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Subpart C—Records of a Hearing 
Before a Board 

§ 13.40 Administrative record of a 
Board. 

(a) The administrative record of a 
hearing before a Board consists of the 
following: 

(1) All relevant FEDERAL REGISTER 
notices. 

(2) All written submissions under 
§ 13.20. 

(3) The transcripts of all hearings of 
the Board. 

(4) The initial decision of the Board. 

(b) The record of the administrative 
proceeding is closed— 

(1) Relevant to receiving information 
and data, at the time specified in 
§ 13.30(i); and 

(2) Relevant to pleadings, at the time 
specified in § 13.30(i) for filing a written 
statement of position with proposed 
findings and conclusions. 

(c) The Board may, in its discretion, 
reopen the record to receive further 
evidence at any time before filing an 
initial decision. 

§ 13.45 Examination of administrative 
record. 

(a) The availability for public exam-
ination and copying of each document 
which is a part of the administrative 
record of the hearing is governed by 
§ 10.20(j). Each document available for 
public examination or copying is 
placed on public display in the office of 
the Division of Dockets Management 
promptly upon receipt in that office. 

(b) Lists of nominees and comments 
submitted on them under § 13.10(b)(3) 
are not subject to disclosure unless 
they become an issue in a court pro-
ceeding. 

§ 13.50 Record for administrative deci-
sion. 

The administrative record of the 
hearing specified in § 13.40(a) con-
stitutes the exclusive record for deci-
sion. 

PART 14—PUBLIC HEARING BEFORE 
A PUBLIC ADVISORY COMMITTEE 

Subpart A—General Provisions. 

Sec. 
14.1 Scope. 
14.5 Purpose of proceedings before an advi-

sory committee. 
14.7 Administrative remedies. 
14.10 Applicability to Congress. 
14.15 Committees working under a contract 

with FDA. 

Subpart B—Meeting Procedures 

14.20 Notice of hearing before an advisory 
committee. 

14.22 Meetings of an advisory committee. 
14.25 Portions of advisory committee meet-

ings. 
14.27 Determination to close portions of ad-

visory committee meetings. 
14.29 Conduct of a hearing before an advi-

sory committee. 
14.30 Chairman of an advisory committee. 
14.31 Consultation by an advisory com-

mittee with other persons. 
14.33 Compilation of materials for members 

of an advisory committee. 
14.35 Written submissions to an advisory 

committee. 
14.39 Additional rules for a particular advi-

sory committee. 

Subpart C—Establishment of Advisory 
Committees 

14.40 Establishment and renewal of advisory 
committees. 

14.55 Termination of advisory committees. 

Subpart D—Records of Meetings and 
Hearings Before Advisory Committees 

14.60 Minutes and reports of advisory com-
mittee meetings. 

14.61 Transcripts of advisory committee 
meetings. 

14.65 Public inquiries and requests for advi-
sory committee records. 

14.70 Administrative record of a public 
hearing before an advisory committee. 

14.75 Examination of administrative record 
and other advisory committee records. 

Subpart E—Members of Advisory 
Committees 

14.80 Qualifications for members of standing 
policy and technical advisory commit-
tees. 

14.82 Nominations of voting members of 
standing advisory committees. 

14.84 Nominations and selection of non-
voting members of standing technical ad-
visory committees. 
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14.86 Rights and responsibilities of non-
voting members of advisory committees. 

14.90 Ad hoc advisory committee members. 
14.95 Compensation of advisory committee 

members. 

Subpart F—Standing Advisory Committees 

14.100 List of standing advisory committees. 

Subpart G—Technical Electronic Products 
Radiation Safety Standards Committee 

14.120 Establishment of the Technical Elec-
tronic Product Radiation Safety Stand-
ards Committee (TEPRSSC). 

14.122 Functions of TEPRSSC. 
14.125 Procedures of TEPRSSC. 
14.127 Membership of TEPRSSC. 
14.130 Conduct of TEPRSSC meetings; 

availability of TEPRSSC records. 

Subpart H—Color Additive Advisory 
Committees 

14.140 Establishment of a color additive ad-
visory committee. 

14.142 Functions of a color additive advisory 
committee. 

14.145 Procedures of a color additive advi-
sory committee. 

14.147 Membership of a color additive advi-
sory committee. 

14.155 Fees and compensation pertaining to 
a color additive advisory committee. 

Subpart I—Advisory Committees for 
Human Prescription Drugs 

14.160 Establishment of standing technical 
advisory committees for human prescrip-
tion drugs. 

14.171 Utilization of an advisory committee 
on the initiative of FDA. 

14.172 Utilization of an advisory committee 
at the request of an interested person. 

14.174 Advice and recommendations in writ-
ing. 

AUTHORITY: 5 U.S.C. App. 2; 15 U.S.C. 1451– 
1461; 21 U.S.C. 41–50, 141–149, 321–394, 467f, 679, 
821, 1034; 28 U.S.C. 2112; 42 U.S.C. 201, 262, 
263b, 264. 

SOURCE: 44 FR 22351, Apr. 13, 1979, unless 
otherwise noted. 

Subpart A—General Provisions 
§ 14.1 Scope. 

(a) This part governors the proce-
dures when any of the following ap-
plies: 

(1) The Commissioner concludes, as a 
matter of discretion, that it is in the 
public interest for a standing or ad hoc 
policy or technical public advisory 

committee (advisory committee or com-
mittee) to hold a public hearing and to 
review and make recommendations on 
any matter before FDA and for inter-
ested persons to present information 
and views at an oral public hearing be-
fore the advisory committee. 

(2) Under specific provisions in the 
act or other sections of this chapter, a 
matter is subject to a hearing before an 
advisory committee. The specific pro-
visions are— 

(i) Section 14.120 on review of a per-
formance standard for an electronic 
product by the Technical Electronic 
Product Radiation Safety Standards 
Committee (TEPRSSC); 

(ii) Section 14.140 on review of the 
safety of color additives; 

(iii) Section 14.160 on review of the 
safety and effectiveness of human pre-
scription drugs; 

(iv) Section 330.10 on review of the 
safety and effectiveness of over-the- 
counter drugs; 

(v) Section 601.25 on review of the 
safety and effectiveness of biological 
drugs; 

(vi) Part 860, on classification of de-
vices; 

(vii) Section 514(g)(5) of the act on es-
tablishment, amendment, or revoca-
tion of a device performance standard; 

(viii) Section 515 of the act on review 
of device premarket approval applica-
tions and product development proto-
cols; and 

(ix) Section 520(f) of the act on review 
of device good manufacturing practice 
regulations. 

(3) A person who has a right to an op-
portunity for a formal evidentiary pub-
lic hearing under part 12 waives that 
opportunity and instead under § 12.32 
requests a hearing before an advisory 
committee, and the Commissioner, as a 
matter of discretion, accepts the re-
quest. 

(b) In determining whether a group is 
a public advisory committee as defined in 
§ 10.3(a) and thus subject to this part 
and to the Federal advisory Committee 
Act, the following guidelines will be 
used: 

(1) An advisory committee may be a 
standing advisory committee or an ad 
hoc advisory committee. All standing 
advisory committees are listed in 
§ 14.100. 
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