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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 
of the next steps. The reviewing offi-
cial will also send a copy of the ac-
knowledgment to the respondent. 

§ 8.26 Preparation of the review file 
and written arguments. 

The appellant and the respondent 
each participate in developing the file 
for the reviewing official and in sub-

mitting written arguments. The proce-
dures for development of the review 
file and submission of written argu-
ment are: 

(a) Appellant’s documents and brief. 
Within 30 days after receiving the ac-
knowledgment of the request for re-
view, the appellant shall submit to the 
reviewing official the following (with a 
copy to the respondent): 

(1) A review file containing the docu-
ments supporting appellant’s argu-
ment, tabbed and organized chrono-
logically, and accompanied by an index 
identifying each document. Only essen-
tial documents should be submitted to 
the reviewing official. 

(2) A written statement, not to ex-
ceed 20 double-spaced pages, explaining 
why respondent’s decision to suspend 
or propose revocation of appellant’s 
certification or to take adverse action 
regarding withdrawal of approval of 
the accreditation body is incorrect (ap-
pellant’s brief). 

(b) Respondent’s documents and brief. 
Within 30 days after receiving a copy of 
the acknowledgment of the request for 
review, the respondent shall submit to 
the reviewing official the following 
(with a copy to the appellant): 

(1) A review file containing docu-
ments supporting respondent’s decision 
to suspend or revoke appellant’s cer-
tification, or approval as an accredita-
tion body, tabbed and organized chron-
ologically, and accompanied by an 
index identifying each document. Only 
essential documents should be sub-
mitted to the reviewing official. 

(2) A written statement, not exceed-
ing 20 double-spaced pages in length, 
explaining the basis for suspension, 
proposed revocation, or adverse action 
(respondent’s brief). 

(c) Reply briefs. Within 10 days after 
receiving the opposing party’s submis-
sion, or 20 days after receiving ac-
knowledgment of the request for re-
view, whichever is later, each party 
may submit a short reply not to exceed 
10 double-spaced pages. 

(d) Cooperative efforts. Whenever fea-
sible, the parties should attempt to de-
velop a joint review file. 

(e) Excessive documentation. The re-
viewing official may take any appro-
priate steps to reduce excessive docu-
mentation, including the return of or 

VerDate Sep<11>2014 09:29 Nov 18, 2014 Jkt 232186 PO 00000 Frm 00114 Fmt 8010 Sfmt 8010 Y:\SGML\232186.XXX 232186rm
aj

et
te

 o
n 

D
S

K
2T

P
T

V
N

1P
R

O
D

 w
ith

 C
F

R


		Superintendent of Documents
	2014-12-31T09:46:12-0500
	US GPO, Washington, DC 20401
	Superintendent of Documents
	GPO attests that this document has not been altered since it was disseminated by GPO




