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Abstract

Taiwan's pharmaceutical industry output mostly goes to the domestic market,
while exports account for only about 20%. Due to the impact of health insurance policy
on drug price controls, the future potential of the overall market remains limited.
Boosting export market penetration is currently one of the key issues of concern for
manufacturers. In addition, TFDA's full implementation of PICS/GMP in recent years for
enhancement of pharmaceutical quality has resulted in increased drug costs on the part
of pharmaceutical companies. Many pharmaceutical companies have therefore actively

sought-export pipelines in order to boost sales revenue.

The United States, Europe, Japan, -and other advanced countries have large
pharmaceutical markets. However, their Compound Annual Growth Rate (CAGR) is
less than that of emerging markets. The CAGR in advanced countries from 2012-2016
was less than 5%, while the CAGR of BRIC countries and ASEAN countries has
reached double digits. The great development potential of emerging markets has

therefore attracted the attention of Taiwanese manufacturers in recent years.

The Industrial Economics and Knowledge Research Center (IEK) of Industrial
Technology Research Institute (ITRI), has extensively studied the pharmaceutical market
in China and assisted manufacturers in gaining entry into China with quite good results.
On the other hand, ASEAN countries will form an "ASEAN Community" in 2015. In
addition to tariff-free trade, ASEAN countries have also taken the initiative to
standardize pharmaceutical regulations, thus gradually forming a single market.
Moreover, ASEAN governments' increasing investment in healthcare resources has
resulted in increased demand for pharmaceuticals. In addition, the pharmaceutical
market in 2012 reached nearly USD20 billion in value, with CAGR of 10%. Under the

trend of regional economic integration in ASEAN countries, the next two years will be
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the crucial period for gaining entry into the ASEAN pharmaceutical market. There is
therefore a need for manufacturers to gain an insight into ASEAN pharmaceutical
policies, market trends, regulatory standardization, channel deployment, and other

issues, thereby creating a strategic layout for the ASEAN market.

This research framework covers a discussion of ASEAN countries' overall
pharmaceutical sector, market conditions, regulatory status, and channels. First, the
healthcare systems of the countries were explored, including healthcare policies,
healthcare insurance, and future development trends. Additionally, their impact on the

pharmaceutical market was analyzed.

ASEAN countries' pharmaceutical market value ‘and growth rates as well as
pharmaceutical market structures were further analyzed; including market value, growth
rate, and percentage of patented drugs, generic drugs, and OTC drugs. Key factors
affecting market changes were also analyzed to further clarify future pharmaceutical

market trends.

As for the regulatory side, pharmaceutical regulations after gaining entry into
ASEAN were analyzed. Currently, despite ASEAN countries' commitment to regulatory
harmonization,, with hopes of developing a single certification system, the review
standard of the countries greatly varies. Hence, ASEAN countries currently still conduct
independent reviews, and manufacturers are required to deal with separate
pharmaceutical review agencies of different countries when entering pharmaceutical
markets. This study explored regulations, inspection registration regulations, acquisition
of drug permits, pharmaceutical review processes, and so on, faced when entering an
ASEAN country, in order to enable manufacturers to efficiently obtain necessary drug

certifications.

With regard to distribution channels, pharmaceutical procurement processes,

including bidding and negotiation procurement, healthcare insurance benefits, and
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medical products channel, were analyzed in order to grasp end user market trends.
Finally, ASEAN pharmaceutical market opportunities were summarized, ASEAN
healthcare market rules were explored, and recommendations targeting Taiwanese

manufacturers were made.

ASEAN countries vary greatly in terms of economic development, and their
pharmaceutical market structure, regulatory environment, and distribution channels
differ. Vietnam is currently the fourth largest market among ASEAN countries,
amounting to USD 2.8 billion, the CAGR from. 2013 to 2017 is expected to reach
7%, the highest among ASEAN countries. At present, Vietnam' s pharmaceutical
market-is-generic-drug-based, and the market structure is not expected to undergo
major changes within the next five years. In terms of drug registration, the Drug
Administration of Vietnam (DAV) is the agency of drug review in Vietnam. Since 2012,
the ACTD format universally used in ASEAN countries has been in use for drug
registration, which is similar to the ICH-CTD format. However, drug stability test
conditions slightly differ from Taiwan's. According to Vietnam's government regulations,
companies engaged in drug import, must have Good Storage Practice (GSP
certification). On top of that, there are also special provisions for companies bidding for
hospitals. Since 2013, the Vietnamese government has classified public hospital drug
bidding into five categories, all of which are niches for Taiwan's PIC/S GMP
pharmaceutical companies. In summary of the above, the potential growth rate and the
rapid drug license examination process are the key factors to attract Taiwanese
manufacturers. Taiwanese manufacturers could cooperate with Vietnamese companies
and grasp the bidding of all provisions to stabilize the product position, and then explore

the market deeply to gain more profits.
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