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ABSTRACT OBJECTIVE: To provide reference for speeding up new drug review and approval i
@ A)®%n chemical drug and

in China. METHODS: Among investigational new drug (IND) application and new drug_ap
biological product during Jan. 1, 2013-Jan. 19, 2018, application acceptance an va gs 1n "Wormal channel and special
channel were summarized and analyzed. The problems were summwiglﬁﬁ utdforgar® some suggestions. RESULTS: A total of
p
S wa

2 759 applications were IND/NDA in which 1 462 application
products were approved through special channels, @dt a

ith an pass rate of 53.0% . Among them, 1 206
s 62.4% (753). In addition to biological products for

prevention, median time of IND appgoval 2 in Chinathad decreased year by year, but median time of NDA increased
greatly. The effect of special pat e ‘ﬁear in 2016. The median time of the products that had two special channels
1 €hannel

dmgs approved through special channels, anti-tumor and immune function regulating drugs had the

which was special appro ptiority review and approval channel, was not shorter than that of the products that had

IONS: The pass rate of new drugs in China is low, the review and approval time is longer, the role of
special Is 1s not obvious, and special channels for special drugs such as anti-tumor drugs are not available. It is suggested
that the QC testing labs put more manpower into the QC testing for NDA products, a rolling submission and rolling review system
could be established for drug review and approval. More definite technical requirements could be published so as to unify review
standard, the time limit for restarting review clock could be defined after the supplementary materials delivery, and the scope of
cach special channel shall be clearly defined.
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Tab 4 Comparison of median time of approval for IND/NDA in different channels in 2014-2018(d)
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Tab 5 Comparison of median time of approval for dif-
ferent special channels in 2014-2018(d)
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