Chinese Journal of New Drugs 2021,30(14)

- HYIRKIREACESHELE -

Bh—ng 5k K S, EE
(PEEHTVHRERFEEZN TG L+ O, EE 200040)

[(HBE] IHERRREHREO~ISZABFTHOTHYNALZUEAR, LEE N ER AR T KEH,
HABHA BN EEANEE ARG R ER TR GR R EEY MBI LEA AN ETHE ST HH 2
LERAGWTRME, B, BE LA ER A RPN FEZREREFRAE R REZFRENATEEU
REREFREEX LAAE T EEFEM, £ T, KR UE LS 20 £ B R3F LA IE KR & I & N BOK #
BlgsghmEs b A hBEEILAERREEXBREEERR, oMRELELAERREEE EFEN
5] #T, DA 4R PR F 2B LR I R R B0 E R B X SR D,

[kx@gA] LEAHERARL ; XRKEN; KE

[FESZEE] RI6Y.4;R95 [ XHEFRAERS] A [CE4HES] 1003 -3734(2021)14 - 1302 - 07

Comparative study on the management of pediatric clinical
trials between China and America

ZHONG Yi-ming, ZHANG Tian-yi, GUO Wen
( China National Pharmaceutical Industry Information Center, China State Institute of Pharmaceutical

Industry, Shanghai 200040 , China)

[ Abstract] A pediatric clinical trial is a systematic study of a drug in people aged 0 ~ 18 years. Due to the
specialness of the subjects, the process management of pediatric clinical trial is particularly important. Whether a
high-quality pediatric clinical trial can be carried out directly affects the marketing speed of pediatric drugs, and
then affects the accessibility of pediatric drugs. At present, there are still some problems in pediatric clinical trials
in China, such as difficulty in recruiting subjects, lack of high-quality standard management in the trial process,
and lack of rigor in the ethical review. Based on a comprehensive analysis of the policies, measures and regulatory
experience in promoting the development of pediatric clinical trials in the United States, this paper compared the
relevant policies and regulatory systems of pediatric clinical trials in China with those in the United States, and analyzed
the problems existing in the management of pediatric clinical trials in China, so as to propose countermeasures and
suggestions for improving our management of pediatric clinical trials.
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