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ASEAN Profile

Association of Southeast Asian Nations (ASEAN) formed on 8t Aug 1967 in
Bangkok, geo-political & economic organisation of 10 countries, located in
SE Asia

Indonesia, Malaysia, Philippines, Singapore, Thailand, Brunei Darussalam,
Myanmar, Cambodia, Lao PDR & Vietnam.

Aims — accelerate economic growth, social progress, cultural development
and protect peace & stability

Land area — 4.46 million km sq, 3% of total land area of Earth. Population —
app 600 million, 8.8% of world population

Combined nominal GDP USS2.4 trillion in 2013
As single entity, ASEAN ranks as the 8t largest economy in the world

ASEAN Charter, signed Nov 2007, enforced Dec 2008 turns ASEAN into a
legal entity & aims to create a single free trade area for the region.

Regional cooperation — 3 pillars — security, socio cultural & economic
integration



ASEAN Free Trade Area (AFTA)

AFTA is a collective effort by ASEAN to
reduce/eliminate tariffs in intra-ASEAN trade in
the goods sector.

Objective of AFTA is primarily to enhance ASEAN’s
position as a competitive production base for
regional and global markets

ASEAN population provides enormous potential
for market expansion.

Trend of increasing ASEAN trade : Total ASEAN
trade 2010 (USS2.04b), 2011 (USS2.39b), 2014
(US$2.54) — ref World Bank



ASEAN Pharmaceutical Market

SEA fast growing & flourishing pharmaceutical market.
Attractive market for US & Japan

Immense growth opportunity within pharma industry
& huge untapped growth potential

Pharma sales > USS 20 billion end 2014

Asia’s healthcare sector projected to be a third of
global market by 2015

Medical tourism, low costs, resilient economy & higher
compliance to standards

Rising wealth, ageing & growing population
Demand for quality healthcare
Increasing level of access & affordability to medicines



Potential Markets

Thailand : Total healthcare market USS15.8b in 2013,
USS240 per capita spending in 2013

Indonesia : Pharma market value increased from USS5
b in 2013 to USS$9.9b by 2020

Philippines : USS4.3b in 2013 to USS8b by 2020

Malaysia : USS3b, double digit growth, USS400 per
capita healthcare spending in 2013

Singapore : Per capita healthcare spending >USS$2,400
in 2013

Vietnam : Per capita healthcare spending grew from
USS25 in 2003 to USS100 in 2013



ASEAN Healthcare Integration

 Healthcare one of 12 priority sectors identified for ASEAN
economic integration.

e Roadmap related to pharmaceuticals:

Study feasibility of an ASEAN MRA for pharmaceutical products
Implement ASEAN Common Technical Dossier (ACTD)
Harmonise labelling standards

Explore feasibility of adopting a harmonised placement system for
pharmaceutical products

Facilitate approval process after full implementation of the ACTD

Explore the feasibility of twinning systems to enhance regulatory capacity
and resource development

Formalise a post-marketing alert system for defective and unsafe
pharmaceutical products



ASEAN Economic Community 2015
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Inception of PPWG
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Formation of PPWG
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Objective of PPWG
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Scope of PPWG
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Strategies
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Chronology
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Common Technical Requirements
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Technical Guidelines

5th Asia Partnership Conference of
Pharmaceutical Associations (APAC),
Tokyo, April 2016




ASEAN Harmonized Products
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JSC on ASEAN Sectoral MRA on GMP Inspection
of Manufacturers of Medicinal Products

e JSC on MRA on GMP Inspection : Chair Singapore,
Co-Chair Malaysia

e |Indonesia, Malaysia & Singapore - PIC/S members.
Thailand expected to become member soon.

e Thai FDA accepted & included in List of Accepted ASEAN
Inspection Services

e FDA Philippines currently being assessed to be listed

. rropdosal to expand scope to include biologics when 5
iste

* Indonesia hosted PIC/S Seminar, 7-9 Oct 2015, Bali

 Proposed cooperation agreement ASEAN PPWG & PIC/S
(MoU) — TOR drawn
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Benefits of ASEAN Sectoral GMP MRA

Avoid duplication of GMP inspections within
ASEAN

Save time, resources & costs for regulators &
industry

Facilitate trade in medicinal products across
ASEAN

Quicker access of medicinal products hence
benefit patients & consumers

Increase competitiveness of ASEAN vs India,
China, Japan, EU, US & other industrialised
countries



MRA on BE Study Report

BA/BE Task Force developed draft Sectoral
MRA on BE : Indonesia & Malaysia

Final draft MRA BE endorsed by PPWG &
ACCSQ — Mar & Apr 2016

Endorsement by SEOM - Apr 2016
AEM expected to sign MRA BE - Aug 2016

Roadmap for implementation
— Proposed implementation — 1 Jan 2021
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Benefits of ASEAN BE MRA

Avoid duplication of BE inspections
Save time, resources & costs
Facilitate & promote trade of generics

Benefit patients & consumers — affordable &
accessible generic products

Improve healthcare budget - cost containment

Contribute towards AEC 2015 — highly
competitive region, single market & production
base, fully integrated into global economy



International Collaboration
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Key Issues
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Key Milestones

1999 — PPWG

2001 — Development of ACTR & ACTD
2002 — Adoption of ACTR/ACTD & Technical Guidelines
2002 — IWG Formation

2005 — GMP Taskforce

2006 — BA/BE Taskforce

2009 — ACTD/ACTR Implementation

2010 - Signing of GMP MRA

2011 — Implementation of GMP MRA
2012 — TWG Biologics

2013 — Drafting of ASEAN BE MRA

2014 - Listing of GMP Inspection Services
2015 — ASEAN WHO Project on SIAHR
2016 — Endorsement & signing of BE MRA
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Impact of PPWG
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Action Plan : 2015-2025

Expansion of scope for GMP Inspection MRA
Increase listing of inspection services
Accession into PIC/S

Signing of ASEAN Sectoral MRA on BE
Requirements for Biologics in ACTR/ACTD

ASEAN WHO project on Supporting the
Implementation of ASEAN Harmonized Requirements
for Drug Registration (SIAHR)

WHO collaborative registration procedure (Pre
Qualification)
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Potential Areas for Global
Collaboration
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Strengthening Implementation of ASEAN
Harmonized Requirements (SIAHR)

e WHO - PPWG Collaboration
* Pilot Project

— Collection & analysis of data,
— Country visits & consultations
— ldentification of gaps

 Proposed Next Step

— Technical workshop for reviewers

— Conduct joint assessments within specific timelines
— Prioritized products

— Member States make own decision



Conclusion
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