Public Health Service, HHS

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

§8.15 Forms.

(a) SMA-162—Application for Certifi-
cation to Use Opioid Agonist Treat-
ment Medications for Opioid Treat-
ment.

(b) SMA-163—Application for Becom-
ing an Accreditation Body under §8.3.

Subpart C—Procedures for Review
of Suspension or Proposed
Revocation of OTP Cerlifi-
cation, and of Adverse Action
Regarding Withdrawal of Ap-
proval of an Accreditation
Body

§8.21 Applicability.

The procedures in this subpart apply
when:

(@) SAMHSA has notified an OTP in
writing 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 OTP 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 writing an op-
portunity for a review of the suspen-
sion or proposed revocation.

(c) SAMHSA has notified an accredi-
tation body of an adverse action taken
regarding withdrawal of approval of
the accreditation body under the regu-
lations in subpart A of this part; and

(d) The accreditation body has, with-
in 30 days of the date of the notifica-
tion, requested in writing an oppor-
tunity for a review of the adverse ac-
tion.

§8.22 Definitions.

The following definitions apply to
this subpart C.

(a) Appellant means:

(1) The treatment program which has
been notified of its suspension or pro-
posed revocation of its certification
under the regulations of this part and
has requested a review of the suspen-
sion or proposed revocation, or

(2) The accreditation body which has
been notified of adverse action regard-
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ing withdrawal of approval under the
regulations of this subpart and has re-
quested a review of the adverse action.

(b) Respondent means SAMHSA.

(c) Reviewing official means the per-
son or persons designated by the Sec-
retary who will review the suspension
or proposed revocation. The reviewing
official may be assisted by one or more
HHS officers or employees or consult-
ants in assessing and weighing the sci-
entific and technical evidence and
other information submitted by the ap-
pellant and respondent on the reasons
for the suspension and proposed revoca-
tion.

§8.23 Limitation on issues subject to
review.

The scope of review shall be limited
to the facts relevant to any suspension,
or proposed revocation, or adverse ac-
tion, the necessary interpretations of
the facts the regulations, in the sub-
part, and other relevant law.

§8.24 Specifying who represents the
parties.

The appellant’s request for review
shall specify the name, address, and
phone number of the appellant’s rep-
resentative. In its first written submis-
sion to the reviewing official, the re-
spondent shall specify the name, ad-
dress, and phone number of the re-
spondent’s representative.

§8.25 Informal review and the review-
ing official’s response.

(a) Request for review. Within 30 days
of the date of the notice of the suspen-
sion or proposed revocation, the appel-
lant must submit a written request to
the reviewing official seeking review,
unless some other time period is agreed
to by the parties. A copy must also be
sent to the respondent. The request for
review must include a copy of the no-
tice of suspension, proposed revocation,
or adverse action, a brief statement 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) Acknowledgment. Within 5 days
after receiving the request for review,
the reviewing official will send an ac-
knowledgment and advise the appellant



