- 14 - 465 FE1H 202318 Drug Evaluation Research ~ Vol. 46 No. 1 January 2023

[ FAT ]
FDA“RLBEE : F A TR R BT AYEE W ANESREN(ER)”

TR

-~

FEEW, FEK
E X2 I B EH R 258 E 0, ks 100022

W OE: REaRARREEEE (FDA) T 202294 AR T “FLBES: TFRIF TR &HBhaTT 2394t 4l i i 5
FE (RS 7, ZAR RN R T R R B BhIR T 29I RIS U R, VRANULI T T R Wi R e
KEBERMITZ BN, AR AR RIS W Tk 7 R MV S T . mEE H mr & a2 ie S Em .
428 FDAZA8 T B ) R 22 3= By 2%, S0 3 Bl SR 2 W0 T R I R AT 9 B LIS 38 A 5 B

KR EEQMAMIREEIER (FDA): FLEES: LHBIKE: WMBNAT 4% WK% 8BS E
FESES: RI51 kRS : A NXEHS: 1674-6376 (2023) 01-0014-05

DOI: 10.7501/j.issn.1674-6376.2023.01.003

Introduction to FDA's "Celiac Disease: Developing Drugs for Adjunctive
Treatment to a Gluten-Free Diet Guidance for Industry (Draft)"

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

Abstract: The U.S. Food and Drug Administration (FDA) published in April 2022 "Celiac Disease: Developing Drugs for
Adjunctive Treatment to a Gluten-Free Diet Guidance for Industry (Draft).” The draft guideline puts forward recommendations for
clinical trial protocols for gluten-free dietary adjuvant therapeutic drugs, detailing many specific recommendations for the
development of key elements of clinical trials of such drugs, including trial population, trial design, efficacy and safety evaluation,
etc. China currently does not have similar guidelines. Introduce the draft guideline of FDA in detail, hoping to be helpful to the
clinical research and supervision of the development of such drugs in China.
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