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Subpart A--General Provisions

Sec. 13.1 Scope.

The procedures in this part apply when--

(a) The Commissioner concludes, as a matter of discretion, that it is

in the public interest to hold a public hearing before a Public Board

of Inquiry (Board聽) with respect to any matter before FDA;

(b) Under specific sections of this chapter a matter before FDA is

subject to a hearing before a Board; or

(c) Under 12.32, a person who has a right to an opportunity for a formal

evidentiary public hearing waives that opportunity and requests that

a Board act as an administrative law tribunal concerning the matters

involved, and the Commissioner decides to accept this request.

Sec. 13.5 Notice of a hearing before a Board.

If the Commissioner determines that a Board should be established to

conduct a hearing on any matter, a notice of hearing will be published

in the Federal Register setting forth the following information:

(a) If the hearing is under 13.1 (a) or (b), all applicable information

described in 12.32(e).

(1) Any written document that is to be the subject matter of the hearing

will be published as a part of the notice, or the notice will refer

to it if the document has already been published in the Federal Register

or state that the document is available from the Division of Dockets

Management or an agency employee designated in the notice.

(2) For purposes of a hearing under 13.1 (a) or (b), all participants

who file a notice of participation under 12.32(e)(6)(ii) are deemed

to be parties and entitled to participate in selection of the Board
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under 13.15(b).

(b) If the hearing is in lieu of a formal evidentiary hearing, as provided

in 13.1(c), all of the information described in 12.32(e).

Sec. 13.10 Members of a Board.

(a) All members of a Board are to have medical, technical, scientific,

or other qualifications relevant to the issues to be considered, are

subject to the conflict of interest rules applicable to special

Government employees, and are to be free from bias or prejudice

concerning the issues involved. A member of a Board may be a full-time

or part-time Federal Government employee or may serve on an FDA advisory

committee but, except with the agreement of all parties, may not

currently be a full-time or part-time employee of FDA or otherwise act

as a special Government employee of FDA.

(b) Within 30 days of publication of the notice of hearing, the director

of the center of FDA responsible for a matter before a Board, the other

parties to the proceeding, and any person whose petition was granted

and is the subject of the hearing, shall each submit to the Division

of Dockets Management the names and full curricula vitae of five nominees

for members of the Board. Nominations are to state that the nominee

is aware of the nomination, is interested in becoming a member of the

Board, and appears to have no conflict of interest.

(1) Any two or more persons entitled to nominate members may agree upon

a joint list of five qualified nominees.

(2) The lists of nominees must be submitted to the persons entitled

to submit a list of nominees under this paragraph but not to all

participants. Within 10 days of receipt of the lists of nominees, such

persons may submit comments to the Division of Dockets Management on

whether the nominees of the other persons meet the criteria established

in paragraph (a) of this section. A person submitting comments to the

Division of Dockets Management shall submit them to all persons entitled

to submit a list of nominees.

(3) The lists of nominees and comments on them are to be held in

confidence by the Division of Dockets Management as part of the
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administrative record of the proceeding and are not to be made available

for public disclosure, and all persons who submit or receive them shall

similarly hold them in confidence. This portion of the administrative

record remains confidential but is available for judicial review in

the event that it becomes relevant to any issue before a court.

(c) After reviewing the lists of nominees and any comments, the

Commissioner will choose three qualified persons as members of a Board.

One member will be from the lists of nominees submitted by the director

of the center and by any person whose petition was granted and is the

subject of the hearing. The second will be from the lists of nominees

submitted by the other parties. The Commissioner may choose the third

member from any source. That member is the Chairman of the Board.

(1) If the Commissioner is unable to find a qualified person with no

conflict of interest from among a list of nominees or if additional

information is needed, the Commissioner will request the submission

of the required additional nominees or information.

(2) If a person fails to submit a list of nominees as required by

paragraph (b) of this section, the Commissioner may choose a qualified

member without further consultation with that person.

(3) The Commissioner will announce the members of a Board by filing

a memorandum in the record of the proceeding and sending a copy to all

participants.

(d) Instead of using the selection method in paragraphs (b) and (c)

of this section, the director of the center, the other parties to the

proceeding, and any person whose petition was granted and is the subject

of the hearing, may, with the approval of the Commissioner, agree that

a standing advisory committee listed in 14.80 constitutes the Board

for a particular proceeding, or that another procedure is to be used

for selection of the members of the Board, or that the Board consists

of a larger number of members.

(e) The members of a Board serve as consultants to the Commissioner

and are special Government employees or Government employees. A Board

functions as an administrative law tribunal in the proceeding and is

not an advisory committee subject to the requirements of the Federal

Advisory Committee Act or part 14.

(f) The Chairman of the Board has the authority of a presiding officer

set out in 12.70.
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Sec. 13.15 Separation of functions; ex parte communications; administrative support.

(a) The proceeding of a Board are subject to the provisions of 10.55

relating to separation of functions and ex parte communications.

Representatives of the participants in any proceeding before a Board,

including any members of the office of the Chief Counsel of FDA assigned

to advise the center responsible for the matter, may have no contact

with the members of the Board, except as participants in the proceeding,

and may not participate in the deliberations of the Board.

(b) Administrative support for a Board is to be provided only by the

office of the Commissioner and the office of the Chief Counsel for FDA.

Subpart B--Hearing Procedures

Sec. 13.20 Submissions to a Board.

(a) Submissions are to be filed with the Division of Dockets Management

under 10.20.

(b) The person making a submission shall serve copies of it on each

participant in the proceeding, except as provided in 13.10(b)(2) and

13.45. Submissions of documentary data and information need not be sent

to each participant, but any accompanying transmittal letter, summary,

statement of position, certification under paragraph (d) of this

section, or similar document must be.

(c) A submission must be mailed to the address shown in the notice of

appearance or personally delivered.

(d) All submissions are to be accompanied by a certificate of service,

or a statement that service is not required.
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(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 unreasonable financial burden may submit

to the Commissioner a petition to participate in forma pauperis in the

form and manner specified in 12.82.
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Sec. 13.25 Disclosure of data and information 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 existing administrative record of the

proceeding. Portions of the administrative record not relevant to the

issues in the hearing are not part of the administrative 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 additive, or the new drug

application in the case of issues concerning a new drug. Internal

memoranda reflecting the deliberative process, and attorney work

product and material prepared specifically for use in connection with

the hearing, are not required to be submitted;

(4) All other documentary information 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 respect to

the information specified in paragraph (a)(3) of this section,

participants are to exercise reasonable diligence in identifying

documents in files comparable to those described in that paragraph.

(c) The submissions required by paragraphs (a) and (b) of this section

may be supplemented later in the proceeding, with the approval of the

Board, on a showing that the views of the persons or the material
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contained in the supplement was not known or reasonably available when

the initial submission was made or that the relevance of the views of

the persons or the material contained in the supplement could not

reasonably have been foreseen.

(d) The failure to comply substantially and in good faith with this

section in the case of a participant constitutes a waiver of the right

to participate 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

participant dissatisfied with a ruling may petition the Commissioner

for interlocutory review.

Sec. 13.30 Proceedings of a Board.

(a) The purpose of a Board is to review 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 required by 13.25.

(c) The Chairman calls the first hearing of the Board. Notice of the

time and location of the first hearing is to be published at least 15

days in advance and the hearing will be open to the public. All

participants will have an opportunity at the first hearing to make an

oral presentation of the information and views which in their opinion

are pertinent to the resolution of the issues being considered by a

Board. A participant's presentation may be made by more than one person.

The Chairman determines the order of the presentation. Participants

may not interrupt a presentation, but members of the Board may ask

questions. At the conclusion of a presentation, each of the other

participants may briefly comment on the presentation and may request

that the Board conduct further questioning on specified matters.

Members of the Board may then ask further questions. Any other

participant may be permitted to ask questions if the Chairman determines

that it will help resolve the issues.

(d) The hearing is informal and the rules of evidence do not apply.

mailto:consultant@hlongmed.com


专业领先的医疗器械法规合作伙伴

临床试验 CRO/CRA/SMO/CRC 合作组织

龙德医疗器械服务集团 值得信赖的专业医疗器械行业整体解决方案服务商

专业带去价值，服务赢来美誉！

邮箱：consultant@hlongmed.com 网址：www.hlongmed.com

9

No motions or objections relating to the admissibility of information

and views may be made or considered, but other participants may comment

upon or rebut all such information and views. No participant may

interrupt the presentation of another participant for any reason.

(e) Within the time specified by the Board after its first hearing,

participants may submit written rebuttal information and views in

accordance with 13.20. The Chariman will then schedule a second hearing,

if requested and justified by a participant. A second hearing, and any

subsequent hearing, will be called only if the Chairman concludes that

it is needed to fully and fairly present information that cannot

otherwise adequately be considered and to properly resolve the issues.

Notice of the time and location of any hearing is to be published at

least 15 days in advance. The hearing is open to the public.

(f) A Board may consult with any person who it concludes may have

information or views relevant to the issues.

(1) The consultation may occur only at an announced hearing of a Board.

Participants have the right to suggest or, with the permission of the

Chairman, ask questions of the consultant and present rebuttal

information and views, as provided in paragraphs (c) and (d) of this

section except that written statements may be submitted to the Board

with the consent of all participants.

(2) A participant may submit a request that the Board consult with a

specific person who may have information or views relevant to the issues.

The request will state why the person should be consulted and why the

person's views cannot be furnished to the Board by means other than

having FDA arrange for the person's appearance. The Board may, in its

discretion, grant or deny the request.

(g) All hearings are to be transcribed. All hearings are open to the

public, except that a hearing under 10.20(j)(3) is closed to all persons

except those persons making and participating in the presentation and

Federal Government executive branch employees and special Government

employees. At least a majority of Board members are to be present at

every hearing. The executive sessions of a Board, during which a Board

deliberates on the issues, are to be closed and are not transcribed.

All members of the Board shall vote on the report of the Board.

(h) All legal questions are to be referred to the Chief counsel for

FDA for resolution. The Chief Counsel's advice on any matter of procedure

or legal authority is to be transmitted in writing and made a part of
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the record or presented in open session and transcribed.

(i) At the conclusion of all public hearings the Board will announce

that the record is closed to receiving information. The Board will

provide an opportunity for participants to submit written statements

of their positions, with proposed findings and conclusions, and may

in its discretion, provide an opportunity for participants to summarize

their positions orally.

(j) The Board will prepare a decision on all issues. The decision is

to include specific findings and references supporting and explaining

the Board's conclusions, and a detailed statement of the reasoning on

which the conclusions are based. Any member of the Board may file a

separate report stating additional or dissenting views.

Subpart C--Records of a Hearing Before a Board

Sec. 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.
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Sec. 13.45 Examination of administrative record.

(a) The availability for public examination 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

proceeding.

Sec. 13.50 Record for administrative decision.

The administrative record of the hearing specified in 13.40(a)

constitutes the exclusive record for decision.
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