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suspension and any proposed revoca-
tion. The appellant must submit this 
request in writing to the reviewing of-
ficial within 10 days of the date the 
OTP received notice of the suspension. 
The request for review must include a 
copy of the suspension and any pro-
posed revocation, a brief statement of 
why the decision to suspend and pro-
pose revocation is incorrect, and the 
appellant’s request for an oral presen-
tation, if desired. A copy of the request 
for review must also be sent to the re-
spondent. 

(b) Reviewing official’s response. As 
soon as practicable after the request 
for review is received, the reviewing of-
ficial will send an acknowledgment 
with a copy to the respondent. 

(c) Review file and briefs. Within 10 
days of the date the request for review 
is received, but no later than 2 days be-
fore an oral presentation, each party 
shall submit to the reviewing official 
the following: 

(1) A review file containing essential 
documents relevant to the review, 
tabbed, indexed, and organized chrono-
logically; and 

(2) A written statement, not to ex-
ceed 20 double-spaced pages, explaining 
the party’s position concerning the 
suspension and any proposed revoca-
tion. No reply brief is permitted. 

(d) Oral presentation. If an oral pres-
entation is requested by the appellant 
or otherwise granted by the reviewing 
official in accordance with § 8.27(a), the 
presiding official will attempt to 
schedule the oral presentation within 
20 to 30 days of the date of appellant’s 
request for review at a time and place 
determined by the presiding official 
following consultation with the par-
ties. The presiding official may hold a 
pre-hearing conference in accordance 
with § 8.27(c) and will conduct the oral 
presentation in accordance with the 
procedures of §§ 8.27(e), (f), and (g). 

(e) Written decision. The reviewing of-
ficial shall issue a written decision up-
holding or denying the suspension or 
proposed revocation and will attempt 
to issue the decision within 7 to 10 days 
of the date of the oral presentation or 
within 3 days of the date on which the 
transcript is received or the date of the 
last submission by either party, which-

ever is later. All other provisions set 
forth in § 8.33 apply. 

(f) Transmission of written communica-
tions. Because of the importance of 
timeliness for these expedited proce-
dures, all written communications be-
tween the parties and between either 
party and the reviewing official shall 
be sent by facsimile transmission, per-
sonal service, or commercial overnight 
delivery service. 

§ 8.29 Ex parte communications. 
Except for routine administrative 

and procedural matters, a party shall 
not communicate with the reviewing or 
presiding official without notice to the 
other party. 

§ 8.30 Transmission of written commu-
nications by reviewing official and 
calculation of deadlines. 

(a) Timely review. Because of the im-
portance of a timely review, the re-
viewing official should normally trans-
mit written communications to either 
party by facsimile transmission, per-
sonal service, or commercial overnight 
delivery service, or certified mail, re-
turn receipt requested, in which case 
the date of transmission or day fol-
lowing mailing will be considered the 
date of receipt. In the case of commu-
nications sent by regular mail, the 
date of receipt will be considered 3 days 
after the date of mailing. 

(b) Due date. In counting days, in-
clude Saturdays, Sundays, and holi-
days. However, if a due date falls on a 
Saturday, Sunday, or Federal holiday, 
then the due date is the next Federal 
working day. 

§ 8.31 Authority and responsibilities of 
the reviewing official. 

In addition to any other authority 
specified in this subpart C, the review-
ing official and the presiding official, 
with respect to those authorities in-
volving the oral presentation, shall 
have the authority to issue orders; ex-
amine witnesses; take all steps nec-
essary for the conduct of an orderly 
hearing; rule on requests and motions; 
grant extensions of time for good rea-
sons; dismiss for failure to meet dead-
lines or other requirements; order the 
parties to submit relevant information 
or witnesses; remand a case for further 

VerDate Mar<15>2010 12:48 Dec 02, 2013 Jkt 229185 PO 00000 Frm 00116 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



107 

Public Health Service, HHS § 9.1 

action by the respondent; waive or 
modify these procedures in a specific 
case, usually with notice to the par-
ties; reconsider a decision of the re-
viewing official where a party prompt-
ly alleges a clear error of fact or law; 
and to take any other action necessary 
to resolve disputes in accordance with 
the objectives of the procedures in this 
subpart. 

§ 8.32 Administrative record. 

The administrative record of review 
consists of the review file; other sub-
missions by the parties; transcripts or 
other records of any meetings, con-
ference calls, or oral presentation; evi-
dence submitted at the oral presen-
tation; and orders and other documents 
issued by the reviewing and presiding 
officials. 

§ 8.33 Written decision. 

(a) Issuance of decision. The reviewing 
official shall issue a written decision 
upholding or denying the suspension, 
proposed revocation, or adverse action. 
The decision will set forth the reasons 
for the decision and describe the basis 
for that decision in the record. Fur-
thermore, the reviewing official may 
remand the matter to the respondent 
for such further action as the review-
ing official deems appropriate. 

(b) Date of decision. The reviewing of-
ficial will attempt to issue the decision 
within 15 days of the date of the oral 
presentation, the date on which the 
transcript is received, or the date of 
the last submission by either party, 
whichever is later. If there is no oral 
presentation, the decision will nor-
mally be issued within 15 days of the 
date of receipt of the last reply brief. 
Once issued, the reviewing official will 
immediately communicate the decision 
to each party. 

(c) Public notice and communications to 
the Drug Enforcement Administration 
(DEA). (1) If the suspension and pro-
posed revocation of OTP certification 
are upheld, the revocation of certifi-
cation will become effective imme-
diately and the public will be notified 
by publication of a notice in the FED-
ERAL REGISTER. SAMHSA will notify 
DEA within 5 days that the OTP’s reg-
istration should be revoked. 

(2) If the suspension and proposed 
revocation of OTP certification are de-
nied, the revocation will not take ef-
fect and the suspension will be lifted 
immediately. Public notice will be 
given by publication in the FEDERAL 
REGISTER. SAMHSA will notify DEA 
within 5 days that the OTP’s registra-
tion should be restored, if applicable. 

§ 8.34 Court review of final administra-
tive action; exhaustion of adminis-
trative remedies. 

Before any legal action is filed in 
court challenging the suspension, pro-
posed revocation, or adverse action, re-
spondent shall exhaust administrative 
remedies provided under this subpart, 
unless otherwise provided by Federal 
law. The reviewing official’s decision, 
under § 8.28(e) or § 8.33(a), constitutes 
final agency action as of the date of 
the decision. 

PART 9—STANDARDS OF CARE FOR 
CHIMPANZEES HELD IN THE FED-
ERALLY SUPPORTED SANCTUARY 
SYSTEM 

Sec. 
9.1 Applicability and purpose. 
9.2 Definitions. 
9.3 Sanctuary policies and responsibilities. 
9.4 Physical facility policies and design. 
9.5 Chimpanzee ownership, fees, and studies. 
9.6 Animal care, well-being, husbandry, vet-

erinary care, and euthanasia. 
9.7 Reproduction. 
9.8 Animal records. 
9.9 Facility staffing. 
9.10 Occupational Health and Safety Pro-

gram (OHSP) and biosafety require-
ments. 

9.11 Animal transport. 
9.12 Compliance with the Standards of Care, 

USDA and PHS policies and regulations. 
9.13 Other federal laws, regulations, and 

statutes that apply to this part. 

AUTHORITY: 42 U.S.C. 216, 287a–3a. 

SOURCE: 73 FR 60423, Oct. 10, 2008, unless 
otherwise noted. 

§ 9.1 Applicability and purpose. 
(a) General. The standards of care set 

forth in this part apply to the chim-
panzee sanctuaries that are contracted 
(or subcontracted) to the Federal Gov-
ernment to operate the federally sup-
ported chimpanzee sanctuary system 
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