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ABSTRACT

In 2010, Malaysia announced that it will be joining the Trans-Pacific Partnership (TPP)
negotiation that currently involves twelve countries from three continents namely the US,
Australia, Brunei, Canada, Chile, Japan, Mexico, New Zealand, Peru, Singapore and
Vietnam. The Trans-Pacific Partnership Agreement (TPPA) that was finally concluded on 5th
October 2015 is viewed by some as a strategic step towards achieving high income nation
status by 2020. TPPA is ambitious and comprehensive trade agreement and there has been a
lot of controversy and debate on this mega-trade deal. Some argue that the TPPA is more geo-
politically motivated and that there is no much economic advantage that can be gained from
the deal while some other suggest the potential benefits that Malaysia would gain from TPPA
will outweighs its costs. The proponents argue that the free trade agreement between countries
across the three continents would create a deeper integration and obtain greater market access
in the TPPA member nations,-enhance trade engagement with the US as well as to serve as a
stepping stone in penetrating the Latin American market. Analysts are doubt on the
significance of the TPPA on Malaysia’s trade. In addition, the issue on the effect of the TPPA
on access to affordable medicines in Malaysia is among the most contentious one. The
TRIPS-plus elements if included in the recent agreement on intellectual chapter are believed
to bring adverse effects to medicine prices and expenditure. Patent linkages, patent term
restoration and data exclusivity are among the subject of heated debate in the media. This
study intends to analyse two most important potential impact of the TPPA. The first is to
evaluate the impact on market access of Malaysian export to TPPA member countries in
general and the US in particular. The research also intends to examine the impact of TPPA on
Malaysia’s access to medicine. To validate the critics and assess the effects of the TPPA on
Malaysia’s trade and access to medicine, this study is conducted to fill in the gaps in the
literature as there is limited study has been undertaken to date. In assessing the potential
impact of the TPPA on Malaysia’s Trade and Access to Medicine, regression analysis using
Gravity Model of Trade and simulation exercise using Model of Impact Changes in
Intellectual Property Rights have been undertaken. The study found that FTA has positive
effects on Malaysia’s export of beverages and tobacco (SITC-1), mineral fuels, lubricants and
related materials (SITC-3), manufacturing goods classified chiefly by material (SITC- 6),
machinery and transport equipment (SITC-7), miscellaneous manufactured articles (SITC-8)
and commodities and transactions not classified elsewhere in the SITC (SITC-9) but negative
effects on the export of food and live animals (SITC-0) export of animal and vegetable oils
and fats (SITC-4). In addition, FTA is found to have caused increase in Malaysia’s import for
all product categories except for mineral fuels, lubricants and related materials (SITC-3).
Similar effects are projected when TPPA is signed. Moreover, the study suggests that FTA
has been found to have positive impacts on both the export of Malaysia and the import of the
United States in some product categories namely beverages and tobacco (SITC-1),
manufacturing goods classified chiefly by material (SITC-6), machinery and transport
equipment (SITC-7), miscellaneous manufactured articles (SITC-8) and Commaodities /
transactions not classified elsewhere in the SITC (SITC-9). These exports are high and thus
will have significant impact on export to the US. Apart from that, the study found that the 3
TRIPS-Plus provisions will have negative impact on Malaysia’s access to medicine by
causing the increase in medicine price and medicine expenditure and drop in domestic
pharmaceutical industry sales. The findings of this study is hoped to provide information that
may be useful for Malaysian government and other stakeholders.
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CHAPTER ONE
INTRODUCTION

1.0 INTRODUCTION

The Trans Pacific Partnership (TPP) is a free trade agreement (FTA) initiative that
involves the United States (U.S), Australia, Brunei, Canada, Chile, Japan, Malaysia,
Mexico, New Zealand, Peru, Singapore and Vietnam (USTR, 2014a). Initially in
2002, when the first negotiation took place, the TPPA was known as the Pacific Three
Closer Economic Partnership (P3-CEP) where it involved only Chile, New Zealand
and Singapore. The P3-CEP became the Pacific Four (P-4) after Brunei joined the
group and became a full negotiating member in 2005. The P-4 became a potential
twelve-member FTA known as the TPPA, after it further expanded to include
Australia, Peru, the U.S, Vietnam, Malaysia, Canada, Mexico and Japan.

In November 2011, the leaders of all negotiating members expressed their
commitment to forge a so called 21 century FTA to address future trade issues
(USTR, 2014a). The areas included are much more comprehensive in terms of
coverage. It covers not only trade in goods and services and investment, but also
includes areas such as competition policy, cooperation and capacity building, cross-
border services, customs, e-commerce, environment, government procurement,
intellectual property, labor, rules of origin, technical barriers to trade, temporary entry,
trade remedies among others (USTR, 2014b). The TPPA was just concluded in
October 2015 but has not been signed.

Although Malaysia has FTA agreements with most of the TPPA members, the
TPPA is seen as a positive step towards deeper economic integration within the Asia

Pacific region (Barfied, 2011 and Fazzone, 2012) as well as a platform for Malaysia to



foster better trade ties with the US (MITI, 2011a). The Malaysian government
perceives that a closer engagement with and better market-access to the US are
strategically beneficial to Malaysia since the US is already amongst Malaysia’s top
trading partners (MITI, 2013). In addition, the TPPA is viewed as a stepping stone
towards providing a stable and sustainable trade relationship between Malaysia and
other TPPA members. The TPPA is also expected to add impetus to the economic
integration and access of member countries, through the establishment of a large duty
free market that comprises of approximately 800 million people, including the means
to penetrate the Latin American market (MITI, 2014). In addition to the international
trade benefits, the Malaysian government expects its TPPA membership to elevate
Malaysia’s status as a high value-added manufacturing center and important
investment destination (MITI, 2014). A recent study by the UNDP reported that TPPA
would improve Malaysia’s trade, GDP and welfare (UNDP, 2014). The study found
that TPPA would generate a 1.46 per cent welfare gain and increase GDP by 1.02 per
cent by 2020 (MITI, 2014). In addition, the study found that both Malaysia’s total
export and import will increase by 0.82 per cent and 1.06 per cent respectively by
2020 as a result of TPPA. Another study by Peterson Institute for International
Economics (2012) estimated that Malaysia’s GDP and exports would increase by
RM26.3 billion and RM 41.7 billion respectively, by 2025, as a result of TPPA
influences.

However, some analysts concern about the US influence that could bring
detrimental effects on TPPA members. The US’ technical expertise and experience are
likely to grant the US a dominant role in drafting the TPPA proposal. Thus it is quite
possible that the chapters drafted for the FTA proposal may cater to American

interests more than it aids Malaysia’s economic opportunities. Civil society



organizations (CSOs) criticize governments of all the TPPA negotiating countries for
keeping the TPPA proposal details a secret which has invited much suspicion and
speculation regarding the content of the agreement. Apart from concerns of the US’s
active involvement in the TPPA agreement, other contentious issues are also
highlighted by CSOs. Some of the concerns raised are comprehensiveness of the
agreement, stringent provisions in the intellectual property chapter involving patent
and copyright, competition policy, government procurement, establishment of
Investor-State Dispute Settlement (ISDS) and politically sensitive issues such as
Bumiputera interest and access to medicine.

Official government statement has indicated that the TPPA is expected to
boost trade (MITI, 2014). However, as mentioned earlier, past studies on FTA and
their effects on a country’s trade have yielded mixed results. This implies that
significant trade expansion cannot be guaranteed in any FTA. The same thing goes to
the TPPA as it may cause significant trade expansion or vice versa. For the case of
Malaysia, the TPPA may not affect Malaysia’s trade significantly for the reason it
does not have on-going FTA with Canada, Mexico, Peru and the United States only.
For the US, the TPPA may have less significant effect and the agreement itself is not a
significant enlargement since there are on-going FTAs with all negotiating members
with the exception of Brunei, Malaysia, New Zealand and Vietnam. In terms of trade
with the US, the US is Malaysia’s fourth most important trading partner where the
total trade worth approximately RM109.8 million in 2012 and for that significant
expansion is expected to happen. However, few analysts have expressed doubts on the
TPPA'’s potential in boosting trade (Fergusson et al., 2012, Dawson, 2012 and Stadius
and Briggs 2012). According to them, the TPPA may not affect member countries’

trade significantly. In another study, Deardorff, (2013) argues that Malaysia will gain



but mainly in trade with the US. Banga (2015) projects that Malaysia’s domestic value
added of exports will have an annual reduction of approximately US$17 billion due to
TPPA.

The potential TPPA’s intellectual property (IP) chapter is reported to contain
the TRIPS!-Plus? provisions. This means member countries would be required to sign
nine international treaties related to intellectual property, to have provision on data
exclusivity, extension of copyright term of protection, patent term restoration,
patenting of diagnostic, therapeutic and surgical methods, patent linkage, compulsory
licensing and certain copyright provisions under the intellectual property chapter (IP)
(Palmedo, 2012). Such IP chapter in FTAs has been of great concern for Malaysia and
has met constant criticisms from CSOs. The resentment intensified particularly after
the TPPA proposal on IP chapter was leaked in 2011 (TWN, 2012). Van Grasstek
(2010) explains that the US has used FTAs to advance its positions on IP through the
TRIPs-Plus mechanism. In addition, Stadius (2012) states that if the TRIPS-Plus IP
chapter in the TPPA were to be implemented, it would represent the strongest IP
protection and enforcement mechanism in any FTA to date.

Among all the provisions on IP discussed above, the issue of accessing
affordable medicines has become the subject of much heated debate. Three provisions
in the IP chapter which include patent term extension, data exclusivity and patent
linkages are the provisions that may affect medicine access negatively. Patent term

restoration is a provision which give extension of patent due to delay in drug

! The Trade Related Aspects of Intellectual Property Rights (TRIPS) Agreement is an agreement under
WTO which allows the minimum standards for protection and enforcement of intellectual property
rights (IPR) among member countries. TRIPS permit member countries to design their own IPR
regulations to protect their national interests. Among the elements included in the TRIPS Agreement
are copyright, geographical indications, trademarks, industrial designs and patents.

2 TRIPS-Plus Agreement is a higher protectionist standard (than the TRIPS) that has been adopted in
recent FTA negotiations. Stringent provisions like patent term restoration, patent linkages and data
exclusivity are included in the agreement, and not found in the existing TRIPS agreements.



registration or patent registration. In TRIPS, patent term is 20 years from the date of
registration. Therefore, in some countries patent terms have additional years of
compensation due to delay in patent or medicine registration. In Australia, 10 years of
extension is allowed (Mondag, 2014), while in the US and Japan both allow a
maximum of 5 years extension (US FDA, 2014; Japan Patent Office, 2014). Patent
linkages is a provision which requires the national drug control authority to inform
patent holders if there is any new applications made by generic manufacturers using
similar drugs for marketing purposes (Kessomboon et al., 2010). This implies that
marketing authorization applications cannot be made by another party, until the
normal patent term expires. This will add an extra burden to the drug control authority
in the form of additional tasks and delays the entry of generic medicines into the
market (Kessomboon et al., 2010). Data exclusivity prohibits the use of data/
information developed by originators’ product manufacturer until the patent term
expires. This prevents generic manufacturers from using clinical trial data which
submitted by the originators’ manufacturer to the authority. All these provisions may
narrow the policy space, give additional monopoly power to patent owner, and put
upward pressure on the price of medicines and therefore making healthcare less
affordable to the public.

The experience of Jordan having the TRIPS-Plus element in its FTA
agreement has indicated that there is a 20 per cent increase in medicine prices over
five years after Jordan-US FTA was implemented (Medecins Sans Frontieres, 2011).
A similar impact was found in Colombia where higher medication costs were also
reported as a result of applying more stringent data protection or patent laws

(UNCTAD, 2011).



1.1 PROBLEM STATEMENT

Being a member in TPPA opens door of opportunities as well as challenges to
Malaysia. The key concern is the involvement of the US which is feared to bring in
many WTO-Plus commitments in the agreement, even though the TPPA may help to
provide significant market in terms of penetrating to the US huge market as well as
other TPPA members market. The US is potentially a big market for penetration due
to the fact that the US is already among Malaysia’s most important trading partner and
both countries have not been integrated through any FTA.

This study focuses on two contentious issues in relation to Malaysia’s
participation in TPPA. Firstly, the issue of possible insignificant FTA effect on trade.
In this regard, many have expressed doubts on the potential effects of the TPPA on
trade. Few analysts argued that the impact on trade may not be significant (Fergusson
et al., 2012, Dawson, 2012 and Stadius and Briggs 2012). Hence, this study attempts
to assess the potential impact of TPPA on trade. It investigates whether or not the
TPPA open doors of opportunities for Malaysia to obtain market access into member
countries market in general and the US market in particular. If so, the study shall also
identify the products that have got potentials in gaining the benefits.

The second issue is concerning the impact of TRIPS-Plus provision on access
to medicine in Malaysia. As mentioned earlier, TRIPS-Plus provisions would have
negative impact on access to medicines as well as on the domestic pharmaceutical
industry. The possible introductions and implementations of these three TRIPS-Plus
provisions which are namely data exclusivity, patent linkages and patent term
restoration have become subject of heated debate in the media. Civil society
organizations (CSOs) around the world have made constant opposition on this matter

for the reason that those provisions will cause the increase in medicine price and



expenditure. So far there are limited studies which assess the impact of TPPA on
Malaysia’s trade and there are no studies that have systematically evaluated the impact
of TRIPS-Plus agreement on these issues in Malaysia. The findings of this study is
hoped to provide information that may be useful for the Malaysian government and

other stakeholders.

1.2 RESEARCH QUESTIONS

In general, this study seeks to address the following question:
What are the potential impacts of Trans Pacific Partnership Agreement as another
FTA on Malaysia’s trade and access to medicine?
In addition, there are three specific research questions which are:
1. What is the effect of FTA on Malaysia’s exports and imports?
2. Will the FTA result in higher US imports from its trading partners,
particularly Malaysia?
3. What are the effects of TRIPS-Plus provisions on Malaysia’s access to

medicines?

1.3 OBJECTIVES OF THE STUDY

This study investigates the potential effect of the TPPA on Malaysia’s trade and

market access to the US, as well as its impact on Malaysia’s access to medicine. The
specific objectives of this study are as follows:

i) to examine the potential effect of the TPPA on Malaysia’s exports and

imports at aggregated and disaggregated levels. This is achieved by

examining the effects of existing FTAs and its impact on trade between

member nations.



