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herself and withdraw from the pro-
ceeding. The ruling on any such re-
quest may be appealed in accordance 
with § 12.97(b). 

(b) A presiding officer who is aware of 
grounds for disqualification shall with-
draw from the proceeding. 

§ 12.78 Unavailability of presiding offi-
cer. 

(a) If the presiding officer is unable 
to act for any reason, the Commis-
sioner will assign the powers and du-
ties to another presiding officer. The 
substitution will not affect the hear-
ing, except as the new presiding officer 
may order. 

(b) Any motion based on the substi-
tution must be made within 10 days. 

Subpart E—Hearing Procedures 

§ 12.80 Filing and service of submis-
sions. 

(a) Submissions, including pleadings 
in a hearing, are to be filed with the 
Division of Dockets Management under 
§ 10.20 except that only two copies need 
be filed. To determine compliance with 
filing deadlines in a hearing, a submis-
sion is considered submitted on the 
date it is actually received by the Divi-
sion of Dockets Management. When 
this part allows a response to a submis-
sion and prescribes a period of time for 
the filing of the response, an additional 
3 days are allowed for the filing of the 
response if the submission is served by 
mail. 

(b) The person making a submission 
shall serve copies of it on the other 
participants. Submissions of documen-
tary data and information are not re-
quired to be served on each participant, 
but any accompanying transmittal let-
ter, pleading, summary, statement of 
position, certification under paragraph 
(d) of this section, or similar document 
must be served on each participant. 

(c) Service is accomplished by mail-
ing a submission to the address shown 
in the notice of participation or by per-
sonal delivery. 

(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 § 12.105. 

§ 12.82 Petition to participate in forma 
pauperis. 

(a) A participant who believes that 
compliance with the filing and service 
requirements of this section con-
stitutes an unreasonable financial bur-
den may submit to the Commissioner a 
petition to participate in forma 
pauperis. 

(b) The petition will be in the form 
specified in § 10.30 except that the head-
ing will be ‘‘Request to Participate in 
Forma Pauperis, Docket No. ll.’’ Fil-
ing and service requirements for the 
petition are described in paragraph (c) 
of this section, whether or not the peti-
tion is granted. The petition must dem-
onstrate that either: (1) The person is 
indigent and a strong public interest 
justifies participation, or (2) the per-
son’s participation is in the public in-
terest because it can be considered of 
primary benefit to the general public. 

(c) The Commissioner may grant or 
deny the petition. If the petition is 
granted, the participant need file only 
one copy of each submission with the 
Division of Dockets Management. The 
Division of Dockets Management will 
make sufficient additional copies for 
the administrative record, and serve a 
copy on each other participant. 

§ 12.83 Advisory opinions. 

Before or during a hearing, a person 
may, under § 10.85, request the Commis-
sioner for an advisory opinion on 
whether any regulation or order under 
consideration in the proceeding applies 
to a specific situation. 

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

(a) Before the notice of hearing is 
published under § 12.35, the director of 
the center responsible for the matters 
involved in the hearing shall submit 
the following to the Division of Dock-
ets Management: 

(1) The relevant portions of the ad-
ministrative record of the proceeding. 
Portions of the administrative record 
not relevant to the issues in the hear-
ing are not part of the administrative 
record. 
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(2) 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. 

(3) All other documentary data and 
information relied upon. 

(4) A narrative position statement on 
the factual issues in the notice of hear-
ing and the type of supporting evidence 
the director intends to introduce. 

(5) A signed statement that, to the 
director’s best knowledge and belief, 
the submission complies with this sec-
tion. 

(b) Within 60 days of the publication 
of the notice of hearing or, if no partic-
ipant will be prejudiced, within an-
other period of time set by the pre-
siding officer, each participant shall 
submit to the Division of Dockets Man-
agement all data and information spec-
ified 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 in-
complete. With respect to the data and 
information specified in paragraph 
(a)(2) of this section, participants shall 
exercise reasonable diligence in identi-
fying documents in files comparable to 
those described in that paragraph. 

(c) Submissions required by para-
graphs (a) and (b) of this section may 
be supplemented later in the pro-
ceeding, with the approval of the pre-
siding officer, upon a showing that the 
material contained in the supplement 
was not reasonably known or available 
when the submission was made or that 
the relevance of the material contained 
in the supplement could not reasonably 
have been forseen. 

(d) A participant’s failure to comply 
substantially and in good faith with 

this section constitutes a waiver of the 
right to participate further in the hear-
ing; failure of a party to comply con-
stitutes a waiver of the right to a hear-
ing. 

(e) Participants may reference each 
other’s submissions. To reduce duplica-
tive submissions, participants are en-
couraged to exchange and consolidate 
lists of documentary evidence. If a par-
ticular document is bulky or in limited 
supply and cannot reasonably be repro-
duced, and it constitutes relevant evi-
dence, the presiding officer may au-
thorize submission of a reduced number 
of copies. 

(f) The presiding officer will rule on 
questions relating to this section. 

[44 FR 22339, Apr. 13, 1979, as amended at 54 
FR 9035, Mar. 3, 1989] 

§ 12.87 Purpose; oral and written testi-
mony; burden of proof. 

(a) The objective of a formal evi-
dentiary hearing is the fair determina-
tion of relevant facts consistent with 
the right of all interested persons to 
participate and the public interest in 
promptly settling controversial mat-
ters affecting the public health and 
welfare. 

(b) Accordingly, the evidence at a 
hearing is to be developed to the max-
imum extent through written submis-
sions, including written direct testi-
mony, which may be in narrative or in 
question-and-answer form. 

(1) In a hearing, the issues may have 
general applicability and depend on 
general facts that do not concern par-
ticular action of a specific party, e.g., 
the safety or effectiveness of a class of 
drug products, the safety of a food or 
color additive, or a definition and 
standard of identity for a food; or the 
issues may have specific applicability 
to past action and depend upon par-
ticular facts concerning only that 
party, e.g., the applicability of a grand-
father clause to a particular brand of a 
drug or the failure of a particular man-
ufacturer to meet required manufac-
turing and processing specifications or 
other general standards. 

(i) If the proceeding involves general 
issues, direct testimony will be sub-
mitted in writing, except on a showing 
that written direct testimony is insuf-
ficient for a full and true disclosure of 
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