“¥ighatz. Drug Evaluation Research 5543&5 1181 2020511 8 - 2151 -

[ % 3FAE ]
FDA“ftfel I+ X RS M AR M AR 4 IR T A L5 S RN N 4R

FRR
X2 SRR 2 aPhe, o

2

=

100022

% E: REaMANKEEIR (FDA) T202046 HEA T “HiAr AL SRAF AN R ML % . WIT 2 K1 55
W7o AR T AR T FDA B A7 SCREVE T 4L DXCIR A  40 TR M Jil 9838 INRE 245 90 10 S A T R D SR RN AR 56 BT 1 s
VENA GHiZAE IR, WX A IR B PR R DU 2 R G IR RIE H AR SR SR (R R 7 1T
AR X R 25 0 s R HIE 58 R A 5 B

XHIE: EEARARREERR; XM RS PR GRS R

FESES: RISI XEKFREIE: A YEHS: 1674-6376 (2020) 11-2151-07

DOI: 10.7501/j.issn.1674-6376.2020.11.001

Introduction to FDA's Community-Acquired Bacterial Pneumonia: Developing
Drugs for Treatment Guidance for Industry

XIAO Huilai
Center for Drug Evaluation, National Medical Products Administration, Beijing 100022, China

Abstract: FDA released Community-Acquired Bacterial Pneumonia: Developing Drugs for Treatment Guidance for Industry June
2020. This guidance described the FDA's current thinking about the overall development program and clinical trial designs for drugs
to support an indication for the treatment of CABP. The guidance is described in detail. It is expected to be helpful to the revision of

Technical guidelines for clinical trials of antimicrobial agents for community-acquired bacterial pneumonia (Draft), as well as the

clinical trial and supervision of such drugs in China.
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