent costs and

I ncrease treatnment conveni ence to patients.

15. The Secretary received many conments on proposed section
8.11(h)(3)(iii) that would have required the program physician to
justify in the patient record all doses above 100 ng. Most conmments
viewed this requirenent as an inappropriate " “value judgenent'' that
hanpers clinical judgenent. The Secretary agrees that the requirenent
to justify a dose above 100 ng, which is a nodification of a
requi rement under the previous regulation, is not necessary to reduce
the risk of nedication diversion. Accordingly, this requirenment has
been elimnated fromthe final rule.
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16. The Secretary specifically requested and recei ved comments on
proposed changes to the requirenents under section 8.12(i) pertaining
to nedications di spensed for unsupervi sed use (hereinafter " take-
hones''). The July 22, 1999, proposal set forth four options for
addr essi ng take-honmes. These options ranged fromretaining the previous
requirements to a scheme based on a maxi num dose. Option nunber 2 was
di scussed as the option preferred by HHS and endorsed by DEA. This
option resenbl es the requirenment under the previous regul ati ons and
retains the 8-point take-home criteria. However, option nunber 2
permtted patients in stable treatnent for one year to receive up to a
31-day supply of nedication, while the previous regulation included a
maxi mum t ake- home supply of 6 days.

Most comments supported proposed option 2, with nodifications. In
supporting option 2, current patients stated that |less frequent clinic
attendance will make treatnment nuch nmore convenient. In addition
Option 2 wll elimnate travel hardships and facilitate enpl oynent
comritnments, ultinmately increasing retention in treatnment and
rehabilitation. Option 1, which enconpassed the take-hone schedul e from
t he previous regul ation, was viewed by many conments as too
restrictive. Many conments opposed option 3, which proposed a set 2-
week maxi mum il ligram anount for take-homes, because it unfairly
penal i zed patients receiving higher doses.

On the other hand, a formletter circulated and submtted by
several treatnent progranms stated that no patients should be eligible
for a 31-day take-hone supply. According to these conments, al
patients nmust report to clinics often so that their rehabilitation can
be nonitored appropriately. In addition, these conmments stated that
al l owi ng any patient a 31-day take-hone supply presents an unacceptabl e
ri sk of diversion.

The Secretary does not agree with these comrents. Indeed, there is
consi derabl e evidence that many patients can responsi bly handl e
suppl i es of take-hone nedications beyond the 6-day maxi mum al | owed
under the previous regulations. In addition, FDA has permtted hundreds
of patients to receive nonthly take-hone supplies of nethadone through
exenptions or Investigational New Drug Applications. These
i nvestigations have been anal yzed and reported in scientific literature
and indicate that patients successfully continue in rehabilitation
(Ref. 5). Mreover, these cases indicate that rehabilitation is
enhanced t hrough these " nedi cal naintenance'' nodels. Accordingly, and
in response to an increased interest in this issue, FDA and SAMHSA/ CSAT
i ssued a ~"Dear Colleague'' letter on March 30, 2000, that advised the
field on procedures for obtaining OIP exenptions for nedica
nmai nt enance, which include a provision for up to a 31-day supply of
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t ake- home nedi cation (Ref 4).

The Secretary notes that many comments provi ded suggesti ons on
refining the basic schedule for take-honme eligibility outlined in
proposed option 2. For exanple, many conments suggested that one year
of stable treatnent was still too short a period of tine to evaluate
whet her patients can responsi bly handl e a 31-day supply of take-hone
nedi cati on. These comments suggested an interimstep that pernits a 14-
day take-hone supply after one year of stable treatnment before a
patient is eligible for a 31-day supply.

The Secretary concurs with these coments. The 2-year tine in
treatment requirement is nore consistent with the studies and
exenptions for nedical maintenance granted to date under the previous
rules. In addition, this schedule is nore consonant with the schedul e
set forth in the SAVHSA/ CSAT Accreditation Cuidelines and the
accreditation body standards. Accordingly, section 8.12(i)(3) has been
revised to reflect a 14-day take-hone step after one year of stable
treatnment and to reflect that patients are eligible for a take-hone
supply up to 31 days after two years of stable treatnment. The | anguage
in other parts of section 8.12(i)(3) has been nodified slightly for
clarity to lengthen the duration of the steps within the first year of
treatment, and to renove some requirenments for observed ingestion

17. Conments overwhel mi ngly supported the proposal to permit take-
hone use of LAAM and suggest that the Secretary apply the same schedul e
as net hadone, e.g. option 2. A comment froma practitioner who has
treated over 500 patients, stated that patients dislike being swtched
from LAAM t o net hadone when necessary for travel purposes. Mst
coments suggested that diversion of LAAMis no nore likely than the
di version of nethadone which generally is not problematic. One coment
subnitted the results of a 149-patient study on LAAMt ake-hone use.
Patients were random zed into take-hone and clinic only groups. As part
of the study, 545 take-hone doses of LAAM were distributed to patients,
and patients were subject to random " call backs.'' There was no
evi dence of tanpering, diversion, or interest in obtaining LAAMtake-
home supplies illicitly. In addition, there were no differences between
the two groups in the neasured outcone variables. The investigator
concl uded that net hadone and LAAM shoul d be subject to the sane take-
home requirenments. The Secretary concludes that LAAM shoul d be
avai | abl e for take-home use under this rule.

18. A conment submitted by a physician discussed his successful
experience using LAAM for detoxification treatnent, finding LAAMto be
superior to nethadone for detoxification with some patients. The
coment suggested that the regul ations should be nodified to permt the
use of LAAM for detoxification
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Al t hough previous Federal Register notices may have suggested that
LAAM was not available for use in detoxification treatnment (58 FR
38704, July 20, 1993), the July 22, 1999, proposal does not prohibit
t he use of
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met hadone or LAAM for detoxification treatnent. |ndeed, the current FDA
approved | abeling for LAAM di scusses and provi des gui dance on
wi t hdrawi ng patients from LAAM t her apy:

ORLAAM i s indicated for the nanagement of opiate dependence * *
* There is a linmted experience with detoxifying patients from
ORLAAM in a systematic manner, and both gradual reduction (5 to 10%
a week) and abrupt withdrawal schedul es have been used successfully.
The decision to disconti nue ORLAAM t herapy shoul d be nmade as part of
a conprehensive treatnment plan.

The Secretary believes that the regul ati ons are adequately clear on
this point.

19. A few respondents conmented upon the proposed inplenentation
pl an and whether OTPs coul d be expected to conply with the tinetables
for achieving accreditati on. Under proposed section 8.11(d), treatnent
prograns approved under the previous regulations are deened certified
under the new rules. This "~ “transitional certification'' would expire
on June 18, 2001 unless the OIPs certify with a witten statenent
signed by the program sponsor that they will apply for accreditation
within 90 days of the date SAMHSA approves the first accreditation
body. Transitional certification, in that case, will expire on March
19, 2003. SAMHSA may extend transitional certification on a case-by-
case basis for up to one year under certain conditions. The comrents
questi oned whet her SAVHSA had enpirical evidence that OTPs coul d neet
this timetable.

The Secretary believes that the tinmetables proposed in the July 22,
1999, notice remain reasonable. A significant nunber of OIPs have
al ready had experience with accreditation. This includes prograns
| ocated in Departnment of Veterans Affairs Medical Centers, as well as
OTPs | ocated in the several States that require accreditation of OIPs
(Maryl and, Indiana, North Carolina, Georgia, South Carolina, and
M chi gan). Mreover, as discussed previously, as part of SAVHSA/ CSAT' s
accreditation inplenmentation plan, two accreditation bodi es conducted
accreditation surveys of OIPs and accredited over 50 OTPs in just a few
nont hs. SAVHSA/ CSAT has pl anned additional training and technical
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assistance to enable OIPs to understand and conply with the new

regul ations. In addition, the regul ations have been streanmined with
fewer reporting and recordkeepi ng requirenments. OIPs have had anpl e
opportunity to prepare for this final rule, and the SAVHSA/ CSAT
Accreditation Guidelines as well as the CARF and JCAHO accreditation

st andards have been widely available for years. Taken together, these
factors provide the Secretary with reasonabl e confidence that OIPs can
apply for and achieve accreditation within two years fromthe effective
date of this rule.

The Secretary is sensitive to concerns about OTPs contacting
accreditation bodies and scheduling accreditation reviews in a
conveni ent manner. Therefore, while not changing the tinetables for
achi eving accreditation under the final rule, the Secretary has
nodi fied section 8.11(d) to state that programs will agree to apply for
accreditation within 90 days fromthe date SAMSHA announces the
approval of the second accreditation body. The Secretary believes that
tying this certification for OIPs to apply fromthe date SAVHSA
announces the approval of the first accreditation body to the date
SAVHSA announces approval of the second accreditation body wll
facilitate OIPs contacting and achi eving accreditati on under the fina
rul e.

20. A few comments requested that OTPs that have been previously
accredited by JCAHO and CARF shoul d be " grandfathered ' sonehow under
the new final regulations.

There are no provisions in the final rule to accept accreditation
by accreditation bodies that have not been approved by SAVHSA under
section 8.3(d). These accreditation bodies did not devel op and apply
accreditation standards that were based upon the opioid agoni st
treatment standards set forth under section 8.12. SAVHSA, however, w ||
consi der on a case-by-case basis, whether OTPs that achi eved
accreditation under the SAVMHSA/ CSAT inplenentation initiative can be
exenpted fromre-accreditation under this final rule, pursuant to
section 8.11(h).

E. Subpart C -Procedures for Review of Suspension or Proposed
Revocation of OIP Certification, and of Adverse Action Regarding
Wt hdrawal of Approval of an Accreditati on Body

1. One coment recomended that subpart C should be revised to add
di scovery provisions. This would enable OTPs to obtain crucia
i nformation on how "~ "accreditation bodi es conducted their
i nvestigation.'' The Secretary believes that the provisions of subpart
A that require that accreditation bodi es have appeal s procedures in
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their accreditation decision-nmaking process is adequate to assure that
OTPs can obtain the information they need on accreditation activities.
2. One conment suggested that subpart C should be revised to all ow
applicant OTPs to appeal decisions to deny approval of an initial
application. The Secretary does not agree and points out that OTPs will
be able to appeal denials of accreditation by accreditation bodies
under Sec. 8.3(b)(4)(vii).
3. Response tinmes in Sec. 8.26(a), (b) and (c) have been
| engt hened, as have the oral presentation tinmeframes in Sec. 8.27(d),
and expedited procedures in Sec. 8.28(a) and (d).

F. Concl usion and Del egati on of Authority

After considering the conments subnitted in response to the July
22, 1999, proposal, along with the information presented during the
Novenber 1, 1999, Public Hearing, the Secretary has determ ned that the
adm nistrative record in this proceeding supports the finalization of
new rul es under 42 CFR part 8.

In a notice to be published in a future issue of the Federa
Regi ster, the Secretary will announce the del egation of authority to
the Adm ni strator of SAMHSA, with the authority to redel egate
responsibility for the adm nistration of 42 CFR part 8.

[11. Analysis of Econom c |npacts

The Secretary has exam ned the inpact of this rule under Executive
Order 12866. Executive Order 12866 directs Federal agencies to assess
all costs and benefits of available regulatory alternatives and, when
regul ation is necessary, to select regulatory approaches that naxin ze
net benefits (including potential econom c, environnmental, public
health and safety, and ot her advantages, distributive inpacts, and
equity). According to Executive Order 12866, a regulatory action is

“significant'' if it meets any one of a nunber of specified
condi tions, including having an annual effect on the econony of $100
mllion; adversely affecting in a material way a sector of the econony,

conpetition, or jobs; or if it raises novel |legal or policy issues.
While this rule is not a significant econom c regul ation, the Secretary
finds that this rule is a significant regulatory action as defined by
Executive Order 12866. As such, this rule has been reviewed by the

O fice of Management and Budget (OWVB) under the provisions of that
Executive Order. In addition, it has been determined that this rule is
not a najor rule for the purpose of congressional review For the

pur pose of congressional review, a major rule is one which is likely to
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cause an annual effect on the econony of $100 million; a major increase
in costs or prices; significant effects on conpetition, enploynent,
productivity, or

[ [ Page 4087]]

i nnovation; or significant effects on the ability of U S. -based
enterprises to conpete with foreign-based enterprises in donmestic or
export markets.

A. I ntroduction

As noted in the July 22, 1999, proposal, approximately 900 OTPs
provi de opi oi d agoni st treatnment to approxinately 140,000 patients in
the U S. For alnost 30 years, FDA has applied process-oriented
regul ations with periodic inspections to approve and nonitor these
OrPs. This final rule establishes an accreditation-based regul atory
system adm nistered by SAVMHSA, to carry out these responsibilities. In

addition, this final rule includes changes that will make the
regul ations nore flexible, and provide the opportunity to increase
treatnment capacity. OIPs will incur additional costs under the new

accreditation-based system but these additional costs are nodest, and
the Secretary believes are offset by benefits set forth under the new
rul es.

The additional costs under these new rules are attributable to the
costs of accreditation. FDA did not assess fees for inspections under
the previous regul ations. Under the new rules, private not-for-profit
accreditation bodies will assess accreditation survey fees, and if
necessary, reinspection fees. The July 22, 1999, proposal estinmated
that the direct and indirect costs of accreditation at $4.9 mllion per
year. These annual cost equal approximately $5,400 per facility and $39
per patient. The cost estimates were based on discussions with three
accreditation bodies. Overall, the net costs of the new system over the
exi sting FDA system factoring in SAVHSA s estimated annual oversi ght
costs of $3.4 million, was $4.4 million. The July 22, 1999, proposa
not ed that additional information on accreditation costs would be
derived from SAVHSA/ CSAT ongoi ng accreditation inplenmentation project
and requested specific comments on the estinates provided.

As di scussed above, although a nunber of coments submitted in
response to the July 22, 1999, proposal predicted that accreditation
costs could be higher, these predictions were based upon accreditation
experiences in the past, not associated with the specific accreditation
standards set forth under the new system The results from
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approxi mately 50 accreditation surveys under the SAMHSA accreditation
I mpact study suggest that the costs, as estimated in the July 22, 1999,
proposal, are reasonably accurate.

The July 22, 1999, proposal discussed the benefits of the proposed
rule in terns of the advantages of accreditation and in ternms of
rel apse rates as a function of retention in treatnment. Although
difficult to quantify, the Secretary believes that the accreditation-
based systemw ||l provide nore frequent quality surveys of OIPs and
allow greater flexibility in the delivery of opioid treatnent. In
addition, patients have commented that the increased flexibility of the
new regul ations, particularly in the standards for nedications
di spensed for unsupervised use, will increase patient convenience,
i ncrease patient satisfaction, and increase patient retention in
treatment. Inportantly, changes in the regulations will facilitate and
expand nedi cal nmintenance treatnment freeing resources to expand

treatnment capacity. As noted in the July 22, 1999, proposal, increasing
retention in treatnment and increasing the nunber of patients in
treatment will lead to decreases in nortality and norbidity associ ated

with opiate addiction, decrease health expenditures, and decrease
crimnal activity. These benefits are likely to be significantly
greater than the costs of these new regul ati ons.

B. Small Entity Analysis

The Regulatory Flexibility Act (RFA) requires agencies to analyze
regul atory options that would mnimze any significant inpact of a rule
on a substantial nunber of small entities. SAVHSA included such an
analysis in the July 22, 1999, proposal
1. Description of Inpact

The July 22, 1999, proposal provided an extensive description of
the industry, and concluded that, although the regulations were
streani i ned under the proposal with fewer forns and reporting
requi rements, the proposed rule constituted a significant inpact on a
substantial nunber of small entities. This inpact is attributable to
the requirenment that all OIPs, regardl ess of size, nust be accredited
and mai ntain accreditation in order to continue to treat patients.
Overall, the July 22, 1999, proposal estinmated that the cost per
patient for a ~“small'' OIP (defined as an OTP treating 50 or fewer
patients) would increase slightly nore than the industry average ($50
conpared to $39).

2. Analysis of Alternatives

The July 22, 1999, notice included a brief discussion of

alternatives to the proposed accreditation-based regul atory schene. In
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the analysis set forth initially in the July 22, 1999 notice, the
Department di scussed but dism ssed the alternative of continuing the
existing direct, FDA nonitored, regulatory system because of the
findings and criticisnms of that systemidentified in the Institute of
Medi ci ne Report and el sewhere. In addition, the alternative of allow ng
self-certification was di scussed, but rejected due to concerns about
diversion and insufficient enforceability.

The preanble to the proposed rule also included a brief discussion
of alternatives that would mnimze the econonic inpact of the new
regul ations on small businesses and other small entities. For exanple,
the notice discussed the alternative of exenpting small facilities from
sone requirenents. It was also noted that small facilities could seek
arrangenents with larger facilities that could | ower costs with
econony-of -scal e features.

The issues in this initial analysis were highlighted for specific
comment, and the notice itself was sent to every OIP identified in the
FDA inventory of approved prograns. Except to say that small prograns
shoul d not have to close under the new rules, or that small prograns
shoul d be exenmpt from accreditation, very few comments addressed the
i ssue specifically, or provided information on alternatives. Therefore,
this initial analysis does not require changing and is adopted as the
final regulatory flexibility analysis.

3. Response to Comments From Small|l Entities

These i ssues were highlighted for specific comment, and the notice
itself was sent to every OTP identified in the FDA inventory of
approved prograns. Except to say that small progranms should not have to
cl ose under the new rules, or that small prograns should be exenpt from
accreditation, very few coments addressed the issue specifically, or
provi ded informati on on alternatives.

As di scussed above, SAMHSA has eval uated the results of
accreditation surveys of OIPs conducted pursuant to the proposed
Federal opioid treatnent standards. As such, SAMHSA has a better
under st andi ng of how accreditation will work in both |arge and snal
OTPs. Moreover, SAMHSA has provi ded technical assistance to
participating progranms to hel p them achi eve accreditation. SAVHSA
expects to continue providing technical assistance to prograns during
and after the transition to the new system

The accreditation-based system the subject of these new rules,
includes flexibility measures for small OIPs. The Secretary anticipates
that there will be a nunmber of approved accreditation bodies to choose
from including those

[[ Page 4088]]
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that will adjust accreditation fees on a sliding scale tied to the
patient census. In addition, SAVHSA will retain the authority to
certify programs without accreditation and could apply this provision,
if necessary, to address burdens to OTPs with | ow patient censuses.
SAMHSA prefers this case-by-case approach to a bl anket exenption from
accreditation requirenents for prograns below an arbitrary size. Such a
bl anket exenption would not be consistent with the intent of this
regulatory initiative--to enhance the quality of opioid agoni st
treatment. The Secretary believes that, taken together, these
considerations can nitigate the inpact on snmall entities, while still
nmeeting the objectives of this rul emaking.

C. Unfunded Mandat es Reform Act of 1995

The Secretary has exam ned the inpact of this rule under the
Unfunded Mandates Reform Act of 1995 (UVRA) (Public Law 104-4). This
rul e does not trigger the requirenent for a witten statenent under
section 202(a) of the UVRA because it does not inpose a mandate that
results in an expenditure of $100 million (adjusted annually for
inflation) or nore by State, local, and tribal governments in the
aggregate, or by the private sector, in any one year.

I'V. Environnental | npact

The Secretary has previously considered the environnental effects
of this rule as announced in the proposed rule (64 FR 39810 at 39825).
No new information or conments have been received that would affect the
agency's previous deternmnation that there is no significant inpact on
the human environment and that neither an environnmental assessnent nor
an environnmental inpact statenment is required.

V. Executive Oder 13132: Federalism

The Secretary has analyzed this final rule in accordance with
Executive Order 13132: Federalism Executive Order 13132 requires
Federal agencies to carefully exam ne actions to determne if they
contain policies that have federalisminplications or that preenpt
State law. As defined in the Order, " “policies that have federalism
inmplications'' refer to regulations, |egislative comments or proposed
| egi slation, and other policy statenents or actions that have
substantial direct effects on the States, on the relationship between
the national government and the States, or on the distribution of power
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and responsibilities anmong the various | evels of government.

The Secretary is publishing this final rule to set forth treatnent
regul ati ons that provide for the use of approved opioid agoni st
treatment nedications in the treatnent of opiate addiction. The
Narcotic Addict Treatnent Act (the NATA, Pub. L. 93-281) nodified the
Control |l ed Substances Act (CSA) to establish the basis for the Federa
control of narcotic addiction treatnent by the Attorney General and the
Secretary. Because enforcenent of these sections of the CSAis a
Federal responsibility, there should be little, if any, inmpact from
this rule on the distribution of power and responsibilities anong the
various | evels of governnent. In addition, this regulation does not
preenpt State |law. Accordingly, the Secretary has determ ned that this
final rule does not contain policies that have federalisminplications
or that preenpt State |aw.

VI . Paperwork Reduction Act of 1995

This final rule contains information collection provisions which
are subject to review by the Ofice of Managenent and Budget (QOVB)
under the Paperwork Reduction Act of 1995 (the PRA) (44 U.S.C. 3507(d)).
The title, description and respondent description of the information
collections are shown in the follow ng paragraphs with an estimte of
t he annual reporting burden. Included in the estimate is the tinme for
reviewi ng instructions, searching existing data sources, gathering and
nmai nt ai ni ng the data needed, and conpl eting and revi ewi ng the
collection of information.

Title: Narcotic Drugs in Mintenance and Detoxification Treatnment
of Narcotic Dependence; Repeal of Current Regul ati ons and Adoption of
New Regul ati ons.

Description: The Secretary is issuing regulations to establish an
accreditation-based regul atory systemto replace the current system
that relies solely upon direct Federal inspection of treatnent prograns
for conpliance with process-oriented regul ations.

These new rules are intended to enhance the quality of opioid
treatment by allowi ng increased clinical judgnment in treatnent and by
the accreditation process itself with its enphasis on continuous
quality assessment. As set forth in this final rule, there will be
fewer reporting requirenments and fewer required fornms under the new
system The total reporting requirenents are estimated at 2,071 hours
for treatnent progranms, and 341 hours for accrediting organizations as
outlined in Tables 1 and 2.

The regulation requires a one-tine reporting requirenent for
transitioning fromthe old systemto the new system The estimted
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reporting burden for "““transitional certification'' is approximately
475 hours. The proposal also requires ongoing certification on a 3-year
cycle, with an estinmated reporting burden of approximately 300 hours.
Descri ption of Respondents: Business or other for-profit; Not-for-
profit institutions; Federal Governnent; State, |local or triba
gover nnent .
No comments were subnitted in response to the Secretary's
invitation in the July 22, 1999, proposal to coment on the information
col l ection requirenents.

Tabl e 1.--Annual Reporting Burden for Treatnent Prograns

Hour s/
response

Total hours

475.

00

Nunber of Responses/
42 CFR citation Pur pose respondents r espondent
8.11(b) . ... ... New prograns approval 75 1
( SMA-162) .
8.11(b)....... ... .. Renewal of approval 300 1
(SMA-162) \1\.
8.11(b) . ... ... Rel ocati on of program 35 1
( SMA- 162) .
8.11(d)...... ... Application for 300 1
transitional
certification (SMA-
162) \2\.
8.11(e) (1) ... Application for 75 1

provi si onal
certification
8.11(e)(2). ... Application for 30 1
ext ensi on of
provi si onal
certification

8.11(f)(5) ... Noti fication of sponsor 60 1
or nedi cal director
change.

8.11(9)(2). ..o Docunent ati on to SAVHSA 1 1

for interim
mai nt enance.
8.11(h)....... ... ... .. Request to SAMHSA for 800 3
Exenption from 8. 11
and 8.12.
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8. 11(i ) (1) ..o Notification to SAVHSA 3 1
Bef ore Establ i shing
Medi cation Units.

8.12(j)(2) ..o Notification to State 1 1
Health O ficer Wen
Patient Begins Interim
Mai nt enance.

8.24. . Contents of Appellant 2 1
Request for Revi ew of
Suspensi on.

8.25(a) . ... I nformal Revi ew Request 2 1

8.26(a).. ... Appellant's Review File 2 1
and Witten Statenent.

8.28(a@). ... . Appel l ant's Request for 2 1
Expedi t ed Revi ew.

8.28(C) .. v Appellant's Review File 2 1

and Witten Statenent.

. 25

.33

. 25

[EEN

.00

. 75

.33

. 50

10. 00

\1\ Applications for renewal of certification are required every 3 years.
\2\ Transitional Certification is a one-tine requirenent and will be included in the tota
averaged over the 3-year period of the OVB collection activity approval.

The final rule does not increase the estimted annualized burden
Certain reporting requirenents have been elininated, such as
subni ssions for authorizations to use LAAM the requirenent to submit a
physician responsibility statenent (FDA Form 2633), and elim nation of
the requirenent to obtain Federal approval for take-hone doses of
net hadone in excess of 100 ng that exceed a 6-day supply. The new rul e
adds a one-time requirenent for existing progranms to apply for
transitional certification, and a requirenment to apply for
certification renewal every third year. The annualized burdens
associated with these new reporting requirenents offset the burdens
elimnated, resulting in no estinmated net change.

Accreditation bodies will also require treatnent progranms to subnit
information as part of the standard operating procedures for
accreditation. As nentioned earlier in this notice, accreditation
bodi es, under contract to SAMHSA, have accredited existing OIPs as part
of an initiative to gain nore infornmation on the accreditation of OTPs.
SAMHSA prepared a separate OVB Paperwork Reduction notice and anal ysis
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for

1998, OWVB approval

t hat

information collection activity (63 FR 10030, February 27,

nunber 0930-0194).

Tabl e 2. --Annua

42 CFR citation Pur pose

8.3 (b) (2-11)................. Initial approval (SVA-
163) .

8.3 (C)uvvvi Renewal of approva
( SMA- 163) .

8.3 (€).. v Rel i ngui shnent
notification.

8.3 (f) (2)......... .. .. .. ...... Non- r enewal
notification to
accredited OIP s.

8.4 (b) (1) (ii)..... ... Notification to SAVHSA
for serious
nonconpl i ant prograns.

8.4 (b) (1) (iii).............. Notification to OTP for
serious nonconpliance.

8.4 (d) (1)........ ... .. ... ... General docunent and
i nformati on to SAVHSA
upon request.

8.4 (d) (2)...... .. ... Accredi ation survey to
SAVMHSA upon request.

8.4 (d) (3).......c ... Li st of surveys,
surveyors to SAVHSA
upon request.

8.4 (d) (4)...... ... . ... Less than full
accredi ation report to
SAVHSA.

8.4 (d) (5 ......c .. Sunmari es of
| nspecti ons.

8.4 (€).. . Noti fications of
Compl i ant s.

8.6 (a) (2) and (b) (3)........ Revocation notification
to Accredited OTP s.

8.6 (b)..... .. ... ... ... L. Subm ssi on of 90-day
Corrective plan to
SAVHSA.

8.6 (b) (1).................... Notification to

file:///F|/SCrowley/My%20Documents/My%20D ocuments/OM B/OM B%207%202006/42%20CFR%20Part%208_Attachment%20A.htm (40 of 78)7/24/2006 4:29:18 PM

No. of

respondents

10

10

10

10

10

10

1

Responses/
r espondent

90

7.5

30

90

90

Reporting Burden for Accreditation Organizations

Hour s/
response

10

0.3

10.

12.

12.

37.

150.

27.

10.

27.
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accredited OTP' s of
Probationary Status.

Not e: Because sone of the nunbers underlying these estimtes have been rounded, figures in this table are
approxi mate. There are no mai ntenance and operation costs nor start up and capital costs.

Recor dkeepi ng-- The recordkeeping requirenments for OIPs set forth in
sec. 8.12 include maintenance of the following: A patient's nedica
eval uati on and ot her assessnents when admtted to treatnent, and
peri odi cal ly throughout treatnment Sec. 8.12(f)(4)); the provision of
needed services, including any prenatal support provided the patient
(Sec. 8.12(f)(3) and (f)(4)) justification of exceptional initial
doses; changes in a patient's dose and dosage schedul e; justification
for variations fromthe approved product |abeling for LAAM and future
medi cations (Sec. 8.12(h)(4)); and the rationale for decreasing a
patient's clinic attendance (Sec. 8.12(i)(3)).

In addition, sec. 8.4(c)(1) will require accreditation bodies to
keep and retain for 5 years certain records pertaining to their
respective accreditation activities.

[[ Page 4090]]

These recordkeeping requirenments for OTPs and accreditation bodies are
customary and usual practices within the nedical and rehabilitative
comunities, and thus inpose no additional response burden hours or
costs.

Di scl osure--This final rule retains requirenents that OIPs and
accreditation organi zati ons di sclose informati on. For exanple, sec.
8.12(e)(1) requires that a physician explain the facts concerning the
use of opioid drug treatnment to each patient. This type of disclosure
is considered to be consistent with the common nedical practice and is
not considered an additional burden. Further, the new rules require
under sec. 8.4(i)(1) that each accreditation organization shall make
public its fee structure. The Secretary notes that the preceding
section of this notice contains publicly available information on the
fee structure for each of three accreditation bodies. This type of
di scl osure is standard business practice and is not considered a burden
in this analysis.

I ndi vi dual s and organi zati ons may submt conments on these burden
estimates or any other aspect of these information collection
provi sions, including suggestions for reducing the burden, and shoul d
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direct themto: SAVHSA Reports Clearance Oficer, Room 16-105, Parklawn
Bui | di ng, 5600 Fishers Lane, Rockville, NMD 20857.

The information collection provisions in this final rule have been
approved under OVB control nunber 0930-0206. This approval expires 09/
30/ 2002. An agency may not conduct or sponsor, and a person is not
required to respond to, a collection of information unless it displays
a currently valid OVB control nunber.

Nel ba Chavez,
Adm ni strator, Substance Abuse and Mental Health Services,
Admi ni stration.
Dat ed: January 5, 2001.
Donna E. Shal al a,
Secretary of Health and Human Servi ces.
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Li st of Subjects
21 CFR Part 291

Heal t h prof essi ons, Methadone, Reporting and recordkeepi ng
requirements.

42 CFR Part 8
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Heal t h prof essions, Levo-Al pha-Acetyl-Methadol (LAAM, Methadone,
Reporting and recordkeepi ng requiremnents.

Therefore, under the Conprehensive Drug Abuse Prevention and
Control Act of 1970, the Controlled Substances Act as anended by the
Narcotic Addict Treatnent Act of 1974, the Public Health Service Act,
and applicable delegations of authority thereunder, titles 21 and 42 of
the Code of Federal Regul ations are anmended as foll ows:

21 CFR Chapter |
PART 291- - [ REMOVED]

1. Under authority of sections 301(d), 543, 1976 of the Public
Health Service Act (42 U S.C. 241(d), 290dd-2, 300y-11); 38 U S.C
7332, 42 U . S.C. 257a; and section 303(g) of the Controlled Substances
Act (21 U S.C. 823(g)), amend title 21 of the Code of Federa
Regul ations by renoving part 291
42 CFR Chapter |

2. Amend 42 CFR Chapter | by adding part 8 to subchapter Ato read
as follows:

PART 8-- CERTI FI CATI ON OF OPI O D TREATMENT PROGRAMS

Subpart A--Accreditation

[72]
D
o

OO PrWN PP

Scope.

Definitions.

Application for approval as an accreditation body.
Accreditation body responsibilities.

Periodi c eval uation of accreditation bodies.

Wt hdrawal of approval of accreditation bodies.

ubpart B--Certification and Treatnent Standards

.11 Opioid treatnment programcertification.

.12 Federal opioid treatnment standards.

.13 Revocation of accreditation and accreditation body approval.
.14 Suspension or revocation of certification.

.15 Forns.

Subpart C--Procedures for Review of Suspension or Proposed Revocation

00 00 00 00 00 () O O O O O W

file:///F|/SCrowley/My%20Documents/My%20D ocuments/OM B/OM B%207%202006/42%20CFR%20Part%208_Attachment%20A.htm (43 of 78)7/24/2006 4:29:18 PM



file:///F|/SCrowley/My%20Documents/My%20Documents/OM B/OM B%207%202006/42%20CFR%20Part%208_Attachment%20A .htm

of OTP Certification, and of Adverse Action Regarding Wthdrawal of
Approval of an Accreditation Body

.21 Applicability.

.22 Definitions.

.23 Limtation on issues subject to review.

.24 Specifying who represents the parties.

.25 Informal review and the reviewing official's response.

.26 Preparation of the review file and witten argunents.

.27 Opportunity for oral presentation

.28 Expedited procedures for review of immedi ate suspension

.29 EX parte conmunicati ons.

.30 Transmi ssion of witten comunications by review ng offici al
and cal cul ati on of deadl i nes.

8.31 Authority and responsibilities of the review ng official
8.32 Administrative record.

8.33 Witten deci sion.

8.34 Court review of final admnistrative action; exhaustion of
adm ni strative renedies.

CO 0O CO O 0O 0 O O 0

Authority: 21 U.S.C. 823; 42 U S.C. 257a, 290aa(d), 290dd-2,
300x- 23, 300x-27(a), 300y-11.

Subpart A--Accreditation

Sec. 8.1 Scope.

The regulations in this part establish the procedures by which the
Secretary of Health and Human Services (the Secretary) will determ ne
whet her a practitioner is qualified under section 303(g) of the
Controll ed Substances Act (21 U.S.C. 823(g)) to dispense opioid drugs
in the treatnent of opioid addiction. These regul ations al so establish
the Secretary's standards regarding the appropriate quantities of
opioid drugs that may be provided for unsupervi sed use by individuals
under goi ng such treatnent (21 U S.C. 823(g)(1)). Under these
regul ations, a practitioner who intends to di spense opioid drugs in the
treatnment of opioid addiction nust first obtain fromthe Secretary or
by del egation, fromthe Admi nistrator, Substance Abuse and Menta
Heal th Services Adninistration (SAVHSA), a certification that the
practitioner is qualified under the Secretary's standards and wl |
conply with such standards. Eligibility for certification will depend
upon the practitioner obtaining accreditation froman accreditation
body that has been approved by SAVHSA. These regul ati ons establish the
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procedures whereby an entity can apply to becone an approved
accreditation body. This

[[ Page 4091]]

part al so establishes requirenents and general standards for
accreditation bodies to ensure that practitioners are consistently
eval uated for conpliance with the Secretary's standards for opiate
addiction treatnent with an opioid agonist treatnent nedication.

Sec. 8.2 Definitions.

The following definitions apply to this part:

Accreditation neans the process of review and acceptance by an
accreditation body.

Accreditation body neans a body that has been approved by SAMHSA
under Sec. 8.3 to accredit opioid treatnent prograns using opioid
agoni st treatment medi cations.

Accreditation body application nmeans the application filed with
SAMHSA for purposes of obtaining approval as an accreditation body, as
described in Sec. 8.3(h).

Accreditation el ements nmean the el enents or standards that are
devel oped and adopted by an accreditati on body and approved by SAMHSA

Accreditation survey nmeans an onsite review and eval uati on of an
opioid treatnent program by an accreditation body for the purpose of
deternining conpliance with the Federal opioid treatnent standards
described in Sec. 8.12.

Accredited opioid treatnment program neans an opioid treatnment
programthat is the subject of a current, valid accreditation from an
accreditati on body approved by SAMHSA under Sec. 8.3(d).

Certification nmeans the process by which SAVHSA deternines that an
opioid treatnent programis qualified to provide opioid treatnment under
the Federal opioid treatnent standards.

Certification application means the application filed by an opioid
treatment program for purposes of obtaining certification from SAVHSA,
as described in Sec. 8.11(b).

Certified opioid treatnment program neans an opioid treatnment
programthat is the subject of a current, valid certification under
Sec. 8.11.

Conpr ehensi ve nmai ntenance treatnment is maintenance treatnment
provi ded in conjunction with a conprehensive range of appropriate
medi cal and rehabilitative services.
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Detoxification treatnent means the dispensing of an opioi d agoni st
treatnment medication in decreasing doses to an individual to alleviate
adverse physical or psychol ogical effects incident to withdrawal from
the continuous or sustained use of an opioid drug and as a nethod of
bringing the individual to a drug-free state within such period.

Federal opioid treatnent standards neans the standards established
by the Secretary in Sec. 8.12 that are used to determ ne whether an
opioid treatment programis qualified to engage in opioid treatnent.
The Federal opioid treatnent standards established in Sec. 8.12 also
i nclude the standards established by the Secretary regarding the
quantities of opioid drugs which may be provided for unsupervised use.

For-cause inspection neans an inspection of an opioid treatnment
program by the Secretary, or by an accreditation body, that may be
operating in violation of Federal opioid treatnment standards, my be
provi di ng substandard treatnent, or nmay be serving as a possible source
of diverted nedications.

I nteri mnmai ntenance treatnment neans nmi ntenance treatnment provi ded
in conjunction with appropriate nmedical services while a patient is
awai ting transfer to a programthat provides conprehensive nmai nt enance
treatnent.

Long-term detoxification treatnent nmeans detoxification treatnent
for a period nore than 30 days but not in excess of 180 days.

Mai nt enance treatnment neans the di spensing of an opioid agoni st
treatment nmedi cation at stable dosage levels for a period in excess of
21 days in the treatnment of an individual for opioid addiction

Medi cal director means a physician, licensed to practice medicine
in the jurisdiction in which the opioid treatnment programis | ocated,
who assunes responsibility for administering all mnedical services
performed by the program either by perfornmng themdirectly or by
del egating specific responsibility to authorized program physicians and
heal t hcare professionals functioning under the nedical director's
di rect supervi sion.

Medi cal and rehabilitative services means services such as nedica
eval uations, counseling, and rehabilitative and other social prograns
(e.g., vocational and educational guidance, enploynment placenent), that
are intended to help patients in opioid treatnment prograns becone and/
or remain productive nmenbers of society.

Medi cation unit neans a facility established as part of, but
geographically separate from an opioid treatnment program from which
i censed private practitioners or comunity pharmaci sts di spense or
admi ni ster an opioid agonist treatnment nmedication or collect sanples
for drug testing or analysis.

Opi ate addiction is defined as a cluster of cognitive, behavioral,
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and physi ol ogi cal synptons in which the individual continues use of

opi ates despite significant opiate-induced problens. Opiate dependence
is characterized by repeated self-adninistration that usually results
in opiate tol erance, withdrawal synptons, and conpul sive drug-taking.
Dependence may occur with or wi thout the physiol ogical synptons of

tol erance and wi t hdrawal .

Opi oi d agoni st treatnent nedication nmeans any opioid agoni st drug
that is approved by the Food and Drug Adninistration under section 505
of the Federal Food, Drug, and Cosnetic Act (21 U.S.C. 355) for use in
the treatnment of opiate addiction

Opi oid drug nmeans any drug having an addiction-form ng or
addi ction-sustaining liability simlar to norphine or being capabl e of
conversion into a drug having such addiction-form ng or addiction-
sustaining liability.

Opioid treatment neans the di spensing of an opioid agoni st
treatment nedication, along with a conprehensive range of nedical and
rehabilitative services, when clinically necessary, to an individual to
al l eviate the adverse nedical, psychol ogical, or physical effects
incident to opiate addiction. This term enconpasses detoxification
treatnment, short-termdetoxification treatnment, |ong-term
detoxification treatnment, maintenance treatnent, conprehensive
mai nt enance treatnent, and i nteri m nmai nt enance treatnent.

pioid treatnent programor ~~OTP'' neans a program or practitioner
engaged in opioid treatnment of individuals with an opioid agoni st
treat ment medi cati on.

Patient neans any individual who undergoes treatnent in an opioid
treatnent program

Program sponsor neans the person named in the application for
certification described in Sec. 8.11(b) as responsible for the
operation of the opioid treatnent program and who assunes
responsibility for all its enployees, including any practitioners,
agents, or other persons providing nedical, rehabilitative, or
counseling services at the programor any of its nedication units. The
program sponsor need not be a licensed physician but shall enploy a
i censed physician for the position of nedical director.

Regi stered opioid treatnent program neans an opioid treatnment
programthat is registered under 21 U S.C. 823(Q).

Short-termdetoxification treatnment neans detoxification treatnent
for a period not in excess of 30 days.

State Authority is the agency designated by the Governor or other
appropriate official designated by the
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Governor to exercise the responsibility and authority within the State
or Territory for governing the treatnent of opiate addiction with an
opi oi d drug.

Treat ment plan nmeans a plan that outlines for each patient
attai nable short-termtreatnent goals that are nmutually acceptable to
the patient and the opioid treatnent program and which specifies the
services to be provided and the frequency and schedule for their
provi si on.

Sec. 8.3 Application for approval as an accreditation body.

(a) Eligibility. Private nonprofit organizations or State
governmental entities, or political subdivisions thereof, capable of
meeting the requirements of this part may apply for approval as an
accredi tation body.

(b) Application for initial approval. Three copies of an
accreditation body application form|[SMA-163] shall be submitted to
SAMHSA at rm 12-105, 5600 Fishers Lane, Rockville, MD 20857, and
mar ked ATTENTI ON: OTP Certification Program SAMHSA will consider and
accept the electronic subnission of these materials when el ectronic
subni ssion systens are devel oped and avail able. Accreditati on body
applications shall include the follow ng information and supporting
docunent ati on

(1) Name, address, and tel ephone nunmber of the applicant and a
responsi ble official for the accreditation body. The application shall
be signed by the responsible official

(2) Evidence of the nonprofit status of the applicant (i.e., of
fulfilling Internal Revenue Service requirenents as a nonprofit
organi zation) if the applicant is not a State governnmental entity or
political subdivision;

(3) A set of the accreditation elenents or standards and a detail ed
di scussi on showi ng how t he proposed accreditation el enments or standards
will ensure that each OTP surveyed by the applicant is qualified to
neet or is nmeeting each of the Federal opioid treatnent standards set
forth in Sec. 8.12;

(4) A detailed description of the applicant's decisionmaki ng
process, including:

(i) Procedures for initiating and perform ng onsite accreditation
surveys of OIPs;

(ii) Procedures for assessing OIP personnel qualifications;

(iii) Copies of an application for accreditation, guidelines,
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instructions, and other materials the applicant will send to OTPs
during the accreditation process, including a request for a conplete
hi story of prior accreditation activities and a statenent that al
information and data subnitted in the application for accreditation is
true and accurate, and that no material fact has been omtted;

(iv) Policies and procedures for notifying OIPs and SAMHSA of
deficiencies and for nonitoring corrections of deficiencies by OIPs;

(v) Policies and procedures for suspending or revoking an OTP' s
accreditation;

(vi) Policies and procedures that will ensure processing of
applications for accreditation and applications for renewal of
accreditation within a tineframe approved by SAVHSA; and

(vii) A description of the applicant's appeals process to allow
OTPs to contest adverse accreditation decisions.

(5) Policies and procedures established by the accreditati on body
to avoid conflicts of interest, or the appearance of conflicts of
interest, by the applicant's board nmenbers, conm ssioners, professional
personnel, consultants, administrative personnel, and other
representatives;

(6) A description of the education, experience, and training
requirements for the applicant's professional staff, accreditation
survey team nmenbership, and the identification of at |east one |licensed
physician on the applicant's staff;

(7) A description of the applicant's training policies;

(8) Fee schedul es, with supporting cost data;

(9) Satisfactory assurances that the body will conply with the
requi renments of Sec. 8.4, including a contingency plan for
i nvestigating conplaints under Sec. 8.4(e);

(10) Policies and procedures established to protect confidenti al
information the applicant will collect or receive inits role as an
accreditation body; and

(11) Any other information SAVHSA nmay require.

(c) Application for renewal of approval. An accreditation body that
intends to continue to serve as an accreditation body beyond its
current termshall apply to SAVHSA for renewal, or notify SAVHSA of its
intention not to apply for renewal, in accordance with the foll ow ng
procedures and schedul e:

(1) At least 9 nonths before the date of expiration of an
accreditation body's term of approval, the body shall inform SAMHSA in
witing of its intent to seek renewal.

(2) SAMHSA will notify the applicant of the relevant information,
mat erials, and supporting docunentation required under paragraph (b) of
this section that the applicant shall subnit as part of the renewal
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pr ocedure.

(3) At least 3 nonths before the date of expiration of the
accreditation body's termof approval, the applicant shall furnish to
SAMHSA three copi es of a renewal application containing the
information, materials, and supporting docunentation requested by
SAMHSA under paragraph (c)(2) of this section.

(4) An accreditation body that does not intend to renewits
approval shall so notify SAVHSA at |east 9 nonths before the expiration
of the body's term of approval.

(d) Rulings on applications for initial approval or renewal of
approval . (1) SAMHSA will grant an application for initial approval or
an application for renewal of approval if it determ nes the applicant
substantially nmeets the accreditati on body requirenents of this
subpart .

(2) If SAVHSA determ nes that the applicant does not substantially
meet the requirenents set forth in this subpart. SAMHSA will notify the
applicant of the deficiencies in the application and request that the
applicant resolve such deficiencies within 90 days of receipt of the
notice. If the deficiencies are resolved to the satisfaction of SAVHSA
within the 90-day tine period, the body will be approved as an
accreditation body. If the deficiencies have not been resolved to the
satisfaction of SAVHSA within the 90-day tinme period, the application
for approval as an accreditation body will be denied.

(3) If SAVHSA does not reach a final decision on a renewal
application before the expiration of an accreditation body's term of
approval, the approval will be deemed extended until SAMHSA reaches a
final decision, unless an accreditati on body does not rectify
deficiencies in the application within the specified tinme period, as
required in paragraph (d)(2) of this section.

(e) Relinquishment of approval. An accreditation body that intends
to relinquish its accreditation approval before expiration of the
body's term of approval shall subnit a letter of such intent to SAVHSA,
at the address in paragraph (b) of this section, at |east 9 nonths
before relinqui shing such approval

(f) Notification. An accreditation body that does not apply for
renewal of approval, or is denied such approval by SAVMHSA, relinquishes
its accreditation approval before expiration of its term of approval,
or has its approval wi thdrawn, shall

(1) Transfer copies of records and other related information as
requi red by SAVHSA to a | ocation, including
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anot her accreditation body, and according to a schedul e approved by
SAVHSA; and

(2) Notify, in a manner and time period approved by SAVHSA, al
OTPs accredited or seeking accreditation by the body that the body will
no | onger have approval to provide accreditation services.

(g) Term of approval. An accreditation body's term of approval is
for a period not to exceed 5 years.

(h) State accreditation bodies. State governnental entities,
i ncluding political subdivisions thereof, may establish organizati onal
units that may act as accreditation bodies, provided such units neet
the requirenments of this section, are approved by SAVHSA under this
section, and have taken appropriate neasures to prevent actual or
apparent conflicts of interest, including cases in which State or
Federal funds are used to support opioid treatnent services.

Sec. 8.4 Accreditation body responsibilities.

(a) Accreditation surveys and for cause inspections. (1)
Accreditation bodies shall conduct routine accreditation surveys for
initial, renewal, and continued accreditation of each OTP at | east
every 3 years.

(2) Accreditation bodies nust agree to conduct for-cause
i nspections upon the request of SAVHSA.

(3) Accreditation decisions shall be fully consistent with the
policies and procedures submtted as part of the approved accreditation
body application

(b) Response to nonconpliant prograns. (1) If an accreditation body
receives or discovers information that suggests that an OIP is not
meeting Federal opioid treatnment standards, or if survey of the OIP by
the accreditati on body ot herwi se denonstrates one or nore deficiencies
in the OTP, the accreditation body shall as appropriate either require
and nonitor corrective action or shall suspend or revoke accreditation
of the OIP, as appropriate based on the significance of the
defi ci enci es.

(i) Accreditation bodies shall either not accredit or shall revoke
the accreditation of any OIP that substantially fails to neet the
Federal opioid treatnent standards.

(ii) Accreditation bodies shall notify SAMHSA as soon as possible
but in no case |onger than 48 hours after becom ng aware of any
practice or condition in an OTP that nay pose a serious risk to public
health or safety or patient care.

(iii) If an accreditation body deternmines that an OTP is
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substantially nmeeting the Federal opioid treatnment standards, but is
not mneeting one or nore accreditation elenents, the accreditati on body
shal | determ ne the necessary corrective neasures to be taken by the
OTP, establish a schedule for inplenentation of such neasures, and
notify the OTP in witing that it nust inplenment such measures within
the specified schedule in order to ensure continued accreditation. The
accreditation body shall verify that the necessary steps are taken by
the OTP within the schedul e specified and that all accreditation

el enments are being substantially nmet or will be substantially net.

(2) Nothing in this part shall prevent accreditation bodies from
granting accreditation, contingent on promn sed programmtic or
performance changes, to OTPs with | ess substantial violations. Such
accreditation shall not exceed 12 nonths. OTPs that have been granted
such accreditation nust have their accreditation revoked if they fai
to make changes to receive unconditional accreditation upon resurvey or
rei nspection.

(c) Recordkeeping. (1) Accreditation bodies shall maintain records
of their accreditation activities for at least 5 years fromthe
creation of the record. Such records nmust contain sufficient detail to
support each accreditation deci sion made by the accreditati on body.

(2) Accreditation bodies shall establish procedures to protect
confidential information collected or received in their role as
accreditation bodies that are consistent with, and that are designed to
ensure conpliance with, all Federal and State | aws, including 42 CFR
part 2.

(i) Information collected or received for the purpose of carrying
out accreditation body responsibilities shall not be used for any other
pur pose or disclosed, other than to SAMHSA or its duly designated
representatives, unless otherwise required by law or with the consent
of the OTP.

(ii) Nonpublic information that SAVHSA shares with the
accreditation body concerning an OTP shall not be further disclosed
except with the witten perm ssion of SAVHSA.

(d) Reporting. (1) Accreditation bodies shall provide to SAVHSA any
docunents and information requested by SAVHSA within 5 days of receipt
of the request.

(2) Accreditation bodies shall make a summary of the results of
each accreditation survey avail able to SAVHSA upon request. Such
sumari es shall contain sufficient detail to justify the accreditation
action taken.

(3) Accreditation bodies shall provide SAMHSA upon request a |ist
of each OTP surveyed and the identity of all individuals involved in
the conduct and reporting of survey results.
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(4) Accreditation bodies shall subnmit to SAVHSA the nane of each
OTP for which the accreditation body accredits conditionally, denies,
suspends, or revokes accreditation, and the basis for the action
within 48 hours of the action.

(5) Notwithstanding any reports made to SAVHSA under paragraphs
(d)(1) through (d)(4) of this section, each accreditation body shall
subnit to SAMHSA seniannually, on January 15 and July 15 of each
cal endar year, a report consisting of a summary of the results of each
accreditation survey conducted in the past year. The summary shal
contain sufficient detail to justify each accreditation action taken.

(6) Al reporting requirenents listed in this section shall be
provided to SAMHSA at the address specified in Sec. 8.3(b).

(e) Conpl aint response. Accreditation bodies shall have policies
and procedures to respond to conplaints from SAVHSA, patients, facility
staff, and others, within a reasonable period of tine but not nore than
5 days of the receipt of the conplaint. Accreditati on bodies shall also
agree to notify SAMHSA within 48 hours of receipt of a conplaint and
keep SAVMHSA informed of all aspects of the response to the conplaint.

(f) Modifications of accreditation elements. Accreditation bodies
shall obtain SAVHSA' s authorization prior to making any substantive
(i.e., noneditorial) change in accreditation el enments.

(g) Conflicts of interest. The accreditation body shall maintain
and apply policies and procedures that SAMHSA has approved in
accordance with Sec. 8.3 to reduce the possibility of actual conflict
of interest, or the appearance of a conflict of interest, on the part
of individuals who act on behal f of the accreditati on body. Individuals
who participate in accreditation surveys or otherw se participate in
the accreditation decision or an appeal of the accreditation decision,
as well as their spouses and mnor children, shall not have a financi al
interest in the OIP that is the subject of the accreditation survey or
deci si on.

(h) Accreditation teans. (1) An accreditation body survey team
shal | consist of healthcare professionals wth

[[ Page 4094]]

expertise in drug abuse treatnment and, in particular, opioid treatnent.
The accreditation body shall consider factors such as the size of the
OTP, the antici pated nunber of problens, and the OIP's accreditation
history, in determning the conmposition of the team At a m ninmum
survey teans shall consist of at |east two healthcare professionals
whose conbi ned expertise includes:

(i) The dispensing and adm ni stration of drugs subject to control
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under the Controll ed Substances Act (21 U.S.C. 801 et seq.);

(ii1) Medical issues relating to the dosing and adm ni stration of
opi oi d agoni st treatnment nedications for the treatnment of opioid
addi cti on;

(iii) Psychosocial counseling of individuals undergoing opioid
treatnment; and

(iv) Organizational and administrative issues associated with
opioid treatment prograns.

(2) Menbers of the accreditation team nust be able to recuse
t hensel ves at any tinme fromany survey in which either they or the OIP
believes there is an actual conflict of interest or the appearance of a
conflict of interest.

(i) Accreditation fees. Fees charged to OIPs for accreditation
shal | be reasonable. SAVHSA generally will find fees to be reasonabl e
if the fees are linmted to recovering costs to the accreditati on body,

i ncl udi ng overhead incurred. Accreditation body activities that are not
related to accreditation functions are not recoverabl e through fees
establ i shed for accreditation.

(1) The accreditation body shall make public its fee structure,

i ncluding those factors, if any, contributing to variations in fees for
di fferent OIPs.

(2) At SAVHSA' s request, accreditation bodies shall provide to
SAMHSA financial records or other materials, in a manner specified by
SAMHSA, to assist in assessing the reasonabl eness of accreditation body
f ees.

Sec. 8.5 Periodic evaluation of accreditation bodies.

SAMHSA wi | | evaluate periodically the performance of accreditation
bodies primarily by inspecting a selected sanple of the OIPs accredited
by the accrediting body and by evaluating the accreditation body's
reports of surveys conducted, to determ ne whether the OTPs surveyed
and accredited by the accreditation body are in conpliance with the
Federal opioid treatnent standards. The evaluation will include a
deternination of whether there are nmjor deficiencies in the
accreditation body's performance that, if not corrected, would warrant
wi t hdrawal of the approval of the accreditati on body under Sec. 8.6.

Sec. 8.6 Wthdrawal of approval of accreditation bodies.

I f SAMHSA determines that an accreditation body is not in
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substantial conpliance with this subpart, SAVMHSA shall take appropriate
action as follows:

(a) Major deficiencies. If SAVHSA determ nes that the accreditation
body has a major deficiency, such as conmission of fraud, materi al
false statenent, failure to performa major accreditation function
satisfactorily, or significant nonconpliance with the requirenents of
this subpart, SAVMHSA shall wi thdraw approval of that accreditation
body.

(1) I'n the event of a mmjor deficiency, SAVHSA shall notify the
accreditation body of the agency's action and the grounds on which the
approval was wi t hdrawn.

(2) An accreditation body that has |ost its approval shall notify
each OTP that has been accredited or is seeking accreditation that the
accreditation body's approval has been w thdrawn. Such notification
shall be nade within a tinme period and in a manner approved by SAMHSA

(b) Mnor deficiencies. If SAVHSA determ nes that the accreditation
body has m nor deficiencies in the perfornmance of an accreditation
function, that are less serious or nore linited than the types of
deficiencies described in paragraph (a) of this section, SAVHSA will
notify the body that it has 90 days to subnit to SAVHSA a pl an of
corrective action. The plan nust include a sunmary of corrective
actions and a schedule for their inplenmentation. SAVHSA may pl ace the
body on probationary status for a period of tinme determ ned by SAVHSA,
or may w t hdraw approval of the body if corrective action is not taken.

(1) If SAVHSA pl aces an accreditati on body on probationary status,
the body shall notify all OIPs that have been accredited, or that are
seeking accreditation, of the accreditati on body's probationary status
within a tinme period and in a manner approved by SAMHSA

(2) Probationary status will remain in effect until such tine as
the body can denonstrate to the satisfaction of SAVHSA that it has
successfully inplenmented or is inplenenting the corrective action plan
within the established schedul e, and the corrective actions taken have
substantially elimnated all identified problens.

(3) If SAVHSA determ nes that an accreditati on body that has been
pl aced on probationary status is not inplenmenting corrective actions
satisfactorily or within the established schedul e, SAVHSA may wit hdraw
approval of the accreditation body. The accreditation body shall notify
all OTPs that have been accredited, or are seeking accreditation, of
the accreditation body's | oss of SAMHSA approval within a tine period
and in a manner approved by SANMHSA.

(c) Reapplication. (1) An accreditation body that has had its
approval withdrawn nmay submit a new application for approval if the
body can provide information to SAMHSA to establish that the problens
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that were grounds for w thdrawal of approval have been resol ved.

(2) I'f SAMHSA determ nes that the new application denonstrates that
the body satisfactorily has addressed the causes of its previous
unaccept abl e perfornmance, SAVMHSA nay reinstate approval of the
accreditation body.

(3) SAMHSA may request additional information or establish
additional conditions that nust be net before SAMHSA approves the
reappl i cati on.

(4) SAMHSA may refuse to accept an application froma former
accreditation body whose approval was withdrawn because of fraud,
nmaterial false statenent, or willful disregard of public health.

(d) Hearings. An opportunity to challenge an adverse action taken
regardi ng wit hdrawal of approval of an accreditati on body shall be
addressed through the rel evant procedures set forth in subpart C of
this part, except that the procedures in Sec. 8.28 for expedited review
of an inmedi ate suspension would not apply to an accreditation body
that has been notified under paragraph (a) or (b) of this section of
the withdrawal of its approval

Subpart B--Certification and Treatnment Standards

Sec. 8.11 Opioid treatnent programcertification.

(a) General. (1) An OTP nust be the subject of a current, valid
certification from SAMHSA to be considered qualified by the Secretary
under section 303(g)(1l) of the Controlled Substances Act (21 U S.C
823(g) (1)) to dispense opioid drugs in the treatnent of opioid
addi ction. An OTP nust be deternmined to be qualified under section
303(g) (1) of the Controlled Substances Act, and nust be determned to
be qualified by the Attorney General under section 303(g)(1), to be
regi stered by the
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Attorney General to dispense opioid agonist treatnent nedications to
i ndividuals for treatnment of opioid addiction.

(2) To obtain certification from SAMHSA, an OTP nust neet the
Federal opioid treatnent standards in Sec. 8.12, nust be the subject of
a current, valid accreditation by an accreditati on body or other entity
desi gnat ed by SAVMHSA, and nust conply with any other conditions for
certification established by SAVHSA.

(3) Certification shall be granted for a termnot to exceed 3
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years, except that certification may be extended during the third year
i f an application for accreditation is pending.

(b) Application for certification. Three copies of an application
for certification nust be subnmitted by the OTP to the address
identified in Sec. 8.3(b). SAVHSA will consider and accept the
el ectroni c subm ssion of these materials when el ectronic subm ssion
systens are devel oped and avail abl e. The application for certification
shal | incl ude:

(1) A description of the current accreditation status of the OIP

(2) A description of the organizational structure of the OTP

(3) The names of the persons responsible for the OTP;

(4) The addresses of the OTP and of each nedication unit or other
facility under the control of the OIP;

(5) The sources of funding for the OTP and the nane and address of
each governnental entity that provides such funding; and

(6) A statement that the OTP will conply with the conditions of
certification set forth in paragraph (f) of this section.

(7) The application shall be signed by the program sponsor who
shall certify that the information submitted in the application is
truthful and accurate.

(c) Action on application. (1) Followi ng SAVHSA s recei pt of an
application for certification of an OTP, and after consultation with
the appropriate State authority regarding the qualifications of the
applicant, SAVHSA may grant the application for certification, or renew
an existing certification, if SAVHSA determ nes that the OTP has
satisfied the requirements for certification or renewal of
certification.

(2) SAMHSA may deny the application if SAVHSA determ nes that:

(i) The application for certification is deficient in any respect;

(ii) The OTP will not be operated in accordance with the Federal
opioid treatnent standards established under Sec. 8.12;

(iii) The OTP will not permt an inspection or a survey to proceed,
or will not permit in a tinmely nmanner access to rel evant records or
i nformation; or

(iv) The OTP has made ni srepresentations in obtaining accreditation
or in applying for certification.

(3) Wthin 5 days after it reaches a final determ nation that an
OTP neets the requirenents for certification, SAVMHSA will notify the
Drug Enforcenent Administration (DEA) that the OTP has been determ ned
to be qualified to provide opioid treatnment under section 303(g)(1) of
the Controll ed Substances Act.

(d) Transitional certification. OIPs that before March 19, 2001
were the subject of a current, valid approval by FDA under 21 CFR, part
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291 (contained in the 21 CFR Parts 200 to 299 edition, revised as of
July 1, 2000), are deened to be the subject of a current valid
certification for purposes of paragraph (a)(11l) of this section. Such
“transitional certification' will expire on June 18, 2001 unless the
OTP submits the information required by paragraph (b) of this section
to SAMHSA on or before June 18, 2001. In addition to this application
OTPs nust certify with a witten statenment signed by the program
sponsor, that they will apply for accreditation within 90 days of the
dat e SAVHSA approves the second accreditati on body. Transitional
certification, in that case, will expire on March 19, 2003. SAVHSA may
extend the transitional certification of an OTP for up to one
addi ti onal year provided the OTP denonstrates that it has applied for
accreditation, that an accreditation survey has taken place or is
schedul ed to take place, and that an accreditation decision is expected
within a reasonable period of tine (e.g., within 90 days fromthe date
of survey). Transitional certification under this section nmay be
suspended or revoked in accordance with Sec. 8. 14.

(e) Provisional certification. (1) OTPs that have no current
certification from SAVMHSA, but have applied for accreditation with an
accreditation body, are eligible to receive a provisional certification
for up to 1 year. To receive a provisional certification, an OTP shal
subnit the information required by paragraph (b) of this section to
SAMHSA along with a statenent identifying the accreditation body to
whi ch the OTP has applied for accreditation, the date on which the OTP
applied for accreditation, the dates of any accreditation surveys that
have taken place or are expected to take place, and the expected
schedul e for conpleting the accreditation process. A provisional
certification for up to 1 year will be granted, foll ow ng receipt of
the informati on described in this paragraph, unless SAVHSA determn nes
that patient health woul d be adversely affected by the granting of
provi sional certification.

(2) An extension of provisional certification may be granted in
extraordi nary circunstances or otherwi se to protect public health. To
apply for a 90-day extension of provisional certification, an OTP shal
subnit to SAVHSA a statenent explaining its efforts to obtain
accreditation and a schedul e for obtaining accreditation as
expeditiously as possible.

(f) Conditions for certification. (1) OIPs shall conply with al
pertinent State |laws and regul ations. Nothing in this part is intended
tolimt the authority of State and, as appropriate, |ocal governnental
entities to regulate the use of opioid drugs in the treatnment of opioid
addi ction. The provisions of this section requiring conpliance with
requi rements inposed by State |law, or the subm ssion of applications or
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reports required by the State authority, do not apply to OTPs operated
directly by the Departnent of Veterans Affairs, the Indian Health
Service, or any other departnment or agency of the United States.
Federal agencies operating OTPs have agreed to cooperate voluntarily
with State agencies by granting perm ssion on an informal basis for
designated State representatives to visit Federal OIPs and by

furni shing a copy of Federal reports to the State authority, including
the reports required under this section

(2) OTPs shall allow, in accordance with Federal controlled
substances | aws and Federal confidentiality |aws, inspections and
surveys by duly authorized enpl oyees of SAMHSA, by accreditation
bodi es, by the DEA, and by authorized enpl oyees of any relevant State
or Federal governnental authority.

(3) Disclosure of patient records mai ntained by an OIP is governed
by the provisions of 42 CFR part 2, and every program nust conply with
that part. Records on the receipt, storage, and distribution of opioid
agoni st treatnent medications are also subject to inspection under
Federal controlled substances | aws and under the Federal Food, Drug,
and Cosnetic Act (21 U.S.C. 321 et seq.). Federally-sponsored treatnent
programnms are subject to applicable Federal confidentiality statutes.

(4) A treatnent program or nedication unit or any part thereof,
including any facility or any individual, shall permt a duly
aut hori zed enpl oyee
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of SAVHSA to have access to and to copy all records on the use of
opi oid drugs in accordance with the provisions of 42 CFR part 2.

(5) OIPs shall notify SAMHSA within 3 weeks of any replacenent or
ot her change in the status of the program sponsor or nedical director

(6) OIPs shall conply with all regul ations enforced by the DEA
under 21 CFR chapter |1, and nust be registered by the DEA before
adm ni stering or dispensing opioid agoni st treatnment mnedications.

(7) OIPs nmust operate in accordance with Federal opioid treatnent
st andards and approved accreditation el enents.

(g) Conditions for interimmintenance treatnent program approval
(1) Before a public or nonprofit private OTP may provide interim
mai nt enance treatnment, the program nmust receive the approval of both
SAMHSA and the chief public health officer of the State in which the
OTP oper at es.

(2) Before SAVHSA may grant such approval, the OTP nust provide
SAMHSA wi th docunentation fromthe chief public health officer of the
State in which the OTP operates denonstrating that:
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(i) Such officer does not object to the providing of interim
mai nt enance treatnent in the State;

(ii) The OTP seeking to provide such treatnent is unable to pl ace
patients in a public or nonprofit private conprehensive treatnent
programw thin a reasonabl e geographic area within 14 days of the tine
pati ents seek admission to such prograns;

(iii) The authorization of the OTP to provide interim mai ntenance
treatment will not otherw se reduce the capacity of conprehensive
mai nt enance treatnment prograns in the State to admt individuals
(relative to the date on which such officer so certifies); and

(iv) The State certifies that each individual enrolled in interim
mai nt enance treatment will be transferred to a conprehensive
mai nt enance treatnment programno |later than 120 days fromthe date on
whi ch each individual first requested treatnment, as provided in section
1923 of the Public Health Service Act (21 U S.C. 300x-23).

(3) SAMHSA wi |l provide notice to the OTP denying or approving the
request to provide interi mmintenance treatnment. The OTP shall not
provi de such treatnment until it has received such notice from SAVHSA

(h) Exenptions. An OTP may, at the tine of application for
certification or any tinme thereafter, request from SAMHSA exenpti on
fromthe regulatory requirenments set forth under this section and
Sec. 8.12. An exanple of a case in which an exenption m ght be granted
woul d be for a private practitioner who wishes to treat a limted
nunber of patients in a non-netropolitan area with few physicians and
no rehabilitative services geographically accessible and requests
exenption fromsone of the staffing and service standards. The OIP
shal | support the rationale for the exenption wi th thorough
docunentation, to be supplied in an appendix to the initial application
for certification or in a separate subnission. SAVHSA will approve or
deny such exenptions at the tine of application, or any tine
thereafter, if appropriate. SAVHSA shall consult with the appropriate
State authority prior to taking action on an exenption request.

(i) Medication units, long-termcare facilities and hospitals. (1)
Certified OTPs may establish nedication units that are authorized to
di spense opi oi d agoni st treatnent nedications for observed ingestion.
Bef ore establishing a nmedication unit, a certified OIP nust notify
SAVHSA by submitting form SMA-162. The OTP nust al so conply with the
provi sions of 21 CFR part 1300 before establishing a nedication unit.
Medi cation units shall conply with all pertinent state | aws and
regul ati ons.

(2) Certification as an OIP under this part will not be required
for the maintenance or detoxification treatnment of a patient who is
admitted to a hospital or long-termcare facility for the treatnent of
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nedi cal conditions other than opiate addiction and who requires

mai nt enance or detoxification treatment during the period of his or her
stay in that hospital or long-termcare facility. The terns
““hospital'' and " “long-termcare facility'' as used in this section
are to have the nmeaning that is assigned under the law of the State in
which the treatnment is being provided. Nothing in this section is
intended to relieve hospitals and long-termcare facilities fromthe
obligation to obtain registration fromthe Attorney General, as
appropriate, under section 303(g) of the Controlled Substances Act.

Sec. 8.12 Federal opioid treatnent standards.

(a) General. OTPs must provide treatment in accordance with the
standards in this section and nmust conply with these standards as a
condition of certification.

(b) Administrative and organi zati onal structure. An OTP' s
organi zational structure and facilities shall be adequate to ensure
quality patient care and to neet the requirenents of all pertinent
Federal, State, and local laws and regulations. At a mnimm each OTP
shall fornally designate a program sponsor and nedical director. The
program sponsor shall agree on behalf of the OIP to adhere to al
requi rements set forth in this part and any regul ati ons regardi ng the
use of opioid agonist treatnent medications in the treatnent of opioid
addi ction which may be promulgated in the future. The nedical director
shal | assunme responsibility for adm nistering all medical services
performed by the OTP. In addition, the nedical director shall be
responsi ble for ensuring that the OTP is in conpliance with al
applicable Federal, State, and | ocal |aws and regul ati ons.

(c) Continuous quality inprovenent. (1) An OTP nust maintain
current quality assurance and quality control plans that include, anpng
ot her things, annual reviews of program policies and procedures and
ongoi ng assessnent of patient outcones.

(2) An OTP nust maintain a current "~ "Diversion Control Plan'' or

"DCP'' as part of its quality assurance programthat contains specific
neasures to reduce the possibility of diversion of controlled
substances fromlegitimte treatnment use and that assigns specific
responsibility to the nmedical and adm nistrative staff of the OIP for
carrying out the diversion control measures and functions described in
t he DCP

(d) Staff credentials. Each person engaged in the treatnent of
opi oi d addi cti on nust have sufficient education, training, and
experience, or any conbination thereof, to enable that person to
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performthe assigned functions. Al physicians, nurses, and other

| i censed professional care providers, including addiction counsel ors,
nmust conply with the credentialing requirenents of their respective
pr of essi ons.

(e) Patient admission criteria.--(1) Miintenance treatnment. An OTP
shall maintain current procedures designed to ensure that patients are
admitted to mai ntenance treatnent by qualified personnel who have
deternined, using accepted nedical criteria such as those listed in the
D agnostic and Statistical Manual for Mental Di sorders (DSM1V), that
the person is currently addicted to an opioid drug, and that the person
becanme addicted at |east 1 year before admission for treatnment. In
addi ti on, a program physician shall ensure that each patient
voluntarily chooses mamintenance treatnent and that all relevant facts
concerning the use of the opioid drug are clearly and adequately
explained to the patient, and that each patient provides inforned
witten consent to treatnent.

[[ Page 4097]]

(2) Maintenance treatnent for persons under age 18. A person under
18 years of age is required to have had two docunented unsuccessfu
attenpts at short-termdetoxification or drug-free treatnent within a
12-nonth period to be eligible for maintenance treatnment. No person
under 18 years of age may be adnitted to nmintenance treatnent unless a
parent, |egal guardian, or responsible adult designated by the rel evant
State authority consents in witing to such treatnent.

(3) Maintenance treatnent adm ssion exceptions. If clinically
appropriate, the program physician nay waive the requirenment of a 1-
year history of addiction under paragraph (e)(1) of this section, for
patients rel eased frompenal institutions (wthin 6 nonths after
rel ease), for pregnant patients (program physician nust certify
pregnancy), and for previously treated patients (up to 2 years after
di scharge) .

(4) Detoxification treatnment. An OTP shall maintain current
procedures that are designed to ensure that patients are adnitted to
short- or long-termdetoxification treatment by qualified personnel
such as a program physician, who determ nes that such treatnment is
appropriate for the specific patient by applying established diagnostic
criteria. Patients with two or nore unsuccessful detoxification
epi sodes within a 12-nmonth period nmust be assessed by the OTP physician
for other fornms of treatnent. A programshall not adnmit a patient for
nore than two detoxification treatnent episodes in one year

(f) Required services.--(1) General. OTPs shall provide adequate
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nedi cal , counseling, vocational, educational, and other assessnent and
treatnment services. These services nust be available at the primry
facility, except where the program sponsor has entered into a fornmal
docunent ed agreenment with a private or public agency, organization,
practitioner, or institution to provide these services to patients
enrolled in the OTP. The program sponsor, in any event, nust be able to
docunent that these services are fully and reasonably available to
patients.

(2) Initial nedical exam nation services. OIPs shall require each
patient to undergo a conplete, fully docunented physical eval uation by
a program physician or a primary care physician, or an authorized
heal t hcare professional under the supervision of a program physician
before admi ssion to the OIP. The full nedical exam nation, including
the results of serology and other tests, nust be conpleted within 14
days foll ow ng adni ssion.

(3) Special services for pregnant patients. OIPs nust maintain
current policies and procedures that reflect the special needs of
patients who are preghant. Prenatal care and other gender specific
services or pregnant patients nust be provided either by the OTP or by
referral to appropriate heal thcare providers.

(4) Initial and periodic assessnent services. Each patient accepted
for treatnment at an OIP shall be assessed initially and periodically by
qual i fied personnel to determ ne the nost appropriate conbination of
services and treatnment. The initial assessment nust include preparation
of a treatnment plan that includes the patient's short-term goals and
the tasks the patient nust performto conplete the short-term goals;
the patient's requirements for education, vocational rehabilitation
and enpl oynent; and the nedical, psychosocial, economc, legal, or
ot her supportive services that a patient needs. The treatnment plan al so
must identify the frequency wth which these services are to be
provi ded. The plan nust be reviewed and updated to reflect that
patient's personal history, his or her current needs for nedical
soci al, and psychol ogi cal services, and his or her current needs for
education, vocational rehabilitation, and enpl oynent services.

(5) Counseling services. (i) OTPs must provide adequate substance
abuse counseling to each patient as clinically necessary. This
counsel ing shall be provided by a program counsel or, qualified by
education, training, or experience to assess the psychol ogi cal and
soci ol ogi cal background of patients, to contribute to the appropriate
treatment plan for the patient and to nonitor patient progress.

(ii) OTPs must provide counseling on preventing exposure to, and
the transmni ssion of, human i mmunodeficiency virus (H V) disease for
each patient adnitted or readnmtted to mmi ntenance or detoxification
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treatnent.

(iii) OIPs must provide directly, or through referral to adequate
and reasonably accessible community resources, vocationa
rehabilitation, education, and enpl oynent services for patients who
ei ther request such services or who have been determ ned by the program
staff to be in need of such services.

(6) Drug abuse testing services. OTPs nmust provide adequate testing
or analysis for drugs of abuse, including at |east eight random drug
abuse tests per year, per patient in maintenance treatnent, in
accordance with generally accepted clinical practice. For patients in
short-termdetoxification treatnent, the OIP shall perform at |east one
initial drug abuse test. For patients receiving |ong-term
detoxification treatnent, the programshall performinitial and nonthly
random tests on each patient.

(g) Recordkeepi ng and patient confidentiality. (1) OIPs shal
establish and maintain a recordkeeping systemthat is adequate to
docunent and nonitor patient care. This systemis required to conply
with all Federal and State reporting requirenents relevant to opioid
drugs approved for use in treatnment of opioid addiction. Al records
are required to be kept confidential in accordance with all applicable
Federal and State requirenents.

(2) OrPs shall include, as an essential part of the recordkeeping
system docunentation in each patient's record that the OIP made a good
faith effort to review whether or not the patient is enrolled any other
OTP. A patient enrolled in an OTP shall not be pernmitted to obtain
treatment in any other OTP except in exceptional circunstances. If the
nmedi cal director or program physician of the OTP in which the patient
is enrolled determ nes that such exceptional circunstances exist, the
patient may be granted pernission to seek treatnent at another OIP
provided the justification for finding exceptional circunstances is
noted in the patient's record both at the OTP in which the patient is
enrolled and at the OTP that will provide the treatnent.

(h) Medication adm nistration, dispensing, and use. (1) OIPs nust
ensure that opioid agonist treatnment nedications are adnini stered or
di spensed only by a practitioner |licensed under the appropriate State
| aw and regi stered under the appropriate State and Federal laws to
adm ni ster or dispense opioid drugs, or by an agent of such a
practitioner, supervised by and under the order of the Ilicensed
practitioner. This agent is required to be a pharnacist, registered
nurse, or licensed practical nurse, or any other healthcare
prof essi onal authorized by Federal and State |aw to adm nister or
di spense opioid drugs.

(2) OIPs shall use only those opioid agonist treatnent nedications
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that are approved by the Food and Drug Admi nistration under section 505
of the Federal Food, Drug, and Cosnetic Act (21 U.S.C. 355) for use in
the treatnent of opioid addiction. In addition, OTPs who are fully
conpliant with the protocol of an investigational use of a drug and
other conditions set forth in the application nay adm ni ster a drug

t hat has been authorized by the Food and Drug Adm ni stration under an

i nvestigational new drug application
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under section 505(i) of the Federal Food, Drug, and Cosnetic Act for

i nvestigational use in the treatnent of opioid addiction. Currently the
foll ow ng opioid agoni st treatnent nedications will be considered to be
approved by the Food and Drug Administration for use in the treatnent
of opioid addiction:

(i) Methadone; and

(ii) Levonethadyl acetate (LAAM

(3) OIPs shall maintain current procedures that are adequate to
ensure that the follow ng dosage formand initial dosing requirenments
are met:

(i) Methadone shall be adm nistered or dispensed only in oral form
and shall be forrmulated in such a way as to reduce its potential for
parenteral abuse.

(ii) For each new patient enrolled in a program the initial dose
of net hadone shall not exceed 30 nilligrans and the total dose for the
first day shall not exceed 40 mlligrans, unless the program physician
docunents in the patient's record that 40 mlligrans did not suppress
opi ate abstinence synptons.

(4) OTIPs shall maintain current procedures adequate to ensure that
each opioid agoni st treatnent nedication used by the programis
admi ni stered and di spensed in accordance with its approved product
| abel i ng. Dosing and admi nistration deci sions shall be nade by a
program physician famliar with the nost up-to-date product | abeling.
These procedures must ensure that any significant deviations fromthe
approved | abeling, including deviations with regard to dose, frequency,
or the conditions of use described in the approved | abeling, are
specifically docunented in the patient's record.

(i) Unsupervised or " “take-honme'' use. To limt the potential for
di version of opioid agonist treatnent nmedications to the illicit
mar ket, opi oid agoni st treatnment medi cations di spensed to patients for
unsupervi sed use shall be subject to the follow ng requirements.

(1) Any patient in conprehensive maintenance treatnent nmay receive
a single take-honme dose for a day that the clinic is closed for
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busi ness, including Sundays and State and Federal holi days.

(2) Treatnent program decisions on dispensing opioid treatnent
nedi cations to patients for unsupervised use beyond that set forth in
paragraph (i)(1) of this section, shall be determi ned by the nedica
director. In determ ning which patients may be permtted unsupervised
use, the nedical director shall consider the foll ow ng take-hone
criteria in deternining whether a patient is responsible in handling
opi oid drugs for unsupervised use.

(i) Absence of recent abuse of drugs (opioid or nonnarcotic),

i ncl udi ng al cohol ;

(ii) Regularity of clinic attendance;

(iii) Absence of serious behavioral problens at the clinic;

(iv) Absence of known recent crimnal activity, e.g., drug dealing;

(v) Stability of the patient's hone environnent and soci al
rel ati onshi ps;

(vi) Length of tinme in conprehensive maintenance treatnent;

(vii) Assurance that take-hone nedication can be safely stored
within the patient's hone; and

(viii) Whether the rehabilitative benefit the patient derived from
decreasing the frequency of clinic attendance outwei ghs the potenti al
ri sks of diversion.

(3) Such determnations and the basis for such deterninations
consistent wwth the criteria outlined in paragraph (i)(2) of this
section shall be docunented in the patient's nmedical record. If it is
deternined that a patient is responsible in handling opioid drugs, the
following restrictions apply:

(i) During the first 90 days of treatnent, the take-honme supply
(beyond that of paragraph (i)(1) of this section) is linted to a
si ngl e dose each week and the patient shall ingest all other doses
under appropriate supervision as provided for under the regulations in
this subpart.

(ii) In the second 90 days of treatnent, the take-honme supply
(beyond that of paragraph (i)(1) of this section) is two doses per
week.

(iii) I'n the third 90 days of treatnent, the take-honme supply
(beyond that of paragraph (i)(1l) of this section) is three doses per
week.

(iv) In the remaining nonths of the first year, a patient may be
gi ven a maxi mum 6-day supply of take-home nedication.

(v) After 1 year of continuous treatnent, a patient may be given a
maxi mum 2- week supply of take-hone nedicati on.

(vi) After 2 years of continuous treatnment, a patient may be given
a maxi mum one-nont h supply of take-honme nedication, but nust make
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nonthly visits.

(4) No nedications shall be dispensed to patients in short-term
detoxification treatnment or interimmintenance treatnent for
unsupervi sed or take-hone use.

(5) OTPs nmust maintain current procedures adequate to identify the
theft or diversion of take-hone nedications, including |abeling
containers with the OTP's nane, address, and tel ephone nunber. Prograns
al so nust ensure that take-home supplies are packaged in a manner that
I's designed to reduce the risk of accidental ingestion, including
chil d-proof containers (see Poison Prevention Packagi ng Act, Public Law
91-601 (15 U.S.C. 1471 et seq.)).

(j) I'nterimmai ntenance treatnent. (1) The program sponsor of a
public or nonprofit private OTP may place an individual, who is
eligible for adnission to conprehensive mai ntenance treatnent, in
interimnmaintenance treatnment if the individual cannot be placed in a
public or nonprofit private conprehensive programw thin a reasonabl e
geographic area and within 14 days of the individual's application for
admi ssion to conprehensive naintenance treatnent. An initial and at
| east two other urine screens shall be taken frominterimpatients
during the maxi num of 120 days permitted for such treatment. A program
shall establish and foll ow reasonable criteria for establishing
priorities for transferring patients frominterimmaintenance to
conprehensi ve mai ntenance treatnment. These transfer criteria shall be
in witing and shall include, at a mninmum a preference for pregnant
wonen in adnmitting patients to interimmaintenance and in transferring
patients frominterimnmai ntenance to conprehensive mai nt enance
treatnment. Interimmaintenance shall be provided in a manner consi stent
with all applicable Federal and State | aws, including sections 1923,
1927(a), and 1976 of the Public Health Service Act (21 U S.C 300x-23,
300x-27(a), and 300y-11).

(2) The programshall notify the State health officer when a
pati ent begins interimnaintenance treatnment, when a patient |eaves
interi mmai ntenance treatnment, and before the date of mandatory
transfer to a conprehensive program and shall docunment such
notifications.

(3) SAMHSA may revoke the interimmai ntenance authorization for
progranms that fail to comply with the provisions of this paragraph (j).
Li kewi se, SAVHSA wi |l consider revoking the interim mai ntenance
authorization of a programif the State in which the program operates
is not in conpliance with the provisions of Sec. 8.11(9).

(4) Al requirenents for conprehensive mai ntenance treatnment apply
to interimmai ntenance treatnent with the foll owi ng exceptions:

(i) The opioid agonist treatnment nedication is required to be
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admi ni stered daily under observation
(i1) Unsupervised or " "take-hone'' use is not allowed;

[[ Page 4099]]

(iii) Aninitial treatnment plan and periodic treatnent plan
eval uations are not required;

(iv) Aprimary counselor is not required to be assigned to the
patient;

(v) Interim mai ntenance cannot be provided for |onger than 120 days
in any 12-nonth period; and

(vi) Rehabilitative, education, and other counseling services
described in paragraphs (f)(4), (f)(5)(i), and (f)(5)(iii) of this
section are not required to be provided to the patient.

Sec. 8.13 Revocation of accreditation and accreditati on body approval.

(a) SAMHSA action followi ng revocation of accreditation. If an
accreditation body revokes an OTP' s accreditation, SAVHSA may conduct
an investigation into the reasons for the revocation. Foll ow ng such
i nvestigation, SAVHSA may determine that the OTP's certification should
no | onger be in effect, at which time SAMHSA will initiate procedures
to revoke the facility's certification in accordance with Sec. 8.14.

Al ternatively, SAMHSA may determnine that another action or conbination
of actions would better serve the public health, including the
establ i shnment and inpl enentati on of a corrective plan of action that
will permit the certification to continue in effect while the OIP seeks
reaccreditation.

(b) Accreditation body approval. (1) If SAVHSA w t hdraws the
approval of an accreditation body under Sec. 8.6, the certifications of
OTPs accredited by such body shall renain in effect for a period of 1
year after the date of w thdrawal of approval of the accreditation
body, unl ess SAVHSA determ nes that to protect public health or safety,
or because the accreditation body fraudul ently accredited treatnent
prograns, the certifications of some or all of the prograns should be
revoked or suspended or that a shorter tinme period should be
established for the certifications to remain in effect. SAVHSA may
extend the time in which a certification remains in effect under this
par agraph on a case-by-case basi s.

(2) Wthin 1 year fromthe date of wthdrawal of approval of an
accreditation body, or within any shorter period of tinme established by
SAMHSA, OTPs currently accredited by the accreditation body nmust obtain
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accreditation fromanother accreditation body. SAVHSA may extend the
time period for obtaining reaccreditation on a case-by-case basis.

Sec. 8.14 Suspension or revocation of certification.

(a) Revocation. Except as provided in paragraph (b) of this
section, SAVHSA may revoke the certification of an OIP if SAMHSA fi nds,
after providing the program sponsor with notice and an opportunity for
a hearing in accordance with subpart C of this part, that the program
sponsor, or any enpl oyee of the OTP:

(1) Has been found guilty of m srepresentation in obtaining the
certification;

(2) Has failed to conply with the Federal opioid treatnent
standards in any respect;

(3) Has failed to comply with reasonabl e requests from SAVHSA or
froman accreditation body for records, information, reports, or
nmaterials that are necessary to determine the continued eligibility of
the OTP for certification or continued conmpliance with the Federa
opioid treatnent standards; or

(4) Has refused a reasonabl e request of a duly designated SAMHSA
i nspector, Drug Enforcenment Administration (DEA) |nspector, State
I nspector, or accreditation body representative for permssion to
i nspect the programor the program s operations or its records.

(b) Suspension. Whenever SAMHSA has reason to believe that
revocation may be required and that inmediate action is necessary to
protect public health or safety, SAVHSA may inmedi ately suspend the
certification of an OTP before hol ding a hearing under subpart C of
this part. SAMHSA nmay i mmedi ately suspend as well as propose revocation
of the certification of an OIP before holding a hearing under subpart C
of this part if SAVHSA nakes a finding described in paragraph (a) of
this section and al so determ nes that:

(1) The failure to conply with the Federal opioid treatnent
standards presents an inm nent danger to the public health or safety;

(2) The refusal to pernit inspection nakes i medi ate suspension
necessary; or

(3) There is reason to believe that the failure to conply with the
Federal opioid treatnent standards was intentional or was associ ated
with fraud.

(c) Witten notification. In the event that SAMHSA suspends the
certification of an OIP in accordance wi th paragraph (b) of this
section or proposes to revoke the certification of an OTP in accordance
wi th paragraph (a) of this section, SAVHSA shall pronptly provide the
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sponsor of the OTP with witten notice of the suspension or proposed
revocation by facsimle transm ssion, personal service, conmercial
overni ght delivery service, or certified mail, return receipt
requested. Such notice shall state the reasons for the action and shal
state that the OTP may seek review of the action in accordance with the
procedures in subpart C of this part.

(d)(1) If SAMHSA suspends certification in accordance with
par agraph (b) of this section:

(i) SAMHSA will imediately notify DEA that the OIP's registration
shoul d be suspended under 21 U.S. C. 824(d); and

(ii) SAMHSA will provide an opportunity for a hearing under subpart
C of this part.

(2) Suspension of certification under paragraph (b) of this section
shall remain in effect until the agency deternines that:

(i) The basis for the suspension cannot be substanti at ed;

(ii) Violations of required standards have been corrected to the
agency's satisfaction; or

(iii) The OTP' s certification shall be revoked.

Sec. 8.15 Forns.

(a) SMA-162--Application for Certification to Use Opioid Agoni st
Treat ment Medi cations for Opioid Treatnent.

(b) SMA-163--Application for Becom ng an Accreditation Body under
Sec. 8.3.

Subpart C--Procedures for Review of Suspension or Proposed
Revocation of OIP Certification, and of Adverse Action Regarding
Wt hdrawal of Approval of an Accreditation Body

Sec. 8.21 Applicability.

The procedures in this subpart apply when:

(a) SAMHSA has notified an OTP in witing that its certification
under the regulations in subpart B of this part has been suspended or
that SAMHSA proposes to revoke the certification; and

(b) The OIP has, within 30 days of the date of the notification or
within 3 days of the date of the notification when seeking an expedited
review of a suspension, requested in witing an opportunity for a
revi ew of the suspension or proposed revocation

(c) SAMHSA has notified an accreditation body of an adverse action
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taken regardi ng wit hdrawal of approval of the accreditation body under
the regulations in subpart A of this part; and

(d) The accreditation body has, within 30 days of the date of the
notification, requested in witing an opportunity for a review of the
adverse action.

[[ Page 4100]]
Sec. 8.22 Definitions.

The following definitions apply to this subpart C

(a) Appellant means:

(1) The treatnent program which has been notified of its suspension
or proposed revocation of its certification under the regul ati ons of
this part and has requested a review of the suspension or proposed
revocation, or

(2) The accreditation body which has been notified of adverse
action regarding withdrawal of approval under the regulations of this
subpart and has requested a review of the adverse action.

(b) Respondent neans SAMHSA.

(c) Reviewing official neans the person or persons designated by
the Secretary who will review the suspension or proposed revocation
The reviewing official may be assisted by one or nore HHS officers or
enpl oyees or consultants in assessing and wei ghing the scientific and
techni cal evidence and other information subnmitted by the appellant and
respondent on the reasons for the suspension and proposed revocation.

Sec. 8.23 Limtation on issues subject to review.

The scope of review shall be limted to the facts relevant to any
suspensi on, or proposed revocation, or adverse action, the necessary
interpretations of the facts the regulations, in the subpart, and other
rel evant | aw

Sec. 8.24 Specifying who represents the parties.

The appellant's request for review shall specify the nanme, address,
and phone nunber of the appellant's representative. In its first
witten subm ssion to the reviewing official, the respondent shal
speci fy the nanme, address, and phone nunber of the respondent's
representative.
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Sec. 8.25 Informal review and the reviewing official's response.

(a) Request for review Wthin 30 days of the date of the notice of
t he suspensi on or proposed revocation, the appellant nust submit a
witten request to the reviewi ng official seeking review, unless sone
other tinme period is agreed to by the parties. A copy nust al so be sent
to the respondent. The request for review nust include a copy of the
noti ce of suspension, proposed revocation, or adverse action, a brief
statenent of why the decision to suspend, propose revocation, or take
an adverse action is incorrect, and the appellant's request for an oral
presentation, if desired.

(b) Acknowl edgnent. Wthin 5 days after receiving the request for
review, the reviewing official will send an acknow edgnent and advi se
t he appell ant of the next steps. The reviewng official will also send
a copy of the acknow edgnent to the respondent.

Sec. 8.26 Preparation of the review file and witten arguments.

The appell ant and the respondent each participate in devel oping the
file for the reviewing official and in submtting witten argunents.
The procedures for devel opnment of the review file and subm ssion of
witten argunent are:

(a) Appellant's docunments and brief. Wthin 30 days after receiving
t he acknow edgnent of the request for review, the appellant shal
subnit to the reviewing official the following (with a copy to the
respondent):

(1) Areviewfile containing the docunents supporting appellant's
argunent, tabbed and organi zed chronol ogi cally, and acconpani ed by an
i ndex identifying each docunment. Only essential docunents shoul d be
submitted to the reviewi ng official.

(2) Awitten statenent, not to exceed 20 doubl e-spaced pages,
expl ai ni ng why respondent's decision to suspend or propose revocation
of appellant's certification or to take adverse action regarding
wi t hdrawal of approval of the accreditation body is incorrect
(appellant's brief).

(b) Respondent's docunents and brief. Wthin 30 days after
recei ving a copy of the acknow edgnent of the request for review the
respondent shall submt to the reviewng official the followwng (wth a
copy to the appellant):

(1) Areviewfile containing docunents supporting respondent's

file:///F|/SCrowley/My%20Documents/My%20D ocuments/OM B/OM B%207%202006/42%20CFR%20Part%208_Attachment%20A.htm (72 of 78)7/24/2006 4:29:18 PM



file:///F|/SCrowley/My%20Documents/My%20Documents/OM B/OM B%207%202006/42%20CFR%20Part%208_Attachment%20A .htm

decision to suspend or revoke appellant's certification, or approval as
an accreditation body, tabbed and organi zed chronol ogically, and
acconpani ed by an index identifying each docunent. Only essenti al
docunents should be subnitted to the review ng official

(2) Awitten statenment, not exceedi ng 20 doubl e- spaced pages in
| ength, explaining the basis for suspension, proposed revocation, or
adverse action (respondent's brief).

(c) Reply briefs. Wthin 10 days after receiving the opposing
party's subm ssion, or 20 days after receiving acknow edgnent of the
request for review, whichever is later, each party may submt a short
reply not to exceed 10 doubl e- spaced pages.

(d) Cooperative efforts. Whenever feasible, the parties should
attenpt to develop a joint reviewfile.

(e) Excessive docunentation. The review ng official may take any
appropriate steps to reduce excessive docunentation, including the
return of or refusal to consider docunentation found to be irrel evant,
redundant, or unnecessary.

(f) Discovery. The use of interrogatories, depositions, and other
fornms of discovery shall not be all owed.

Sec. 8.27 (pportunity for oral presentation

(a) Electing oral presentation. |If an opportunity for an oral
presentation is desired, the appellant shall request it at the tine it
submits its witten request for reviewto the reviewing official. The
reviewing official will grant the request if the official determnes
that the deci sionmaki ng process will be substantially aided by ora
presentations and argunents. The reviewi ng official may al so provide
for an oral presentation at the official's own initiative or at the
request of the respondent.

(b) Presiding official. The reviewing official or designee will be
the presiding official responsible for conducting the oral
presentati on.

(c) Prelimnary conference. The presiding official may hold a
prehearing conference (usually a tel ephone conference call) to consider
any of the followng: Sinplifying and clarifying issues; stipulations
and admi ssions; limtations on evidence and witnesses that will be
presented at the hearing; tinme allotted for each witness and the
heari ng al toget her; scheduling the hearing; and any other matter that
will assist in the review process. Normally, this conference will be
conducted infornally and off the record; however, the presiding
official nay, at the presiding official's discretion, produce a witten
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docunent sunmari zi ng the conference or transcribe the conference,
either of which will be nmade a part of the record.

(d) Time and place of oral presentation. The presiding official
will attenpt to schedule the oral presentation within 45 days of the
date appellant's request for reviewis received or within 15 days of
subni ssion of the last reply brief, whichever is later. The oral
presentation will be held at a tine and place deternined by the
presiding official follow ng consultation with the parties.

(e) Conduct of the oral presentation.--(1) General. The presiding
official is responsible for conducting the oral presentation. The
presiding official may be assisted by one or nore HHS officers or
enpl oyees or consultants in conducting the oral presentation and
reviewi ng the evidence. Wile the oral

[[ Page 4101]]

presentation will be kept as informal as possible, the presiding
official nay take all necessary steps to ensure an orderly proceeding.

(2) Burden of proof/standard of proof. In all cases, the respondent
bears the burden of proving by a preponderance of the evidence that its
deci sion to suspend, propose revocation, or take adverse action is
appropriate. The appellant, however, has a responsibility to respond to
the respondent's allegations with evidence and argunment to show t hat
the respondent is incorrect.

(3) Adnmission of evidence. The rul es of evidence do not apply and
the presiding official will generally admt all testinonial evidence
unless it is clearly irrelevant, immuaterial, or unduly repetitious.
Each party may make an opening and cl osing statenment, may present
Wi t nesses as agreed upon in the pre-hearing conference or otherwi se,
and may question the opposing party's wi tnesses. Since the parties have
anpl e opportunity to prepare the review file, a party may introduce
addi ti onal docunentation during the oral presentation only with the
perm ssion of the presiding official. The presiding official may
question witnesses directly and take such other steps necessary to
ensure an effective and efficient consideration of the evidence,
including setting tine limtations on direct and cross-exani nations.

(4) Motions. The presiding official may rule on notions including,
for exanple, nmotions to exclude or strike redundant or inmateri al
evidence, notions to dism ss the case for insufficient evidence, or
notions for summary judgnent. Except for those nmade during the hearing,
all notions and opposition to notions, including argunment, nust be in
witing and be no nore than 10 doubl e-spaced pages in length. The
presiding official will set a reasonable tine for the party opposing
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the notion to reply.

(5) Transcripts. The presiding official shall have the ora
presentation transcri bed and the transcript shall be nade a part of the
record. Either party may request a copy of the transcript and the
requesting party shall be responsible for paying for its copy of the
transcri pt.

(f) Qostruction of justice or making of false statenents.
bstruction of justice or the nmaking of false statenents by a w tness
or any other person may be the basis for a crimnal prosecution under
18 U.S.C. 1001 or 1505.

(g) Post-hearing procedures. At the presiding official's
di scretion, the presiding official may require or permt the parties to
subnit post-hearing briefs or proposed findings and concl usi ons. Each
party may submit comments on any nmjor prejudicial errors in the
transcript.

Sec. 8.28 Expedited procedures for review of inmediate suspension.

(a) Applicability. Wen the Secretary notifies a treatnent program
inwiting that its certification has been i medi ately suspended, the
appel l ant may request an expedited review of the suspension and any
proposed revocation. The appel |l ant nust submit this request in witing
to the reviewing official within 10 days of the date the OIP received
notice of the suspension. The request for review nust include a copy of
t he suspensi on and any proposed revocation, a brief statement of why
the decision to suspend and propose revocation is incorrect, and the
appel lant's request for an oral presentation, if desired. A copy of the
request for review nust also be sent to the respondent.

(b) Reviewing official's response. As soon as practicable after the
request for reviewis received, the reviewwng official will send an
acknow edgrment with a copy to the respondent.

(c) Review file and briefs. Wthin 10 days of the date the request
for reviewis received, but no later than 2 days before an ora
presentation, each party shall submit to the reviewi ng official the
fol | owi ng:

(1) Areviewfile containing essential documents relevant to the
revi ew, tabbed, indexed, and organi zed chronol ogi cal ly; and

(2) Awitten statenent, not to exceed 20 doubl e-spaced pages,
expl aining the party's position concerning the suspension and any
proposed revocation. No reply brief is permtted.

(d) Oal presentation. If an oral presentation is requested by the
appel l ant or otherwi se granted by the reviewing official in accordance
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with Sec. 8.27(a), the presiding official will attenpt to schedul e the
oral presentation within 20 to 30 days of the date of appellant's
request for review at a tine and place determ ned by the presiding
official following consultation with the parties. The presiding
official may hold a pre-hearing conference in accordance wth

Sec. 8.27(c) and will conduct the oral presentation in accordance with
the procedures of Secs. 8.27(e), (f), and (9g).

(e) Witten decision. The reviewing official shall issue a witten
deci si on uphol di ng or denying the suspension or proposed revocati on and
will attenpt to issue the decision within 7 to 10 days of the date of

the oral presentation or within 3 days of the date on which the
transcript is received or the date of the |ast subm ssion by either
party, whichever is later. Al other provisions set forth in Sec. 8.33
apply.

(f) Transm ssion of witten communi cati ons. Because of the
I mportance of tineliness for these expedited procedures, all witten
conmmuni cati ons between the parties and between either party and the
reviewi ng official shall be sent by facsimle transm ssion, persona
service, or comercial overnight delivery service.

Sec. 8.29 Ex parte communi cati ons.

Except for routine adm nistrative and procedural matters, a party
shall not comrunicate with the reviewi ng or presiding official wthout
notice to the other party.

Sec. 8.30 Transnission of witten conmunications by review ng official
and cal cul ati on of deadl i nes.

(a) Timely review. Because of the inportance of a tinmely review,
the reviewing official should normally transmt witten comunications
to either party by facsimle transm ssion, personal service, or
comerci al overnight delivery service, or certified mail, return
recei pt requested, in which case the date of transnission or day
followng mailing wll be considered the date of receipt. In the case
of conmuni cations sent by regular mail, the date of receipt will be
considered 3 days after the date of mailing.

(b) Due date. In counting days, include Saturdays, Sundays, and
hol i days. However, if a due date falls on a Saturday, Sunday, or
Federal holiday, then the due date is the next Federal working day.
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Sec. 8.31 Authority and responsibilities of the reviewing official.

In addition to any other authority specified in this subpart C, the
reviewi ng official and the presiding official, with respect to those
authorities involving the oral presentation, shall have the authority
to i ssue orders; exam ne w tnesses; take all steps necessary for the
conduct of an orderly hearing; rule on requests and notions; grant
extensions of time for good reasons; dismss for failure to neet
deadl i nes or other requirenents; order the parties to subnit rel evant
i nformati on or witnesses; renmand a case for further action by the
respondent; waive or nodify these procedures in a specific case,
usually with notice to the parties; reconsider a decision of the
reviewing official where a party pronptly alleges a clear error of fact
or law, and to take any other action necessary to resolve disputes in
accordance wth the objectives of the procedures in this subpart.

[[ Page 4102]]
Sec. 8.32 Admnistrative record.

The adm ni strative record of review consists of the review file;
ot her subm ssions by the parties; transcripts or other records of any
neeti ngs, conference calls, or oral presentation; evidence subnmitted at
the oral presentation; and orders and other docunents issued by the
reviewi ng and presiding officials.

Sec. 8.33 Witten decision

(a) Issuance of decision. The reviewing official shall issue a
witten decision uphol ding or denying the suspension, proposed
revocation, or adverse action. The decision will set forth the reasons
for the decision and describe the basis for that decision in the
record. Furthernore, the reviewing official may remand the matter to
the respondent for such further action as the reviewing official deens
appropri ate.

(b) Date of decision. The reviewing official will attenpt to issue
the decision within 15 days of the date of the oral presentation, the
date on which the transcript is received, or the date of the |ast
subni ssion by either party, whichever is later. If there is no oral
presentation, the decision will nornmally be issued within 15 days of
the date of receipt of the last reply brief. Once issued, the review ng
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official will inmediately comunicate the decision to each party.

(c) Public notice and comuni cations to the Drug Enforcenent
Adm ni stration (DEA). (1) If the suspension and proposed revocation of
OTP certification are upheld, the revocation of certification wll
becone effective inmediately and the public will be notified by
publication of a notice in the Federal Register. SAMHSA will notify DEA
within 5 days that the OTP's registration should be revoked.

(2) If the suspension and proposed revocation of OIP certification
are denied, the revocation wll not take effect and the suspension wl|
be lifted i medi ately. Public notice will be given by publication in
the Federal Register. SAVHSA will notify DEA within 5 days that the
OTP's registration should be restored, if applicable.

Sec. 8.34 Court review of final adm nistrative action; exhausti on of
adm ni strative renedi es.

Before any legal action is filed in court challenging the
suspensi on, proposed revocation, or adverse action, respondent shal
exhaust administrative renmedi es provided under this subpart, unless
ot herwi se provided by Federal |law. The reviewing official's decision
under Sec. 8.28(e) or Sec. 8.33(a), constitutes final agency action as
of the date of the decision

[FR Doc. 01-723 Filed 1-16-01; 8:45 ani
Bl LLI NG CODE 4160-01-P
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