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[ Federal Register: March 19, 2001 (Vol une 66, Nunber 53)]

[ Rul es and Regul ati ons]

[ Page 15347-15348]

From the Federal Register Online via GPO Access [wai S. access. gpo. gov]
[DOCI D: fr19nr 01- 3]

DEPARTMENT OF HEALTH AND HUVMAN SERVI CES

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

42 CFR Part 8

RI'N 0910- AA52

Opioid Drugs in M ntenance and Detoxification Treatnent of

Opi at e Addi ction; Repeal of Current Regul ations and | ssuance of New
Regul ations: Delay of Effective Date and Resultant Anmendnents to the
Final Rul e

AGENCY: Substance Abuse and Mental Health Services Adm nistration,
Departnent of Health and Human Servi ces.

ACTION: Final rule; delay of effective date and resultant anendnents
to
the final rule.

SUVMARY: | n accordance with the nmenorandum of January 20, 2001, from
the Assistant to the President and Chief of Staff, entitled

""Reqgul atory Review Plan,'"' published in the Federal Register on
January 24, 2001, this action tenporarily delays for 60 days the
effective date of the rule entitled "~ Opioid Drugs in Mintenance and
Det oxi fication Treatnment of Opiate Addiction; Repeal of Current
Regul ati ons and | ssuance of New Regul ations'' published in the Federal
Regi ster on January 17, 2001 (66 FR 4076). It al so anends the final

file:///F|/SCrowley/My%20Documents/My%20Documents/...ments%20t0%20the%20Final %20Rule_Attachment%20B.htm (1 of 4)7/24/2006 4:31:32 PM



file:/I/F|/SCrowley/My%20Documents/My%20Documents/OM B/OM B%20...006/ Ammendments%20to%20the%620Fi nal %20Rule_Attachment%20B.htm

rul e published on January 17 to extend by 60 days the dates outlines

I n

the rule for transitional certification of opioid treatnment prograns
SO

as to be consistent with extending the effective date by that anount
of

time. That rule repealed the existing narcotic treatnent regul ations
enforced by the Food and Drug Adm nistration (FDA), and created a new
regul atory system based on an accreditation nodel. It also shifted
adm ni strative responsibility and oversight of the programfrom FDA to
SAMHSA.

DATES: This rule is effective March 18, 2001. The effective date of

t he

" Opioid Drugs in Maintenance and Detoxification Treatnment of Opiate
Addi ction'' published in the Federal Register on January 17, 2001 (66
FR 4076), is delayed for 60 days, from March 19, 2001 to a new
effective date of May 18, 2001.

FOR FURTHER | NFORMATI ON CONTACT: Nichol as Reuter, Center for Substance
Abuse Treatment (CSAT), SAMHSA, Rockwell 11, 5600 Fishers Lane, Rm 12-
05, Rockville, MD 20857, 301-443-0457, enumil: nreuter @ansha. gov.

SUPPLEMENTARY | NFORMATI ON: To the extent that 5 U . S. C. section 553
applies to this action, it is exenpt fromnotice and comment because
it

constitutes a rule of procedure under 5 U S. C. section 553(b)(A).

Al ternatively, the Departnent's inplenentation of this rule wthout
opportunity for public comment, effective imrediately upon publication
today in the Federal Register, is based on the good cause exceptions
in

5 U S C section 553(b)(B) and 553(b)(3). Seeking public comment is

I npracticabl e, unnecessary and contrary to the public interest. The
tenporary 60-day delay in effective date is necessary to give
Departnent officials the opportunity for further review and

consi deration of new regul ations, consistent with the Assistant to the
Presi dent's nmenorandum of January 20, 2001. G ven the inm nence of the
effective date, seeking prior public comment on this tenporary del ay
woul d have been inpractical, as well as contrary to the public

I nt er est

in the orderly pronul gation and i npl enentation of regul ati ons.

Li st of Subjects in 42 CFR Part 8
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Heal t h prof essions, Levo-Al pha-Acetyl - Met hadol (LAAM, Methadone,
Reporting and recordkeepi ng requirenents.

Dat ed: January 14, 2001.
Tommy G Thonpson,
Departnent of Health and Human Servi ces.

For the reasons set forth above, Part 8 of Title 42 of the Code of
Federal Regul ations is anended as foll ows:

1. The authority citation for Part 8 continue to read as foll ows:

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-11.

2. Section 8.11(d) is revised to read as foll ows:

Sec. 8.11 Opioid treatnent programcertification.

*x * % % *

[[ Page 15348]]

(d) Transitional certification. OIPs that before May 18, 2001 were
the subject of a current, valid approval by FDA under 21 CFR, part 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)(11) of this section. Such " “transitional
certification'' wll expire on August 17, 2001 unless the OTP submts
the informati on required by paragraph (b) of this section to SAMHSA on
or before August 17, 2001. In addition to this application, OIPs nust
certify wwth a witten statenent signed by the program sponsor, that
they wll apply for accreditation wthin 90 days of the date SAMHSA
approves the second accreditation body. Transitional certification, in
that case, will expire on May 19, 2003. SAMHSA may extend the
transitional certification of an OIP for up to one additional year
provi ded the OTP denonstrates that it has applied for accreditation,
that an accreditation survey has taken place or is schedul ed to take
pl ace, and that an accreditation decision is expected wthin a
reasonabl e period of tinme (e.g., within 90 days fromthe date of
survey). Transitional certification under this section may be
suspended
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or revoked in accordance with Sec. 8. 14.

*x * % % *

[ FR Doc. 01-6745 Filed 3-16-01; 8:45 am
Bl LLI NG CODE 4160- 20-M
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