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(d) of this section, or similar document 
must be. 

(c) A submission must be mailed to 
the address shown in the notice of ap-
pearance or personally delivered. 

(d) All submissions are to be accom-
panied by a certificate of service, or a 
statement that service is not required. 

(e) No written submission or other 
portion of the administrative record 
may be held in confidence, except as 
provided in §§ 13.10(b)(2) and 13.45. 

(f) A participant who believes that 
compliance with the requirements of 
this section constitutes an unreason-
able financial burden may submit to 
the Commissioner a petition to partici-
pate in forma pauperis in the form and 
manner specified in § 12.82. 

§ 13.25 Disclosure of data and informa-
tion by the participants. 

(a) Before the notice of hearing is 
published under § 13.5, the director of 
the center responsible for the matters 
involved in the hearing must submit to 
the Division of Dockets Management — 

(1) The relevant portions of the exist-
ing administrative record of the pro-
ceeding. Portions of the administrative 
record not relevant to the issues in the 
hearing are not part of the administra-
tive record; 

(2) A list of all persons whose views 
will be presented orally or in writing at 
the hearing; 

(3) All documents in the director’s 
files containing factual information, 
whether favorable or unfavorable to 
the director’s position, which relate to 
the issues involved in the hearing. Files 
means the principal files in the center 
in which documents relating to the 
issues in the hearing are ordinarily 
kept, e.g., the food additive master file 
and the food additive petition in the 
case of issues concerning a food addi-
tive, or the new drug application in the 
case of issues concerning a new drug. 
Internal memoranda reflecting the de-
liberative process, and attorney work 
product and material prepared specifi-
cally for use in connection with the 
hearing, are not required to be sub-
mitted; 

(4) All other documentary informa-
tion relied on; and 

(5) A signed statement that, to the 
best of the director’s knowledge and 

belief, the submission complies with 
this section. 

(b) Within the time prescribed in the 
notice of hearing published under § 13.5, 
each participant shall submit to the 
Division of Dockets Management all 
information specified in paragraph 
(a)(2) through (5) of this section and 
any objections that the administrative 
record filed under paragraph (a)(1) of 
this section is incomplete. With re-
spect to the information specified in 
paragraph (a)(3) of this section, partici-
pants are to exercise reasonable dili-
gence in identifying documents in files 
comparable to those described in that 
paragraph. 

(c) The submissions required by para-
graphs (a) and (b) of this section may 
be supplemented later in the pro-
ceeding, with the approval of the 
Board, on a showing that the views of 
the persons or the material contained 
in the supplement was not known or 
reasonably available when the initial 
submission was made or that the rel-
evance of the views of the persons or 
the material contained in the supple-
ment could not reasonably have been 
foreseen. 

(d) The failure to comply substan-
tially and in good faith with this sec-
tion in the case of a participant con-
stitutes a waiver of the right to par-
ticipate further in the hearing and in 
the case of a party constitutes a waiver 
of the right to a hearing. 

(e) The Chairman rules on questions 
relating to this section. Any partici-
pant dissatisfied with a ruling may pe-
tition the Commissioner for interlocu-
tory review. 

[44 FR 22348, Apr. 13, 1979, as amended at 50 
FR 8994, Mar. 6, 1985; 54 FR 9035, Mar. 3, 1989] 

§ 13.30 Proceedings of a Board. 
(a) The purpose of a Board is to re-

view medical, scientific, and technical 
issues fairly and expeditiously. The 
proceedings of a Board are conducted 
as a scientific inquiry rather than a 
legal trial. 

(b) A Board may not hold its first 
hearing until after all participants 
have submitted the information re-
quired by § 13.25. 

(c) The Chairman calls the first hear-
ing of the Board. Notice of the time 
and location of the first hearing is to 
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