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1. INTRODUCTION 

Taken together, the South-East Asia Region is virtually self sufficient in Medicines. 
Collectively, within the Region, there are countries with the capability to develop new drugs, 
to manufacture sufficient quantity to meet the needs of the country, to regulate the drugs that 
are manufactured with monitoring schemes to ensure safety, and drug information services 
that will promote the rational use of drugs. However, no individual country has all these in 
place and the collective potential of the Region is unlikely to be realized to it’s fullest. 
National sovereignty, profitable export markets for the pharmaceutical industry, lack of 
regional harmonization are some of the reasons for the full potential not being realized. 

However it is possible to achieve cooperation and synergies in the Region which would 
benefit all parties. This could be in sharing resources, expertise and experiences. This paper 
looks at regional cooperation through the framework of the WHO Medicines Strategy 
adopted at the last World Health Assembly. 

The WHO Medicines strategy has four components: Policy, Access, Quality and Safety, 
and Rational Use. What have the SEAR countries achieved in these areas so far, what are 
the outstanding issues and how can these be enhanced through country cooperation?  

2. POLICY 

A single policy cannot fit all countries of the Region; the overall aim is to provide affordable 
drugs of adequate quality relevant to the health care needs of the country and to ensure that 
they are used rationally. However, the capability of the pharmaceutical industry in a country 
has to be taken into account. A successful industry will contribute not only to the prosperity 
of the country but also increase the industrial base as well as the scientific capability. India is 
a good example of encouragement of the industrial sector and drugs are freely available, but 
as to whether an adequate balance between drugs relevant to health care needs and 
profitability has been achieved remains to be seen. Bangladesh, Thailand, Sri Lanka and 
Indonesia on the other hand, have state-sponsored industries that have focused on essential 
drugs, but need policies that encourage the use of these drugs. Bhutan and Maldives do not 
have a pharmaceutical industry and could have a policy that concentrates on providing drugs 
to the exclusion of other aspects.  

Thus, countries in the Region could profit from the policy experiences of other countries 
in formulating their own policies. For example, a mix of essential drugs and the more 
profitable drugs maybe required for a viable pharmaceutical industry. Concentrating solely 
on essential drugs would hold back the development of the industry, whereas concentrating 
on profitable drugs would be to the detriment of providing essential drugs. 

Traditional medicine is an important resource in SEAR countries. The proposed WHO 
Traditional Medicine Strategy acknowledges the importance of this sector. India, Nepal and 
Sri Lanka have organized this sector in some institutional framework. There are specific 
units or departments in the Ministries of Health. Policy and regulation are key to ensuring the 
safety, efficacy and quality of traditional medicine. This could be done easier within an 
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institutional framework; countries that do not have such a framework could establish their 
own framework, profiting from the experience of the countries that have established such 
structures.  The countries of the Region also have to take adequate measures to protect 
their heritage and biodiversity. They also need to explore the available avenues under the 
current trade regulations to benefit from the fast emerging markets for herbal products. 

3. ACCESS 

Access to essential drugs in an affordable manner whether through state institutions or the 
private sector is a crucial part of the WHO Medicines Strategy. The Region represents a 
patchwork; some of the most inexpensive raw material manufacturers and formulators of 
finished products and the biggest differentials between generic and brand products, state 
health financing schemes capped at an affordable level and no financing schemes, rigid bulk 
buying schemes for the government health sector and no controls over the products in the 
private sector.  

Cooperation between India and Indonesia has enabled the latter to purchase raw 
material at much cheaper prices. Exchange of price information should enable countries to 
judge whether their general expenditure on drugs is excessive or not and also to assess 
whether they are paying more for the same product than their neighboring countries. The 
recent clarification by the World Trade Organization that parallel import is legitimate, allows 
countries to decrease costs by importing from the cheapest sources. India in particular would 
be an important source for parallel imports. 

Sustainable financing of drug supplies is necessary to underpin the access to drugs for 
the population in the Region. This financing should come from health insurance, whether it is 
state sponsored or by a private sector regulated by the state to ensure equity. Such 
insurance schemes are still in the planning stages in the Region. The financial crisis of the 
late 90s provided a shock to the existing state-funded schemes; the experiences of Thailand 
and Indonesia in grappling with the problem would be useful to the other countries of the 
Region. The experience of other countries such as Nepal in trying to ensure that essential 
drugs (which do not provide a high margin) are the majority drug purchases in the 
Community Drug Financing projects would provide valuable insight to countries in the 
Region hoping to embark on such schemes.  

Drug pricing in some form is implemented in a few countries, but not at all in others. An 
important part of pricing is the encouragement of generic drugs (through differential margins) 
over the costly brand drugs. Drug pricing and drug financing should be a coordinated 
activity, but no country in the Region has done it that way. This is despite such coordination 
being the commonest method of controlling pharmaceutical prices in the developed world 
which does not have faith in unfettered market forces for pharmaceuticals. An initiative to 
develop a system on drug pricing and to extend that to drug financing could be one of the 
most cost-effective measures for the Region.  

Affordable HIV-related drugs would be crucial in restricting the anticipated substantial 
increase of AIDS in the Region. India would be the most important source of such drugs and 
has the capacity to supply the Region. However, the national legislation that is required to 
implement the public health clauses in the TRIPS agreement have yet to be enacted in the 
majority of the countries in the Region. A regional effort to develop legislation that could be 
incorporated into the national laws would enhance regional solidarity and be cost-effective 
too. 
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4. QUALITY AND SAFETY 

The majority of the pharmaceuticals consumed in the Region have been manufactured in the 
countries of the region and assuring their safety and quality is an important part of the 
regional effort. Harmonization of regulatory requirements for pharmaceuticals, if managed 
correctly, can help in achieving health objectives; on the other hand adoption of 
harmonization standards from other regions that are inappropriate could be harmful to both 
the health and pharmaceutical industry of the Region. The Association of South-East Asian 
Nations (of which Thailand and Indonesia are members) is moving towards a regional 
harmonization which has the potential for achieving health as well as industrial objectives. 
Other countries in the Region that are exporters as well as importers of pharmaceuticals 
could benefit and there are additional potential benefits in the future.  

All countries in the Region now accept the WHO Certification Scheme on the Quality of 
Pharmaceutical Products Moving in International Commerce; thus pharmaceutical 
companies wishing to export to countries in the Region and the Drug Regulatory Authorities 
have a uniform standard. The newly developed CD-ROM on Basic GMP Training Modules 
has now been used in country workshops in India and it is planned to use them in other 
countries too. Again, this resource should help in achieving consistency and quality in 
pharmaceutical manufacture in the Region. Exchange of regulatory information takes place 
through the WHO Pharmaceuticals Newsletter, but it would be more appropriate if a regional 
mechanism could be developed.  

In Maldives, which imports its entire requirement of pharmaceuticals, registration of 
drugs was combined with monitoring of drug imports, which helped to build a very useful 
database of both the quantity and price of pharmaceuticals. This was done through the WHO 
software SIAMED, which is becoming a standard for Drug Regulatory Authorities. The 
Maldivian experience as well as the software was demonstrated at a regional workshop and 
Thailand is hoping to evaluate it for its use. If this software were to be accepted in the 
Region, it would greatly facilitate the exchange of information. 

The Drug Regulatory Authorities in the Region generally function in the Ministry of 
Health. In other regions, there is an increasing trend towards the authorities becoming semi-
autonomous self-financing institutions; this is desirable as the drug regulation is very 
different from the usual functions of a Ministry of Health and requires a different institutional 
structure. Indonesia has now established a National Agency for Food and Drug Control and 
Thailand has a separate division within the Ministry of Health. Such institutions could serve 
as reference institutions in the Region for countries that would like to develop similar 
institutions.  

5. RATIONAL USE 

All the activities mentioned above should lead to rational use of the drugs at the patient level. 
The WHO Essential Drugs Concept and the Model Essential Drug List (EDL) that flows from 
it, has been accepted by the countries of the Region and national EDLs implemented with 
varying commitment and success. An EDL by itself will not suffice for the drugs in it to be 
used; treatment guidelines and formularies incorporating these drugs are essential to get 
prescribers to use essential drugs. The recent revision of the Myanmar National Formulary 
demonstrates a continuing commitment to providing the necessary drug information for 
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promoting essential drugs. Formularies sponsored by the state health sector have been 
published in the Region, but all too often they have been considered “one-off” activities; a 
continuing commitment to unbiased drug information is essential.  

The various regional courses on promoting rational drug use have provided expertise to 
the countries; they have also been useful for participants from the Region to exchange 
experiences. Further courses including additional ones on pharmacoeconomics are planned; 
these should provide the core expertise for the countries to embark on activities in these 
areas. The growing problem of antimicrobial resistance is seen in the Region too. Pilot 
studies are planned in some states of India which would provide data for more definitive 
interventions. 

6. CONCLUSION 

The Region, which has a quarter of the world's population, has as a whole, the capability to 
provide the pharmaceuticals that are required for its population. However, as with other 
regions, factors extraneous to the health sector could in many ways influence and determine 
what is being achieved. The Region has been successful in the past, but much more could 
be achieved with still closer regional cooperation and a clear commitment to the basic 
principle that pharmaceuticals are primarily for improving the health of the people. There are, 
as evident in this paper, areas for cooperation on issues of financing and pricing, 
manufacture and exchange of raw materials, drug regulation and rational use, as well as in a 
number of aspects of traditional medicine. 


	CONTENTS
	Page 

	 

