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renewal of approval if it determines the 
applicant substantially meets the ac-
creditation body requirements of this 
subpart. 

(2) If SAMHSA determines that the 
applicant does not substantially meet 
the requirements set forth in this sub-
part. SAMHSA will notify the appli-
cant of the deficiencies in the applica-
tion and request that the applicant re-
solve such deficiencies within 90 days 
of receipt of the notice. If the defi-
ciencies are resolved to the satisfac-
tion of SAMHSA within the 90-day 
time period, the body will be approved 
as an accreditation body. If the defi-
ciencies have not been resolved to the 
satisfaction of SAMHSA within the 90- 
day time period, the application for ap-
proval as an accreditation body will be 
denied. 

(3) If SAMHSA does not reach a final 
decision on a renewal application be-
fore the expiration of an accreditation 
body’s term of approval, the approval 
will be deemed extended until 
SAMHSA reaches a final decision, un-
less an accreditation body does not rec-
tify deficiencies in the application 
within the specified time period, as re-
quired in paragraph (d)(2) of this sec-
tion. 

(e) Relinquishment of approval. An ac-
creditation body that intends to relin-
quish its accreditation approval before 
expiration of the body’s term of ap-
proval shall submit a letter of such in-
tent to SAMHSA, at the address in 
paragraph (b) of this section, at least 9 
months before relinquishing such ap-
proval. 

(f) Notification. An accreditation body 
that does not apply for renewal of ap-
proval, or is denied such approval by 
SAMHSA, relinquishes its accredita-
tion approval before expiration of its 
term of approval, or has its approval 
withdrawn, shall: 

(1) Transfer copies of records and 
other related information as required 
by SAMHSA to a location, including 
another accreditation body, and ac-
cording to a schedule approved by 
SAMHSA; and 

(2) Notify, in a manner and time pe-
riod approved by SAMHSA, all OTPs 
accredited or seeking accreditation by 
the body that the body will no longer 

have approval to provide accreditation 
services. 

(g) Term of approval. An accreditation 
body’s term of approval is for a period 
not to exceed 5 years. 

(h) State accreditation bodies. State 
governmental entities, including polit-
ical subdivisions thereof, may establish 
organizational units that may act as 
accreditation bodies, provided such 
units meet the requirements of this 
section, are approved by SAMHSA 
under this section, and have taken ap-
propriate measures to prevent actual 
or apparent conflicts of interest, in-
cluding cases in which State or Federal 
funds are used to support opioid treat-
ment services. 

§ 8.4 Accreditation body responsibil-
ities. 

(a) Accreditation surveys and for cause 
inspections. (1) Accreditation bodies 
shall conduct routine accreditation 
surveys for initial, renewal, and con-
tinued accreditation of each OTP at 
least every 3 years. 

(2) Accreditation bodies must agree 
to conduct for-cause inspections upon 
the request of SAMHSA. 

(3) Accreditation decisions shall be 
fully consistent with the policies and 
procedures submitted as part of the ap-
proved accreditation body application. 

(b) Response to noncompliant programs. 
(1) If an accreditation body receives or 
discovers information that suggests 
that an OTP is not meeting Federal 
opioid treatment standards, or if sur-
vey of the OTP by the accreditation 
body otherwise demonstrates one or 
more deficiencies in the OTP, the ac-
creditation body shall as appropriate 
either require and monitor corrective 
action or shall suspend or revoke ac-
creditation of the OTP, as appropriate 
based on the significance of the defi-
ciencies. 

(i) Accreditation bodies shall either 
not accredit or shall revoke the accred-
itation of any OTP that substantially 
fails to meet the Federal opioid treat-
ment standards. 

(ii) Accreditation bodies shall notify 
SAMHSA as soon as possible but in no 
case longer than 48 hours after becom-
ing aware of any practice or condition 
in an OTP that may pose a serious risk 
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to public health or safety or patient 
care. 

(iii) If an accreditation body deter-
mines that an OTP is substantially 
meeting the Federal opioid treatment 
standards, but is not meeting one or 
more accreditation elements, the ac-
creditation body shall determine the 
necessary corrective measures to be 
taken by the OTP, establish a schedule 
for implementation of such measures, 
and notify the OTP in writing that it 
must implement such measures within 
the specified schedule in order to en-
sure continued accreditation. The ac-
creditation body shall verify that the 
necessary steps are taken by the OTP 
within the schedule specified and that 
all accreditation elements are being 
substantially met or will be substan-
tially met. 

(2) Nothing in this part shall prevent 
accreditation bodies from granting ac-
creditation, contingent on promised 
programmatic or performance changes, 
to OTPs with less substantial viola-
tions. Such accreditation shall not ex-
ceed 12 months. OTPs that have been 
granted such accreditation must have 
their accreditation revoked if they fail 
to make changes to receive uncondi-
tional accreditation upon resurvey or 
reinspection. 

(c) Recordkeeping. (1) Accreditation 
bodies shall maintain records of their 
accreditation activities for at least 5 
years from the creation of the record. 
Such records must contain sufficient 
detail to support each accreditation de-
cision made by the accreditation body. 

(2) Accreditation bodies shall estab-
lish procedures to protect confidential 
information collected or received in 
their role as accreditation bodies that 
are consistent with, and that are de-
signed to ensure compliance with, all 
Federal and State laws, including 42 
CFR part 2. 

(i) Information collected or received 
for the purpose of carrying out accredi-
tation body responsibilities shall not 
be used for any other purpose or dis-
closed, other than to SAMHSA or its 
duly designated representatives, unless 
otherwise required by law or with the 
consent of the OTP. 

(ii) Nonpublic information that 
SAMHSA shares with the accreditation 
body concerning an OTP shall not be 

further disclosed except with the writ-
ten permission of SAMHSA. 

(d) Reporting. (1) Accreditation bodies 
shall provide to SAMHSA any docu-
ments and information requested by 
SAMHSA within 5 days of receipt of 
the request. 

(2) Accreditation bodies shall make a 
summary of the results of each accredi-
tation survey available to SAMHSA 
upon request. Such summaries shall 
contain sufficient detail to justify the 
accreditation action taken. 

(3) Accreditation bodies shall provide 
SAMHSA upon request a list of each 
OTP surveyed and the identity of all 
individuals involved in the conduct and 
reporting of survey results. 

(4) Accreditation bodies shall submit 
to SAMHSA the name of each OTP for 
which the accreditation body accredits 
conditionally, denies, suspends, or re-
vokes accreditation, and the basis for 
the action, within 48 hours of the ac-
tion. 

(5) Notwithstanding any reports 
made to SAMHSA under paragraphs 
(d)(1) through (d)(4) of this section, 
each accreditation body shall submit 
to SAMHSA semiannually, on January 
15 and July 15 of each calendar year, a 
report consisting of a summary of the 
results of each accreditation survey 
conducted in the past year. The sum-
mary shall contain sufficient detail to 
justify each accreditation action 
taken. 

(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. 

VerDate Mar<15>2010 12:48 Dec 02, 2013 Jkt 229185 PO 00000 Frm 00102 Fmt 8010 Sfmt 8010 Y:\SGML\229185.XXX 229185eh
ie

rs
 o

n 
D

S
K

2V
P

T
V

N
1P

R
O

D
 w

ith
 C

F
R



93 

Public Health Service, HHS § 8.6 

(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 
agonist treatment medications for the 
treatment of opioid addiction; 

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

(iv) Organizational and administra-
tive issues 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. 

§ 8.6 Withdrawal of approval of accred-
itation bodies. 

If SAMHSA determines that an ac-
creditation body is not in substantial 
compliance with this subpart, 
SAMHSA shall take appropriate action 
as follows: 

(a) Major deficiencies. If SAMHSA de-
termines that the accreditation body 
has a major deficiency, such as com-
mission of fraud, material false state-
ment, failure to perform a major ac-
creditation function satisfactorily, or 
significant noncompliance with the re-
quirements of this subpart, SAMHSA 
shall withdraw approval of that accred-
itation body. 

(1) In the event of a major deficiency, 
SAMHSA shall notify the accreditation 
body of the agency’s action and the 
grounds on which the approval was 
withdrawn. 

(2) An accreditation body that has 
lost its approval shall notify each OTP 
that has been accredited or is seeking 
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