
124 

21 CFR Ch. I (4–1–04 Edition) § 10.55 

(15) Section 5(c) of the Fair Pack-
aging and Labeling Act on additional 
economic regulations for food, drugs, 
devices, and cosmetics. 

(16) Section 505 (d) and (e) on new 
drug applications. 

(17) Section 512 (d), (e) and (m) (3) and 
(4) on new animal drug applications. 

(18) Section 515(g) on device pre-
market approval applications and prod-
uct development protocols. 

(19) Section 351(a) of the Public 
Health Service Act on a biologics li-
cense for a biological product. 

(20) Section 306 on debarment, debar-
ment period and considerations, termi-
nation of debarment under section 
306(d)(3), suspension, and termination 
of suspension. 

[44 FR 22323, Apr. 13, 1979, as amended at 54 
FR 9034, Mar. 3, 1989; 58 FR 49190, Sept. 22, 
1993; 60 FR 38626, July 27, 1995; 63 FR 26697, 
May 13, 1998; 64 FR 398, Jan. 5, 1999; 64 FR 
56448, Oct. 20, 1999; 67 FR 4906, Feb. 1, 2002] 

§ 10.55 Separation of functions; ex 
parte communications. 

(a) This section applies to any matter 
subject by statute to an opportunity 
for a formal evidentiary public hear-
ing, as listed in § 10.50(c), and any mat-
ter subject to a hearing before a Public 
Board of Inquiry under part 13. 

(b) In the case of a matter listed in 
§ 10.50(c) (1) through (10) and (12) 
through (15): 

(1) An interested person may meet or 
correspond with any FDA representa-
tive concerning a matter prior to publi-
cation of a notice announcing a formal 
evidentiary public hearing or a hearing 
before a Public Board of Inquiry on the 
matter; the provisions of § 10.65 apply 
to the meetings and correspondence; 
and 

(2) Upon publication of a notice an-
nouncing a formal evidentiary public 
hearing or a hearing before a Public 
Board of Inquiry, the following separa-
tion of functions apply: 

(i) The center responsible for the 
matter is, as a party to the hearing, re-
sponsible for all investigative func-
tions and for presentation of the posi-
tion of the center at the hearing and in 
any pleading or oral argument before 
the Commissioner. Representatives of 
the center may not participate or ad-
vise in any decision except as witness 

or counsel in public proceedings. There 
is to be no other communication be-
tween representatives of the center and 
representatives of the office of the 
Commissioner concerning the matter 
before the decision of the Commis-
sioner. The Commissioner may, how-
ever, designate representatives of a 
center to advise the office of the Com-
missioner, or designate members of 
that office to advise a center. The des-
ignation will be in writing and filed 
with the Division of Dockets Manage-
ment no later than the time specified 
in paragraph (b)(2) of this section for 
the application of separation of func-
tions. All members of FDA other than 
representatives of the involved center 
(except those specifically designated 
otherwise) shall be available to advise 
and participate with the office of the 
Commissioner in its functions relating 
to the hearing and the final decision. 

(ii) The Chief Counsel for FDA shall 
designate members of the office of Gen-
eral Counsel to advise and participate 
with the center in its functions in the 
hearing and members who are to advise 
the office of the Commissioner in its 
functions related to the hearing and 
the final decision. The members of the 
office of General Counsel designated to 
advise the center may not participate 
or advise in any decision of the Com-
missioner except as counsel in public 
proceedings. The designation is to be in 
the form of a memorandum filed with 
the Division of Dockets Management 
and made a part of the administrative 
record in the proceeding. There may be 
no other communication between those 
members of the office of General Coun-
sel designated to advise the office of 
the Commissioner and any other per-
sons in the office of General Counsel or 
in the involved center with respect to 
the matter prior to the decision of the 
Commissioner. The Chief Counsel may 
assign new attorneys to advise either 
the center or the office of the Commis-
sioner at any stage of the proceedings. 
The Chief Counsel will ordinarily ad-
vise and participate with the office of 
the Commissioner in its functions re-
lating to the hearing and the final deci-
sion. 

(iii) The office of the Commissioner 
is responsible for the agency review 
and final decision of the matter, with 
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the advice and participation of anyone 
in FDA other than representatives of 
the involved center and those members 
of the office of General Counsel des-
ignated to assist in the center’s func-
tions in the hearing. 

(c) In a matter listed in § 10.50(c) (11) 
and (16) through (19), the provisions re-
lating to separation of functions set 
forth in §§ 314.200(f), 514.200, and 601.7(a) 
are applicable before publication of a 
notice announcing a formal evidentiary 
public hearing or a hearing before a 
Public Board of Inquiry. Following 
publication of the notice of hearing, 
the rules in paragraph (b)(2) of this sec-
tion apply. 

(d) Except as provided in paragraph 
(e) of this section, between the date 
that separation of functions applies 
under paragraph (b) or (c) of this sec-
tion and the date of the Commis-
sioner’s decision on the matter, com-
munication concerning the matter in-
volved in the hearing will be restricted 
as follows: 

(1) No person outside the agency may 
have an ex parte communication with 
the presiding officer or any person rep-
resenting the office of the Commis-
sioner concerning the matter in the 
hearing. Neither the presiding officer 
nor any person representing the office 
of the Commissioner may have any ex 
parte communication with a person 
outside the agency concerning the mat-
ter in the hearing. All communications 
are to be public communications, as 
witness or counsel, under the applica-
ble provisions of this part. 

(2) A participant in the hearing may 
submit a written communication to 
the office of the Commissioner with re-
spect to a proposal for settlement. 
These communications are to be in the 
form of pleadings, served on all other 
participants, and filed with the Divi-
sion of Dockets Management like any 
other pleading. 

(3) A written communication con-
trary to this section must be imme-
diately served on all other participants 
and filed with the Division of Dockets 
Management by the presiding officer at 
the hearing, or by the Commissioner, 
depending on who received the commu-
nication. An oral communication con-
trary to this section must be imme-
diately recorded in a written memo-

randum and similarly served on all 
other participants and filed with the 
Division of Dockets Management. A 
person, including a representative of a 
participant in the hearing, who is in-
volved in an oral communication con-
trary to this section, must, if possible, 
be made available for cross-examina-
tion during the hearing with respect to 
the substance of that conversation. Re-
buttal testimony pertinent to a writ-
ten or oral communication contrary to 
this section will be permitted. Cross- 
examination and rebuttal testimony 
will be transcribed and filed with the 
Division of Dockets Management. 

(e) The prohibitions specified in para-
graph (d) of this section apply to a per-
son who knows of a notice of hearing in 
advance of its publication from the 
time the knowledge is acquired. 

(f) The making of a communication 
contrary to this section may, con-
sistent with the interests of justice and 
the policy of the underlying statute, 
result in a decision adverse to the per-
son knowingly making or causing the 
making of such a communication. 

[44 FR 22323, Apr. 13, 1979, as amended at 50 
FR 8994, Mar. 6, 1985; 54 FR 9035, Mar. 3, 1989; 
64 FR 398, Jan. 5, 1999] 

§ 10.60 Referral by court. 

(a) This section applies when a Fed-
eral, State, or local court holds in 
abeyance, or refers to the Commis-
sioner, any matter for an initial ad-
ministrative determination under 
§ 10.25(c) or § 10.45(b). 

(b) The Commissioner shall promptly 
agree or decline to accept a court refer-
ral. Whenever feasible in light of agen-
cy priorities and resources, the Com-
missioner shall agree to accept a refer-
ral and shall proceed to determine the 
matter referred. 

(c) In reviewing the matter, the Com-
missioner may use the following proce-
dures: 

(1) Conferences, meetings, discus-
sions, and correspondence under § 10.65. 

(2) A hearing under parts 12, 13, 14, 15, 
or 16. 

(3) A notice published in the FEDERAL 
REGISTER requesting information and 
views. 

(4) Any other public procedure estab-
lished in other sections of this chapter 
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