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Clinical Trial Requirement In China
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Drug Registration in China

Launch 6-
12months

10-18 months/CTA Revjer

Total Time: 4 to 6 years



http://www.google.com.hk/imgres?imgurl=http://www.taopic.com/uploads/allimg/120211/6380-120211194Z990-lp.jpg&imgrefurl=http://www.taopic.com/search.php%3Fkwtype%3D0%26typeid%3D%26keyword%3D%25D6%25BD%25CF%25E4&usg=__ZCekL5GsI1VVbU2BT4zFauP8CFg=&h=180&w=250&sz=16&hl=zh-CN&start=28&zoom=1&tbnid=UMIx2ghWaL4A8M:&tbnh=80&tbnw=111&ei=rEplT63_OeSciAfT6rTTBQ&prev=/search%3Fq%3D3d%25E5%25B0%258F%25E4%25BA%25BA,songhuo%26start%3D20%26um%3D1%26hl%3Dzh-CN%26newwindow%3D1%26safe%3Dstrict%26client%3Daff-360daohang%26sa%3DN%26tbm%3Disch&um=1&itbs=1

Clinical Trial Requirement In China
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— Phase I/1I/1II/IV (|/||/|||/|V,E\H||/ﬁ3§|§iﬁ§/ﬁ)

— Need statistical significance for Ph Il (= HAIE RS 75 22
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e Bridging Development /M2 & (Cate II/IV/V 25
— PK+ validation study (100 pairs)
— Randomized control design & No mandatory significance
request , PEALA T, Josmiilgs vl 52 2K

— Surrogate endpo‘in/t can be appliedf\er globaLEh 1l d‘ata
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Some Problems In Clinical Requirement/Ilfi A< 32t
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Minimal pts number in Ph I/11/11]
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No clear guidance for most TA, eg total patient exposure, endpoint
selection, disease model
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Inconsistent practice in statistical requirement for Cate Ill drug X1
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* Not separate bio-originate and biosimilar in Cate VII
] S 7RAN DX 3 SR A 2 S A AL A 24 i I R 5K

* Even skip PK for cate XV (bio-generic/similar)
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* Simplified requirement for scientific issue
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 Complicated requirement for simple
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Pathways For Clinical Trial Initiative
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Pathways For Clinical Trial Initiative
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Traditional Registration Study CTA
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£3 Global/Regional Study CTA
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Pivotal studiesZ Il 4Bk 3= i 4
— Prosf/i /i

* Join simultaneous development 5 & EkIff k5 &6 20
* Avoid duplicated investment 5 & & A\ />

— Consiilt /7 ;

* Most pivotal studies missed due to Lengthy review
H HICTA [P B 80k 22 K E L

 Variations/amendment in CMC/protocol not supported under
current law frame
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* Chinese patient number cap in pivotal study 7[5 3 1) A Z0E A
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* No guidance to link global study to China NDA
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&3 Global/Regional Study CTA
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Regional studiesZ il [X 3 M4 1 56
— Pros It A
* Less variation in CMC/protocol
J7 B2 7 AR FL /D

e Sufficient Chinese patient data in regional study, esp study
led by China
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— Cons i 1 :
* Not preferred by some reviewers
A — L5 PP SR T TR e AR
* Lag behind global pivotal study
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EAP/NPP/Compassionate Use

S HA/RTE 47 2 vk &)

* No clear regulation or guidance support

EAP/NPP/Compassionate Use
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— Hospital apply for the use and approved by SFDA

= B¢ th 1T [7) SFDAHH IS, FFIRTGHILHE

— Has to be filed as CTA with a protocol which take one yr
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— Applied per individual patient base without SFDA endorsement
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Difficulties in CTA Pathways
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Global Pivotal Study 4=EkZ H.0»

Regional Study X 35} 22 Hrapy

China Alone Clinical Study ™ [E i 37 i R

To be forced to traditional CTA

filing as Cate Il drug
RGN =RARE, FH4-6
FER AP EINR?

®» ® O




Clinical Trial Execution
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Clinical Trial Execution
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* |EC approval cannot approve CT in parallel which delay CT

initiation
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* Limited certified sites to be bottleneck
A7 R Py 2t 250 Ay L
* Bio sample (with genetic data) exportation is big issue
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* Huge custom tax charged for clinical sample is unreasonable
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Positive Move
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* First In Human

[ER/ WAL )

— FIH as priority project of CDE in 2012
FIH /F 4 CDE2012 SR E JSIH 2 —
— First open to oncology/TB/HIV TA

EkiA=p W

AR 4 R A

i

— Need whole system cooperation
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wli@its.jnj.com
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