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The development or the pharmaceutical indusiry in Asia has been influenced bv government policies and the growth in
me iaws and reauiatory bodies that oversee various aspec:s of drug manuracwure and sale. Viost Asian governments
neaviiv reguiate tne pnarmaceutical industry, wpically shrougn the national tooa and drug administrauon and the heaith
ministry. *While mosi countries in Asia today have a bodv of laws that govern virtuallv all aspects of production ana sale
ST pnarmaceutical products, the implementation of these [aws has Deen rather uneven. Government policy, with respect
‘0 intetlectual property, plavs a crucial role in shaping the nnarmaceutical indusiry and its reguiation. Kay issues which
permeate through most Asian nations are the quality of pnarmaceutical products and the clasn between original drugs
and generics. Thailand, China and Vietnam have been at the centre of attention in recent years as they navigate the

various challenges in this area.

1. Thailand

Thaiana has guickly cecome the country to watch in the
phamaceuticat fieid since the Thai Ministry of Public Health
stepped in and issued compulsory licenses on varicus key
patented drugs. In addition, the Health Ministry is pushing for a
drug law reform and has proposed new drug legislation which
caontaing a series of amendrments to the current law. Many of
the changes proposed will have direct effects on
pharmaceutical companies. One of the mast outrageous
changes from a drug originator's point of view is the inclusion of
“cost-effectiveness” as a requirement for drug registration in
addition to drug safety, efiicacy and effectiveness. The attermpts
of the Thai Ministry of Pubiic Hea'th to intarvene in the
pharmaceutical market have attracted considerable attention
fram govemnments, stakeholders and various intersst groups
and experts around the world. While the pharmmaceutical
regulatory system in- Thailand operates independently of the IP
systern, interactions between the two systems are crucial 1o
the existence of the pharmaceutical industry and directly affect
the development of the health care system in Thailand.

The Thai pharmaceutical regulatory systern is based on the
Drug Act B.E. 2510 (1967} together with its four amendments,
ministerial regulations and ministerial notifications. The
fundamental basis of Thai drug reguiation is that ali activities in
reiation to the trading of pharmaceutical products must be
icensed/approved by the competent authonties,

The Thai FDA is the main agency in charge of drug approvai
and reguiation, Generally, the procedure for seeking marketing
approvai for drugs will depend on whether the appiicant is the
drug originator or a generic producer. Drug onginators face the
most onerous task, as each alement of drug safety, efficacy

ang effectiveness must be demonstraied to the satisfaction of
:he Drug Controi Division of the FDA. Generc producers, on
ihe other nand, receive a more ignient irgatment beforg the
FDA. Such practice is partially due 10 the government's heaith
care polcy which seeks {0 Improve access o medicines and
make affordable drugs available to averyone. The Ministry of
Public Health itsalf has taken vanious efforts towards these
goais. The most recent and perhaps most controversial
attempt 10 solve the problem of access to medicines was the
Health Ministry’s decisions to issue compulsory licenses on six
key drugs which are still under patent in Thailand.

A. Compulsory licensing

During Decemnber 2008 and January 2007 Thaiiand’s Ministry
of Public Health, acting under a post-coup military-appointed
adrninistration, decided to issue the first set of compulsory
licenses on thres patented drugs. The Health Mirister at the
time, Dr Mongkol na Songkla, took a strong view against
expensive patented drugs and befieved that the issuance of
compulsory licenses was the soiution 10 iImMproving access to
medicines for Thai patients, The three drugs that were subject
to compulsory icenses were Marck's antiretroviral efavirenz
{Stocrin®), Abbott Laboratories’ antiretroviral lopinavir/ritonavic
{Kaletra®), and sanofi-aventis’ heart disease drug clopidogrel
{Plavix®). The legitimacy of these compulsory licenses was
debated extensively both at horme and abroad. As a policy
matter, it was widely questioned whether the actions of the
Health Ministry would benefit Thai patients and help to smprove
the healthcare systerm and access to medicines in the long run.

From the iegal perspective, tha validity of the compuisory
licenses issued by the Ministry of Pubiic Health remains
questionable. The Thal Patent Act limits issuance of

08/08 IP in Asia BNA K


















