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Application

State Food and Drug Administration (SFDA)

«Application acceptance - 20 days -

«Notification for drug specifications validation & verification

v v 1

. i i - 85 days -
Centre for Drug Evaluation (CDE) National Inst.ltute fqr thg Control of y
. : - 1 Pharmaceutical & Biological Product (NICPBP)
Technical review - 120 days -
«Drug specifications validation & verification

'

5 Additional information / revisions requested
Q Single collated submissions within 4 months
-}
"q:) L 2
T';s CDE reviews supplemental submission - 40 days -
o
‘g 4
< [*=1 SFDA final review - 20 days -
l Protocol, ICF, EC approval
Study sites & investigators submitted & filed
Clinical trial approval »| with SFDA before study start
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»Depend on the drug category

»General requirement:

Part| General data and Administrative document
Part Il Chemical, Pharmaceutical and Biological data
Part Il Pharmacological and Toxicological data

Part IV Clinical Data Related
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Category I-ll Phase |, 20-30
Phase Il, 100 (1000 for contraceptives)
Phase Ill, 300
Phase 1V, 2000
Category IlI-IV PK study + 100 subjects
Category V- BE study or PK study+100 subjects
Addition of 60 — 300 subjects
indication
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Regulatory Challenges for Global Drug Development

Perception of the Regulatory Environment

@ | Not favourable
()| Generally favourable
35

Favourable
Data/technical requirements Time taken to review CTA

16

12

Thailand
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CMR Intermatona Instituie for Regulatory Soience

Data Source: Dr. Nell McAuslane, CMR International Institute for Regulatory Policy, CMR workshop In Japan, October 2006




»Historic reason: Generic VS Innovation: Huge workload

»Staff shortages at SFDA and CDE

»Late stage human trial (>Il), China is not involved in earlier phases.
»Background and historic data never been reviewed by SFDA

»No pre-consultation, communication and exchange views

»Intensive CMC review requirements
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> Clinical Protocols

Poorly written Protocol, study objective, endpoints are not clear to
Agency reviewer, supplemental materials often required

> Dossier preparation
Dossier not meet submission requirements.
Not sufficient pre-clinical safety and CMC data

> Insufficient Communication

Local applicants can not answer the questions raised by SFDA/CDE,
need consult with foreign headquarters
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Transforming Into
A Science-Based Regulatory Agency
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2006

A New drug regulatory framework

To correct the flaws in
the past regulatory

October 2007

New Drug Registration regulation

Make the application and
review process open and
transparent

January 2008

“Supplemental Requirements for
Registration of Traditional Chinese
Medicines”

revolutionary change the
approach to evaluate and
approve TCM

May 2008

On-site Inspection for Drug
Registration

January 2009

Special Approval of New Drug
Registration

To encourage innovation

February 2009

Dataset submission

Future streamlined
review
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IND review time

Reduced from 120 to 90 days, further reduce to
80 days

New Module

Pre- meeting
Special application

Sample testing

No need for sample testing and specification verification
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1. TCM derived from Herbal, animal, and mineral that have
never been previously used as therapeutics

2. New chemical entity (NCE)
3. Products treatment for AIDS, malignant tumor, rare

diseases (orphan drugs)
4. Products for the diseases that efficacious treatment are

not available yet
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»Early intervention
sponsor can contact SFDA for consultation before submission

> Priority review

»Multi-channel communication,
Communication platform: Pre IND-consulting
Discussion on Special procedure, after pre-clinical
End of Phase @I Meeting, End of Phase I Meeting
Pre NDA Meeting

»Dynamic data supplement
Allowing amendment or supplementary submission in a more simplified
way
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GRP Effort in China

What is GRP in China 7

» Cood Review Practice

= Good Regulatory Practice

= Good Registration Practice
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China/Korea/Japan Joint Research Project
on Ethnic Factors in Clinical Data

| g Dose
Clinical

under the legal background of each country in the Joint Resea

global development and sharing clinical data. (2008)
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SFDA, KFDA and MHLW agree to promote scientific research cooperation
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Project on Ethnic Factors in Clinical Data with a view to encouraging
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Shorter CTA approval timeline for “Innovative products”

Removal of predefined patient allocation targets
Increased opportunity for development consultation
Increased acceptance of common East Asian ethnicity assessments

More technical requirements, but more guidance to follow.

v Vv VvV VY Y V

Review & approval process control strictly by computer system, more detail

but more transparent

» Regulatory Biostatistician
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»  Understand the regulatory direction

»  Build up a local scientific capacity and capability
Regulatory affair, scientific

»  Build up the communication channel with SFDA
»  Submit a high quality complete application

»  Earlier Involvement of China development:
Asian Studies

Glenea leg

A Founding Member of China CRO Union mi‘
|



US/EU Approval

3. Syear -3 year -2 year -1 year 1 year 2 year

3 year 4 year

b submit CTA China/Regional Trial :_:?

5. Import IN
’ D+NDA
Application

+Trial design tailored to meet «Traditional
SFDA requirements (Phase ; i
lll -100 pairs+ PK) registration

*Conduct trial in parallel to
global registration trials




- Thank you for your attention and participation!

- Best wishes : A successful registration of your Products in China!

- Contact information:

— Email: yzdeng@gleneaglescrc.com
— Phone: 86 -10-6708 0738

— Fax:  86-10-6708 0737
— www.gleneaglescrc.com
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