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§8.5

(6) All reporting requirements listed
in this section shall be provided to
SAMHSA at the address specified in
§8.3(b).

(e) Complaint response. Accreditation
bodies shall have policies and proce-
dures to respond to complaints from
SAMHSA, patients, facility staff, and
others, within a reasonable period of
time but not more than 5 days of the
receipt of the complaint. Accreditation
bodies shall also agree to notify
SAMHSA within 48 hours of receipt of
a complaint and keep SAMHSA in-
formed of all aspects of the response to
the complaint.

(f) Modifications of accreditation ele-
ments. Accreditation bodies shall ob-
tain SAMHSA’s authorization prior to
making any substantive (i.e., nonedi-
torial) change in accreditation ele-
ments.

(g) Conflicts of interest. The accredita-
tion body shall maintain and apply
policies and procedures that SAMHSA
has approved in accordance with §8.3 to
reduce the possibility of actual conflict
of interest, or the appearance of a con-
flict of interest, on the part of individ-
uals who act on behalf of the accredita-
tion body. Individuals who participate
in accreditation surveys or otherwise
participate in the accreditation deci-
sion or an appeal of the accreditation
decision, as well as their spouses and
minor children, shall not have a finan-
cial interest in the OTP that is the
subject of the accreditation survey or
decision.

(h) Accreditation teams. (1) An accredi-
tation body survey team shall consist
of healthcare professionals with exper-
tise in drug abuse treatment and, in
particular, opioid treatment. The ac-
creditation body shall consider factors
such as the size of the OTP, the antici-
pated number of problems, and the
OTP’s accreditation history, in deter-
mining the composition of the team.
At a minimum, survey teams shall con-
sist of at least two healthcare profes-
sionals whose combined expertise in-
cludes:

(i) The dispensing and administration
of drugs subject to control under the
Controlled Substances Act (21 U.S.C.
801 et seq.);

(ii) Medical issues relating to the
dosing and administration of opioid
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agonist treatment medications for the
treatment of opioid addiction;

(iii) Psychosocial counseling of indi-
viduals undergoing opioid treatment;
and

(iv) Organizational and administra-
tive 1issues associated with opioid
treatment programs.

(2) Members of the accreditation
team must be able to recuse them-
selves at any time from any survey in
which either they or the OTP believes
there is an actual conflict of interest
or the appearance of a conflict of inter-
est.

(i) Accreditation fees. Fees charged to
OTPs for accreditation shall be reason-
able. SAMHSA generally will find fees
to be reasonable if the fees are limited
to recovering costs to the accreditation
body, including overhead incurred. Ac-
creditation body activities that are not
related to accreditation functions are
not recoverable through fees estab-
lished for accreditation.

(1) The accreditation body shall
make public its fee structure, includ-
ing those factors, if any, contributing
to variations in fees for different OTPs.

(2) At SAMHSA’s request, accredita-
tion bodies shall provide to SAMHSA
financial records or other materials, in
a manner specified by SAMHSA, to as-
sist in assessing the reasonableness of
accreditation body fees.

§8.5 Periodic evaluation of accredita-
tion bodies.

SAMHSA will evaluate periodically
the performance of accreditation bod-
ies primarily by inspecting a selected
sample of the OTPs accredited by the
accrediting body and by evaluating the
accreditation body’s reports of surveys
conducted, to determine whether the
OTPs surveyed and accredited by the
accreditation body are in compliance
with the Federal opioid treatment
standards. The evaluation will include
a determination of whether there are
major deficiencies in the accreditation
body’s performance that, if not cor-
rected, would warrant withdrawal of
the approval of the accreditation body
under §8.6.
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