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DEPARTVMENT OF HEALTH AND HUVMAN SERVI CES
Subst ance Abuse and Mental Health Services Adm nistration
42 CFR Part 8

RI'N 0910- AA52

Opioid Drugs in M ntenance and Detoxification Treatnent of
Opi ate Addi ction; Addition of Buprenorphi ne and Buprenor phine
Conbi nation to List of Approved Opioid Treatnent Mdications

AGENCY: Substance Abuse and Mental Health Services Adm ni stration
(SAVHSA), Departnent of Health and Human Servi ces.

ACTION: Interimfinal rule.

SUVMARY: This interimfinal rule anends the Federal opioid treatnent
program regul ati ons by addi ng buprenor phi ne and buprenor phi ne

conbi nati on products to the list of approved opioid treatnent

nmedi cations that may be used in federally certified and registered
opioid treatnent prograns. The Food and Drug Adm nistration (FDA)
recently approved Subutex[reg] (buprenorphine) and Suboxone[reg]
(buprenorphine in fixed conbination with nal oxone) for the treatnent
of

opi at e dependence. These two products will join nethadone and
ORLAAM reg] as nedications that may be used in opioid treatnent
prograns for the maintenance and detoxification treatnent of opioid
dependence. Opioid treatnent prograns that choose to use these new
products in the treatnent of opioid dependence will adhere to the sane
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Federal treatnent standards established for nethadone and ORLAAM req].
The Secretary invites public conmments on this action.

DATES:. This interimfinal rule is effective May 22, 2003. This interim
final rule is also being presented here for public comments. Witten
coments nust be received by the Substance Abuse and Mental Health
Services Adm ni stration (SAVHSA) on or before July 21, 2003.

ADDRESSES: Comments shoul d be submitted to the Division of

Phar macol ogi ¢ Therapy, Center for Substance Abuse Treatnent, Rockwal l
I, Room 6-18, 5600 Fishers Lane, Rockville, NMD, 20857; Attention: DPT
Federal Register Representative.

FOR FURTHER | NFORMATI ON CONTACT: Ni chol as Reuter, Center for Substance
Abuse Treatnent (CSAT), Division of Pharmacol ogi ¢ Therapy, SAMHSA,
Rockwal | Il Room 6-18, 5600 Fi shers Lane, Rockville, ND 20857, 301-443-
0457, emmil: nreuter @ansha. gov.

SUPPLEMENTARY | NFORMATI ON:

Backgr ound

In a rul e docunent published in the Federal Register of January
17,
2001 (66 FR 4076, January 17, 2001), the Substance Abuse and Ment al
Heal t h Servi ces Adm nistration (SAVHSA) issued final regulations for
the use of narcotic drugs in maintenance and detoxification treatnent
of opioid addiction. That final rule established an accreditation-
based
regul atory systemunder 42 CFR part 8 (° Certification of Opioid
Treatnment Prograns,'' ~ OIPs''). The regul ations al so established
(under Sec. 8.12) the Secretary's standards for the use of opioid
nmedi cations in the treatnent of addiction, including standards
regarding the quantities of opioid drugs which nay be provided for
unsupervi sed use.

Section 8.12(h) sets forth the standards for nedication
adm ni stration, dispensing and use. Under this section, OIPs shall use
only those opioid agonist treatnent nedications that are approved by
t he 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. The regulation |isted nethadone and | evonet hadyl
acetate (ORLAAMreg]) as the opioid agonist treatnent nedications
considered to be approved by the FDA for use in the treatnent of
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opioid

addi cti on.

On Cctober 8, 2002, FDA approved two new opioid treat nent

medi cati ons, buprenorphi ne and buprenorphi ne conbination for the
treatnment of opioid addiction. These nedications are controll ed under
schedule I'll of the Controlled Substances Act (T CSA '' 21 U. S . C
812) .

See final rule published Cctober 7, 2002 (67 FR 62354). By addi ng
t hese
two nedications to the previous |ist of approved opioid treatnent

medi cati ons, the Secretary allows OIPs to use buprenorphi ne and

bupr enor phi ne conbi nation for the treatnent of opioid addiction. OIPs
wi |l apply the sane treatnent standards that were finalized on January
17, 2001, for nethadone and ORLAAM req].

Summary of Regul ation

The opioid treatnent programregul ations (42 CFR part 8) establish
the procedures by which the Secretary wll determ ne whether a
practitioner is qualified under section 303(g) of the CSA (21 U S.C
823(g) (1)) to dispense certain therapeutic narcotic drugs in the
treatnent of individuals suffering fromnarcotic addiction. These
regul ati ons

[[ Page 27938]]

al so establish the Secretary's standards regardi ng the appropriate
quantities of narcotic drugs that nay be provided for unsupervised use
by i ndivi dual s undergoi ng such treatnment (21 U S.C. 823(g) (3)). (See
also 42 U . S. C. 257a.)

This interimfinal rule does not change any of the provisions in
subpart A (Accreditation) or subpart C (Procedures for Review of
Suspensi on or Proposed Revocation of OTP Certification, and of Adverse
Action Regarding Wthdrawal of Approval of an Accreditation Body).
| nstead, the rule provides for a mnor anendnent to subpart B,
Certification and Treatnent Standards. The rul e anends only one
section
of subpart B, section 8.12(h)(2) Medication adm nistration,

di spensi ng,
and use.

Under 42 CFR 8.12(h)(2), OIPs are |imted to using only those
opi oi d agoni st treatnent nedications that are approved by the Food and
Drug Adm nistration under section 505 of the Federal Food, Drug, and
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Cosnetic Act (21 U S.C. 355). This section notes that "~ "currently the

foll owm ng nedications will be considered to be approved by the Food
and

Drug Adm nistration for use in the treatnent opioid addiction: (i)
Met hadone; and (ii) | evonethadyl acetate (LAAM.'' The effect of this

rule is to add buprenorphi ne and buprenor phi ne conbination to this
li st
by adding a newitem (iii).

Justification for InterimFinal Rule

The Adm nistrative Procedure Act (5 U S. C. 553) requires agencies
to follow certain procedures for informal rul emaking, including
publication of proposed rules in the Federal Register wth an
opportunity for public comment. Section 553(b)(B) all ows agencies to
di spense with prior notice and opportunity for public comment if the
agency finds for good cause that use of such procedures is
I npracticabl e, unnecessary, or contrary to the public interest.
Section
553(d)(3) permts the Secretary to waive the 30 day effective date if
It is contrary to the public interest.

The Secretary has determ ned that good cause exists for
publ i cati on
of this rule without prior notice and opportunity for public conmment
and wi thout a del ayed effective date since such procedures are
contrary
to the public interest and unnecessary. It is contrary to the public
Interest to deny OTPs' access to this inportant new nedication for the
treatment of persons addicted to opioids. As conpared to net hadone and
ORLAAM [reg], buprenorphine and buprenorphi ne conbi nati on are
particularly useful in treating patients who have had a shorter course
of addiction. Simlarly, it would be contrary to the public interest
to
deny patients access to such prescription drugs from OIPs particularly
In areas in which there are no physicians who have obtai ned a wai ver
under the Drug Addiction Treatnent Act of 2000 ( " DATA,'' section 3502
of Pub. L. 106-310).

To further el aborate, while OIPs may continue to use net hadone and
ORLAAM [reg] for nedicated assisted treatnent, buprenorphi ne and

bupr enor phi ne conbi nations wll provide OIPs with an inportant
additional option for the treatnent of addiction. |Indeed, because of
its ~“partial'' agonist pharmacol ogy, buprenorphine will provide

prograns with nore flexibility in finding the nost appropriate
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medi cation for each patient. It would thus be contrary to the public
interest to delay the availability of buprenorphi ne products.

In addition to the public interest in having buprenorphine and
bupr enor phi ne conbi nati on products available for treatnent use as soon
as possible, prior notice and comrent procedures are unnecessary.
Currently, the rule states: "~ OIPs shall use only those opioid agoni st
treatment nedications that are approved by the Food and Drug
Adm nistration * * * for use in the treatnent of opioid addiction * *
*. Currently the foll owm ng opioid agoni st treatnment nedications w |
be
considered to be approved by the Food and Drug Adm ni station for use
in
the treatnment of opioid addiction: (i) Methadone; and (ii)

Levonet hadyl

acetate (LAAM.'' Because the buprenorphi ne products have been
approved

by the FDA as required by section 8.12(h)(2), the proposed
nodi fi cation

I's technical in nature in that it sinply adds buprenorphi ne and

bupr enor phi ne conbination to the |ist of FDA-approved nedi cations that
may be used by OTPs. Thus, conment is not necessary before finalizing
this change to the regul ation.

Al t hough we are nmaking the rule effective imedi ately w t hout
first
obt ai ning public comment, we are providing for a 60-day comment period
after publication. Specifically, we seek comments on the applicability
of the existing OTP rules to these newy approved nedi cations.

Anal ysi s of Econom c | npacts

The Secretary has exam ned the inpact of this interimfinal rule
under Executive Order 12866. Executive Order 12866 directs Federal
agencies to assess all costs and benefits of avail able regul atory
al ternatives and, when regulation is necessary, to select regulatory
approaches that nmaxim ze net benefits (including potential economc,
environnental, public health and safety, and other advantages,

di stributive inpacts, and equity). This interimfinal rule does not
establish additional regulatory requirenents, it allows an activity
that is otherw se prohibited. According to Executive Order 12866, a
regul atory action is ~“significant'' if it nmeets any one of a nunber
of

specified conditions, including having an annual effect on the econony
of $100 million; adversely affecting in a material way a sector of the
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econony, conpetition, or jobs; or if it raises novel l|legal or policy

I ssues. A detail ed discussion of the Secretary's analysis is contained
in the recent opioid treatnent final rule published in the Federal

Regi ster of January 17, 2001 (66 FR 4086-4090). That notice descri bed
the inpact of the opioid treatnent regul ati ons, analyzed alternatives,
and considered coments fromsnmall entities.

The Secretary also finds that this rule is a not a significant
regul atory action as defined by Executive Order 12866. The rule nerely
adds bupr enor phi ne and buprenor phi ne conbi nati on products to the |i st
of nedications that may be used in the detoxification or maintenance
treatment of opioid dependence. If opioid treatnent prograns choose to
use the new nedications, the new nedications will be used in
accor dance
wth the standards set forth in the January 17, 2001, final rule (66
FR
4090). No new regulatory requirenents are inposed by this interim
final
rul e.

For the reasons outlined above, the Secretary has determ ned that
this interimfinal rule will not have a significant inpact upon a
substantial nunber of small entities within the neaning of the
Regul atory Flexibility Act (5 U S.C. 605(b)). Therefore an initial
regul atory flexibility analysis is not required for this interimfinal
rul e.

The Secretary has determned that this rule is not a major rule
for
t he purpose of congressional review For the purpose of congressional
review, a major rule is one which is likely to cause an annual effect
on the econony of $100 million; a major increase in costs or prices;
significant effects on conpetition, enploynent, productivity, or
I nnovation; or significant effects on the ability of U S. -based
enterprises to conpete with foreign-based enterprises in donestic or
export markets. This is not a major rule under the Small Busi ness
Regul at ory Enforcenent Fairness Act of 1996 ( SBREFA).

The Secretary has exam ned the inpact of this rule under the
Unf unded Mandat es Reform Act of 1995 (UMRA)

[[ Page 27939]]
(Pub. L. 104-4). This rule does not trigger the requirenent for a
witten statenent under section 202(a) of the UVRA because it does not

I npose a mandate that results in an expenditure of $100 m |l lion
(adjusted annually for inflation) or nore by State, |ocal, and tri bal
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governnents in the aggregate, or by the private sector, in any one
year.

Envi ronnent al | npact

The Secretary has previously considered the environnental effects
of this rule as announced in the final rule (66 FR 4076 at 4088). No
new i nformation or comments have been received that would affect the
agency's previous determnation that there is no significant inpact on
the human environnent and that neither an environnental assessnent nor
an environnmental inpact statenent is required.

Executive Order 13132: Federalism

The Secretary has analyzed this interimfinal 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
inplications'' refer to regulations, |egislative conmments or proposed
| egi sl ation, and other policy statenents or actions that have
substantial direct effects on the States, on the relationship between
the national governnent and the States, or on the distribution of
power
and responsibilities anong the various |evels of governnent.

The Secretary is publishing this interimfinal rule to nodify
mninmally treatnent regul ations that provide for the use of approved
opi oi d agoni st treatnent nedications in the treatnent of opiate
addi ction. The Narcotic Addict Treatnment Act (the NATA, Pub. L. 93-
281)
nodi fied the Control |l ed Substances Act (CSA) to establish the basis
for
the Federal control of narcotic addiction treatnent by the Attorney
CGeneral and the Secretary. Because enforcenent of these sections of
t he
CSA is a Federal responsibility, there should be little, if any,

I npact

fromthis rule on the distribution of power and responsibilities anong
the various |levels of governnent. In addition, this interimfinal rule
does not preenpt State |aw. Accordingly, the Secretary has determ ned
that this interimfinal rule does not contain policies that have
federalisminplications or that preenpt State | aw.
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Paper wor k Reduction Act of 1995

This interimfinal rule adds buprenorphi ne and buprenorphi ne
conbi nati on products to the |list of approved nedications that nmay be
used in SAMHSA-certified opioid treatnent prograns. The interimfinal
rul e establishes no new reporting or recordkeeping requirenents beyond
t hose discussed in the January 17, 2001, final rule (66 FR 4076 at
4088). The O fice of Managenent and Budget has approved the
I nformation
collection requirenents of the final rule under control nunber 0930-
0206.

Executive Order 13175: Consultation and Coordi nation Wth | ndi an
Tri bal
Gover nnent s

Executive Order 13175 (65 FR 67249, Novenber 6, 2000) requires us
to devel op an accountabl e process to ensure " “neaningful and tinely
I nput by tribal officials in the devel opnent of regul atory policies
that have tribal inplications.'' "~ "Policies that have tri bal
inplications'' defined in the Executive Order to include regul ations
that have " "substantial direct effects on one or nore Indian tribes,
on
the rel ationshi p between the Federal governnent and the Indian tribes,
or on the distribution of power and responsibilities between the
Federal governnent and Indian tribes."'

This interimfinal rule does not have tribal inplications. It wll
not have substantial direct effects on tribal governnents, on the
rel ati onship between the Federal governnment and Indian tribes, or on
the distribution of power and responsibilities between the Federal
governnment and Indian tribes, as specified in Executive Order 13175.

Dated: May 5, 2003.
Tommy G Thonpson,
Departnent of Health and Human Servi ces.

Li st of Subjects in 42 CFR Part 8

Heal t h professions, Levo-Al pha-Acetyl - Met hadol (LAAM, Methadone,
Reporting and recordkeepi ng requirenents.

0
For the reasons set forth above, part 8 of title 42 of the Code of
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Federal Regul ations is anmended as foll ows:
PART 8- - CERTI FI CATI ON OF OPI O D TREATMENT PROGRAMS

0
1. The authority citation for part 8 continues to read as foll ows:

Aut hority: 21 U S. C 823; Sections 301(d), 543, and 1976 of the
42 U.S.C. 257a, 290aa(d), 290 dd-2, 300x-23, 300x-27(a), 300y-I11.

0
2. Section 8.12(h) (2) is revised to read as foll ows:

Sec. 8.12 Federal opioid treatnent standards.

*x * % % *

(h)* * K

(2) OIPs shall use only those opioid agoni st treatnent nedications
that are approved by the Food and Drug Adm ni stration 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
ot her conditions set forth in the application my adm nister a drug
t hat has been authorized by the Food and Drug Adm nistration under an
I nvestigati onal new drug application under section 505(i) of the
Federal Food, Drug, and Cosnetic Act for investigational use in the
treatnent of opioid addiction. Currently the foll ow ng opioid agoni st
treatnment nedications will be considered to be approved by the Food
and
Drug Adm nistration for use in the treatnent of opioid addiction:

(1) Met hadone;

(ii) Levonethadyl acetate (LAAM; and

(ii1) Buprenorphine and buprenorphi ne conbi nati on products that
have been approved for use in the treatnment of opioid addiction.

*x * % % *

[FR Doc. 03-11469 Filed 5-21-03; 8:45 anj

Bl LLI NG CCDE 4160-20-P
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