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m ASEAN Medical Devices Market
Characteristics

= Key Objectives

m Ensure that Innovations Reach
The ASEAN Communit
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Imports — Percentage of Total Market For
Selected Countries
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m Ensure that Innovations Reach

The ASEAN Community
= Technology Transfer and development
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o According to the WHO, approximately 1/3 of
the world’s population (between 1.3 and 2.1

billion people) lack access to essential
medicines and proper medical treatment.

o Poor people die all the time from diseases
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= Regulation

= Financing Health Care
= Patent protection and IPR
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Common Goals In Regulation

Many countries in ASEAN have set up their own
systems for the control of medical devices. While they
have a common goal to ensure the quality, safety
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Inappropriate Use of
Medical-Device Regulations

Save money by delaying approval of safe,
advanced medical technologies

Generate revenue through excessive fees
Create |ols by requiring redundant local

lesting|, reviews;, and registration preceadures
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I Continue the effort to Integrate the Healthcare

Industry
— Standards and Regulations

m Uniform procedures The evaluation/approval

process used by each ASEAN country should be
similar. The Harmonised Cosmetic Regulatory
Scheme is good illustration of this aim.
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Recoqgnition of rior requlator approval from
benchmarked countries.

eApprovals granted by a competent and qualified
regulatory body (Eurepean Agency for the Evaluation
ofi Medicinall Preducts (EMEA), US EDA )
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= A post-market surveillance system be set up
for medical devices in ASEAN. The system
should aims toe collect data on the
PEerfermance and safety: ofi selectedl Righ-risk
GEVICes on the: market se; that precautienany,
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= Demographics
Less of an issue than often thought?

= Changing epidemiology

Rising burden of chronic disease
= Advances in medical technology
Can be both cost increasing and cost saving
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=S = Health systems raise finance through several

sources
= Mandatory contributions

Tax

Social insurance

Private insurance
= Voluntary contributions
Private insurance
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ASEAN Reimbursement Policies & Market
AcCcess

m Every market has Iits own unigue set of

problems
B Limited transparent and incensistent
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Limit Advance Medical Technologies in the
Market

= Discourage manufacturers of high technoelogy
medical preducts from entering cestiain
markets ecause reimphursement rate s ieo

SIDISCHMINAIEIAGAINSIECHNBIeYICAININOYAIONS
PYAOCUSINERERNRIEINCOST (rlmrl lejalorinie)

- IiSENNERSAVINGSHESHIUIENTGIINRNGYAUBNRS)



y 2 th . ) .
30 Characteristics of Good Reimbursements

Anniversary

ASEAN-U> Policies

B DIALOGUE =

m Have clear and transparent rules for
decision-making

B Set reasenable timeframes for decisiens
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= Divergences and convergences

+ Differences in level of IP development and
education

¢ Differences in legall system
v Language
R Converg
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N = |IPR and integral part of multi-trading system

» Building knowledge-based economies and
are important for promoting econemic growth
Py expanding Investment eppertunities,
SpURg InRevaten and facllitating the grewin
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m Strengthening Intellectual Property Rights
Protection and Enforcement

+ Develop the legal framework to make the
IP laws in ASEAN in line with at least

TRIPs requirements
+ Improvement of the administration of IPR
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m Impede access to quality healthcare
m Increase the cost of healthcare

m Limit access to the most advanced
technology.
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® Subject to import tariffs:
+ $23 billion in medical technology

+ $33 billion in pharmaceutical trade
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m Elimination of tariffs for medicines and
medical devices

= Product coverage still open — items under
discussion include finished pharmaceuticals

and bulk compounds, medical equipment,
diagnostic products, surgical and dental
Instruments, orthopedics, etc.




Technology Transfer and development
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1. Sustainable Development
2. Human Resources Development




Sustainable Development
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m Lack of necessary technologies &
appropriate institutions and
financial resources in developing

countries
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m ldentify and address enablers of
Investment In life sciences innovation In
health systems in ASEAN

m ASSEesSs research capacities with a view
to developing scientific exchanges
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m Developed countries assist developing
countries to build up infrastructure to meet

Institutes and Enterprises needs.

+ Ease of avallability of research materials
among the ASEAN members




Human Resource Development
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Education Profile of Employed (unless
otherwise stated) Population by Country:
2002

Taiwan

Japan (all 15yrs
+)

Hong Kong (a

15yr +)

South Korea

Malaysia

Singapeore

Australia

Philippines

China (all 15yr

Indonesia 57.4 l T 5.4

Thailand 64.9 22.9 12.1
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Projected Growth rate of Number of Post
Secondary Educated Persons in the Labour
Force: 2002 to 2012
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i Country: 1992, 2002 and 2012
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To develop a workforce that has the
skillsiand knowledge te undertake the

technical transfer sustainanle grewth
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m There are numbers of opportunities to
Enhanced Partnership Relating to Medical
Devices lechnology to Diagnose and Treat
Primany. Diseases/Infections, Pandemics, and
Chronic lliness intASEAN region.
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© Victor,Lucas 2006 %

There will be a lot of challenges ahead of us!
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We will reach our goal together!



Khop Khun Ka

Thank You
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