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(Center for Drug Evaluation, National Abstract ; In order to ensure regulatory decisions in numerous fields such
Medical Products Administration, Beijing as pharmaceuticals, medical devices and food are scientific, fair and
100076, China) reasonable, the United States Food and Drug Administration (FDA) has

established a comprehensive advisory committee system through a long —
term exploration and practice. The advisory committee can provide
independent opinions and suggestions on a series of complex scientific,
technical and policy issues, making significant contributions to the
FDA’ s decision — making process. This article introduces the basic
information of the FDA advisory committees, providing a detailed
knowledge of the specific procedures and requirements for submitting
meeting requests, conducting pre — meeting preparations, organizing
meetings, drafting post — meeting minutes, facilitating internal
discussions and delivering meeting feedback. All of these are aimed at
providing references and insights for further optimizing and improving the
expert consultation system in China.
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Table 1 Chinese — english glossary of terms

1 FDA £XREFH[ERKEIR

FIHT, FDA 6307 T 32 A~ ACT i A~ AC 42
Fh—2 B T2 0000, B0 P a4 & K T 9
RFE AT SBRERE T . Hop ATk
ACNAT Y F BE o VR AR DG i) R, A 2 PR AL, oAt 18 B
(RUFG ) BA ok . FDA 23 WI7E M o 2
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B, L2 S PEM A AFZE A0 (center for drug evalua-
tion and research, CDER) i, H1.0> EE I ZE (office
of the center director, OCD) % T & ]2 5t 2= 5 il [n]
B PRAL (the division of advisory committee and consul-
tant management, DACCM) , &[Tl T & T R 28
O R, 18 E B FE R (designated federal officer,
DFO) F| 25 vh 28 4 A5 [ conflict of interest ( COI)
management branch | 2%, 135 AC M4 & H 445 H
TAE®

AC JE T 2 FpJsy 3] FDA $2 45 e il
—J& AC I 5L 3 VA Tl DR R A T 2R Y L

YR BESCRFR Hc
The United State Food and Drug Administration FDA SEEE M2 RSB R
Advisory committee AC LRENRG S

Federal advisory committee act FACA BIRE T R Ak
Government in the sunshine act - BN FHE

Code of federal regulations CFR BXFRI A

Center for drug evaluation and research CDER 245 SR AR IE s
Office of the center director 0oCD FLFEIAE

The division of advisory committee and consultant management DACCM PR ZE A2 5 R) 45 B Ak
Designated federal officer DFO TREWIE 5

Conflict of interest (COI) management branch

CDER 21st century review process desk reference guide
Prescription drug user fee act

New molecular entity new drug application

Biologics license application

Special government employee

Regulatory project manager

Food and drug administration amendments act

Risk evaluation and mitigation strategies

Postmarketing requirements

The office of surveillance and epidemiology

Postmarketing commitments
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Key process of AC meetings in new drug application

(NDA) and biologics license application( BLA) review

KA LT el

AC VLA WS @ A OF AC BT
LU

71 DFO %% AC 2B AC 2B 12 AL

i

AR RN ACEWETA AL

FOPREAHEIIEION AC & AC N2 AT

DU

AR AC 2L AC T2 K AT

B4

AT AC £l EOREIF 4 9 4 HoARWIFIF 6
H A BLPy

AT AC ZWRINMEN ACZBUR2 AP FHHLIE

7 AC %36 ff 1 b BORTIFAEACR 30 AL BLATF

ER TR, SRR SO ATl AU AC SN

F2 I FEDTRMEE TENS

Table 2 Major review steps and key work content
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