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. AHC- A Brief Overview
1. Activities in 2009




AHC=A Brief Overview —— —

Establishment of the Best Harmonization
Model in the Asia-Pacific Region through
achieving goals:

Supporting access to the best practices and

AHC guidelines

APEC Harmonization Center
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_ Activities in 2009 —

|. Inauguration Ceremony of AHC(June 15, 2009)

Il. 1St Workshop(June 15~18, 2009)
- AHC Multi-Regional Clinical TriaMRCT) Seoul Workshop




~ GMP-Validation

Date: December 3, 2009
Title : GMP Pharmaceutical Validation Workshop

Participation: 458 in attendance
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Worksho

Program: 2 Sessions

Session 1: Utilities Validation

e \Water Validation




- GMP-W orkshop:@u%eemes/

AHC GMP validation workshop provided practical and
Informative training session to Korean stakeholders

Workshop provided a forum to discuss the needs of
Korean industry in preparing for cGMP validation




Overall Suggestions=2009 -

Follow-up workshops and training programs

- Follow-up workshops and in depth training programs on three
topics of 2009 AHC workshops

- Provide a forum for sharing the different regulations among
APEC economies in order to achieve harmonization
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~ Activities in 2010 /

Education & Training : AHC Workshop plans in 2010

Pharmaceuticals: Quality -Supply Chain &
Industry Awareness on LSIF RHSC/AHC

May 12~14

Clinical Development in East Asia & MRCT September

Medical Devices - Clinical Trials November
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| Activities In 2010-"Supply Chaiﬂ//

Date: May 12~14, 2010
Title : Globalization in the Pharmaceutical Supply Chain

Participation: 287 in attendance
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Supply Chain WUrkshop-PrograﬂTs/

Session 1 : Challenges in the Globalization of Drug
Development, Approvals, and Distribution and the
Need for Greater Harmonization

Counterfeits and other Adulterated Drugs in the Global Supply
Chain and Regulatory Responses
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/
| Supply Chain Workshop-Programs

Session 2 . Special Topics in Distribution Channels and
Related Regulatory Concerns

Controlled Substances: A Special Supply Chain Requirement

Regulatory Expectations for Manufacturers in Assuring Quality of
Components

W —\’—'-J"-'JF SOl Al
\ﬂ_ ‘5\ e o g SR




~ NextSteps /

Survey & Research

Conduct survey in order to assess the training needs and current
situation of the APEC economies.

E-Publication & Website

Post training materials on the AHC website

=

==
'l
Lt

< ==
_P\[{W:]_)‘&X i) oz



Coneluding Remarks —

AHC Welcomes other interested governments,
Institutions, corporations and foundations to
cooperatively work with AHC  in the future events

AHC Welcomes suqggestions on AHC activities
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Thank You
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