%¥sgdaz. Drug Evaluation Research 385393 %558 20164E 10 A 711

[ F+5% ]
FDA (AN SABEEEXIEHIESENY NE
Rt Eyae

1. WL FRIER 2P0, Wiy BisH 310053
2. EEREMAMBEEFEHLR 5P, Jbat 100038

 OE. EETHAMNEEHR (FDA) T 2015 1 6 HRAM T (MMEMEN 3R F BebE R PP fir R ) (500,
BT T FDA X B N 254 J5 7 AL VS A AR OC R & w1 AR DA IR S 5 05925, $h e T L ek e AR 5l 5 o A R
ARG PR o 14l 3 WX T ST U HEAT 2590 RRTA R I R R P AR 58 5 o & iR PP AN BT TR S, T 3R H Hix ot
FEHPPE MBS W AR RO . WA AIR 2 IR E N2, DMEFUE 5%

KR EEEMANNEEER (FDA); KE®SM: WENT; 2494 BFRN

PESES: RI54 MEFRERD: A XEHRS: 1674-6376 (2016) 05- 0711 -04

DOI: 10.7501/j.issn.1674-6376.2016.05.002

Introduction of FDA Guidance on Assessment of Male-Mediated Developmental
Risk for Pharmaceuticals

ZHANG Li-jiang', HUANG Fang-hua®
1. Center of Safety Evaluation, Zhejiang Academy of Medical Sciences, Hangzhou 310053, China
2. Center for Drug Evaluation, China Food and Drug Administration, Beijing 100038, China

Abstrcact: FDA issued Assessment of Male-Mediated Developmental Risk for Pharmaceuticals Guidance for Industry (draft) in June
2015. This guidance provides strategies and methods for assessing risks to embryo/fetal development resulting from administration
of an investigational active pharmaceutical ingredient (API) to males and expanding the traditional recognizing for male reproductive
and developmental toxicity. This guidance is of great significance to guide the clinical and non-clinical studies on evaluation of male
reproductive and developmental toxicity. However, in China, male-mediated developmental risk has not yet been concerned
specially. This article introduces the guidance to provide recommendations for researchers.
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