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§8.645

§8.645 What are the responsibilities of
practitioners who do not submit a
renewal Request for Patient Limit
Increase, or whose renewal request
is denied?

Practitioners who are approved to
treat up to 275 patients in accordance
with §8.625, but who do not renew their
Request for Patient Limit Increase, or
whose renewal request is denied, shall
notify, under §8.620(b)(7) in a time pe-
riod specified by SAMHSA, all patients
affected above the 100 patient limit,
that the practitioner will no longer be
able to provide MAT services using
covered medications and make every
effort to transfer patients to other ad-
diction treatment.

§8.650 Can SAMHSA’s approval of a
practitioner’s Request for Patient
Limit Increase be suspended or re-
voked?

(a) SAMHSA, at any time during a
practitioner’s 3 year approval term,
may suspend or revoke its approval of
a practitioner’s Request for Patient
Limit Increase under §8.625 if it is de-
termined that:

(1) Immediate action is necessary to
protect public health or safety;

(2) The practitioner made misrepre-
sentations in the practitioner’s Re-
quest for Patient Limit Increase;

(3) The practitioner no longer satis-
fies the requirements of this subpart;
or

(4) The practitioner has been found to
have violated the CSA pursuant to 21
U.S.C. 824(a).

(b) [Reserved]

§8.655 Can a practitioner request to
temporarily treat up to 275 patients
in emergency situations?

(a) Practitioners with a current waiv-
er to prescribe up to 100 patients and
who are not otherwise eligible to treat
up to 275 patients under §8.610 may re-
quest a temporary increase to treat up
to 275 patients in order to address
emergency situations as defined in §8.2
if the practitioner provides informa-
tion and documentation that:

(1) Describes the emergency situation
in sufficient detail so as to allow a de-
termination to be made regarding
whether the situation qualifies as an
emergency situation as defined in §8.2,
and that provides a justification for an
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immediate increase in that practi-
tioner’s patient limit;

(2) Identifies a period of time, not
longer than 6 months, in which the
higher patient limit should apply, and
provides a rationale for the period of
time requested; and

(3) Describes an explicit and feasible
plan to meet the public and individual
health needs of the impacted persons
once the practitioner’s approval to
treat up to 275 patients expires.

(b) Prior to taking action on a practi-
tioner’s request under this section,
SAMHSA shall consult, to the extent
practicable, with the appropriate gov-
ernmental authorities in order to de-
termine whether the emergency situa-
tion that a practitioner describes justi-
fies an immediate increase in the high-
er patient limit.

(c) If SAMHSA determines that a
practitioner’s request under this sec-
tion should be granted, SAMHSA will
notify the practitioner that his or her
request has been approved. The period
of such approval shall not exceed six
months.

(d) If a practitioner wishes to receive
an extension of the approval period
granted under this section, he or she
must submit a request to SAMHSA at
least 30 days before the expiration of
the six month period, and certify that
the emergency situation as defined in
§8.2 necessitating an increased patient
limit continues. Prior to taking action
on a practitioner’s extension request
under this section, SAMHSA shall con-
sult, to the extent practicable, with
the appropriate governmental authori-
ties in order to determine whether the
emergency situation that a practi-
tioner describes justifies an extension
of an increase in the higher patient
limit.

(e) Except as provided in this section
and §8.650, requirements in other sec-
tions under subpart F of this part do
not apply to practitioners receiving
waivers in this section.
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