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Outline:

- Status of Global Clinical Trial in Thailand
- TFDA'’s perspective for GDD
- TEDA'’s policy on review




Status of Global Clinical Trial (GCT)
In Thailand




The Clinical Trial — in Thailand

Info from Main Areas:
(as of 27-Aug-2007) - Cancer

g - Cardiovascular
-D.M.
i, 3% - Digestive system diseases
- Hepatitis,
Industry ™ NIH  Other Federal Agency M University/Organization - H IV/AIdS’
- Infectious diseases,
Clinical trials in Thailand - Mental disorders /behavior study...
rotal (IND trial 29 Phase: I, I1, 111, and 1V
Major Sponsor -
Industry(63 %) 199
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http://clinicaltrials.gov/

Awareness on Global Clinical Trial’ Needs

Quality

* Investigator
- knowledgeable
- experienced
- compliance to Protocol & GCP
* GCP
- thoroughly understanding
- fully implement
e Sponsor
- good protocol
- close internal audit
» Regulator (EC, and DRA)
- competence
- timely
- rational and well balance
“tech. vs. human protection”

Efficiency

» world Standards

» competitive Time-frame

* survival from all Monitoring
- by various relevant Parties
- throughout the Trial

* acceptable Data/Trial

* successful to NDA
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Demographic Overview ... (1)

* Population = 65 million
» Medical Hospital Faculty > 12

» Health Profession Resources >
~ 9,000 Physician,
~ 8,000 Dentist,
~ 18,000 Pharmacist,
~ 153,000 Nurse



Demographic Overview ... (2)

- Common Non-communicated Disease ;
o Coronary Heart disease
e Hypertension
o Diabetes Mellitus
e Accidental Injury/Trauma
e Cancer
- Communicated Disease ;
* [Infectious disease
e HIV
o Topical disease
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The Improving / Strengthening

Investigator EC Sponsor&CRO Regulator
e experiencing more in » more specific Training e more new MNCs * amendment Regulation
- phase | & 11 * more Private ECs * more CROs « qualifying the System
- pharmacogenomics * Joint EC * GCP/CT Training - the review
- oncology & vaccine * Networking » closely Consultation - the monitoring
» Networking approach - Fercit * Internal Auditing » working to...
- HIV-NAT - Fercap e competitive Start-up - handle early Phases CT
- CRCN » working to... - protect the Subject
- ICRCC - SIDCER’s Recognition - meet Regulatory Std.
- Sirirat-Aclires - competitive timeline
* working to... - appropriate Monitoring
- increase the Number
- improve Q & Speed

- speed-up Enrollment
- handle High Tech.
- contribute to R&D
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Conclusion

o all Stakeholders, Aware !

o foreseen the Benefit of GCT

o Interesting and willing to Participate
o prepare & get Ready for GCT

e working on...

- new Strategic Roadmap

- Pharmacogenetics

- Clinical Research Center

- Strengthening & Networking “Stakeholder”
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TEDA’s perspective
for Global Drug Development (GDD)



Notice the Changes

Trend of Global Clinical Trial Movement of Stakeholders
*INDin « strengthen Strategic Roadmap

- multi Sites « fasten Timeline

- multi Countries - approva|3
« early Phases in the Country - start-up
* competitive Enrollment « enhancing Quality & Competency
* intensive Global monitoring « close-follow up the Global Drug

Development situation




TFEDA — perspective to GDD

e world Standard

» better coverage on Safety & Efficacy
- various Ethnics
- both Intrinsic & Extrinsic factors

o fasten CT’s Completion
e sooner Access to medicine




TFEDA — perspective to GDD in the Country

» better Data on Thai Population
- Dose
- ADR

 elaborate the National system
- knowledge

- experiences

e further benefit on R&D
- contribution to GDD

- local (i.e. neglected diseases)

o facilitate the NDA-registration
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Thal Reqgulation on IND

Current Tentative- New
* sequence Application, after EC Approval : rﬂggt allow “Parallel Application”
* need :- -
- Drug label - Dl‘ug label )
- Drug leaflet - Drug leaflet (for registered Drug)
- CFS (or EC Approval) - Investigator Brochure

- Patient Information Sheet (in Thai)

- Clinical Trial Protocol

- Info. on Drug Quality & GMP
Requirement :-mandatory

- GCP

- GMP

- Report of “Unexpected-SADR”
Scientific Review/Assessment

- design by Sub-National Drug Committee N Syster:;ié & Fully implement
- total of 9 ECs ccepted ECs

P - formal System
e GCP Inspection :- N/A ;
P - coop. with SIDCER/FERCAP

GCP Inspection :- formal System
IND-> NDA
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- Clinical Trial Report
- Clinical Trial Protocol
* Requirement :-voluntary

- GCP

- Report of “Unexpected-SADR”
» Scientific Review/Assessment

- partial & initiative step
» Accepted ECs



Current Regulatory Process

r
, D Di
TFDA’s Current Process rug iscovery
Pre-Clinical
Studies
TFDA
Regulatory Role
Evaluation of . . -
Product and Clinical Review of Application for
Removal of Knowledge Trials Import of Investigation Drugs
Product
Drug Submission
Submission
Review
Increasing .
License
Knowledge
Early
Post-market Market
Period Authorization
Post-marketing
Surveillance
\_ Remarks: This figure is adapted from Health Canada's "Current Point-in-Time Process”

Ref: Ms.Akanid Wapeewuttikorn



Future Regulatory Model

TFDA’s Future Model Drug Discovery

l

Pre-Clinical
Studies TFDA
Regulatory Role

Clinical Trial
Review &
Inspection

Evaluation of .
Product and Clinical

Removal of Knowledge Trials

Product

Re-evaluation
of License
and
commitments

Pharmacovigilance Drug

Submission

Submission

Review
Increasing License
Knowledge
Early
Post-market Market
Period Authorization

Monitoring and
Intervention

\_ Remarks: This figure is adapted from Health Canada's “Progressive Licensing Model”

Ref: Ms.Akanid Wapeewuttikorn



Conclusion

« welcome and provide Cooperation, accordingly
e preparing for GDD

- standardize the “Scientific Review”

- appropriate Timeline
e protecting Subject

(w/o posing any irrational obstacles)
« Working on...
- parallel CTA

- IND > NDA
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TEDA’s policy on Review



TEDA’s policy - Review

* Focusing
- quality
- clarity
- transparency

e Next
- efficiency

- Good Review Practice
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TFEDA'’s policy — Review on GCTs

e aware on
- crucial Timeline

- a need of Competent DRA
- Integrity of Global Protocol

e strategy
- strengthening Reviewer

- systemic the Procedures
- providing rational Supports
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Corpotium of Thai Mecicire Sohook
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g' Healthy Systems Ressarch Institute -
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Office of the Mational Research

Thadan Conter of €eeferce for Lifs Scmnces Ref: Dr.Pyatat TATSNAIVAT
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CRCN
The Consortium of Thal Medical Schools

 Members: all medical schools (16)

¢ CRCN: the only research network of the consortium
e over 12,000 beds

e with > 18,000 beds (Regional Hospital, MOPH)

« All clinical specialties

« Many (over 200) with Clinical Epidemiology training
o Qualified Laboratories

e Clinical Trial Centers-networking

* Virtually 1 Policy-making body

« Shared resources-profits

I:] RefiDr Pyatat TATSNAIVAT



ICRCC
International Clinical Research Collaboration Center

Thailand Center of Excalienca for Life Seienc

CREE

RTCELSE

‘ International Clinical Research Collaboration Center

Resaarch &
b Arkcciatio

lam

Ref: Dr.Pyatat TATSNAIVAT
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http://www.prema.or.th/index.html

Changing — Networking (3)

Information Exchange Management Team
— / Net work:
Research Collaboration . » Ethics committee
and serVices lnlnrnnllo!olgalHﬁiaﬁligon Center ) InveSfigafor's
- CROs, sponsors
- Regulator

Quality System:

- International standards for Researchers, Monitors, Auditors, DSMB,
Clinical Lab, data Management

* Training

RefiiDr.Pyatat TATSNARIVAT
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