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SUMMARY 

Serious problems in regular access to essential medicines are still frequently encountered 
in countries and areas of the WHO Western Pacific and South-East Asian Regions. 

Countries with limited resources lack the capacity to produce sufficient quantities of 
essential medicines, including antiretrovirals (ARVs), and therefore have to rely on drugs 
imported from other countries. The challenge of promoting increased and sustainable local 
pharmaceutical manufacture and producing drugs of assured quality and sufficient quantity has to 
be addressed to ensure regular access to all essential medicines. 

In Resolution WPRlRCI55.R4, in which the WHO Regional Committee for the Western 
Pacific endorsed the Regional Strategy for Improving Access to Essential Medicines in the 
Western Pacific 2005-2010, it also requested WHO to strengthen collaboration in improving 
access to ARVs and other essential medicines. To provide incentives for production of essential 
medicines is one of its action items requested of member countries and WHO. 

This biregional consultation analysed the local production profiles, requirements and 
options of various countries. It then identified incentives for the countries and the regions to 
promote increased local production of essential medicines and produce those medicines with 
high quality and in sufficient quantity. 

The meeting supported the idea of establishing an Asia and Pacific forum to provide 
collective incentives and support countries and regions in promoting local production of those 
medicines. It recommended that WHO should form a task force, in collaboration with interested 
countries and parties, to elaborate a charter and terms of reference for the forum, and that the 
forum should be launched in 2006. 
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1. INTRODUCTION 

1.1 Objectives 

The objectives of the consultation were: 

(1) to discuss the policies, feasibility and sustainability of increasing local production 
of antiretroviral drugs (ARVs) and other essential medicines in selected countries; 

(2) to identify the country requirements and options in terms of increasing production 
of ARVs and other essential medicines of assured quality, and to explore the incentives for 
progressing those options in intercountry, inter-partner and public-private collaborations; 
and 

(3) to explore a forum for cooperation in the production of ARVs and other essential 
medicines in Asia and the Pacific as a collective mechanism to assist developing countries 
in establishing regular supplies ofthose medicines. 

1.2 Participants 

Thirty-two participants from 13 countries, four temporary advisers, two representatives 
from partner organizations and II secretariat members attended the meeting. The country 
participants included two or three participants from each of nine Western Pacific and four South
East Asian countries: one participant should be a staff member from the national medicines 
regulatory authority; another should be from the authority dealing with the pharmaceutical trade, 
patents or research and development; and the third one should be from a state-owned or 
government concession pharmaceutical producer or government insurance corporation. 

Ms Fudziah bt. Ariffin of Malaysia was appointed as Chairperson, 
Mr Suchart Chongprasert of Thailand as Vice-Chairperson, and Ms Virginia Francia C. Laboy of 
the Philippines and Mr Pascoe Kase of Papua New Guinea, as Rapporteurs. 

The agenda and the list of participants are attached as Annexes 1 and 2. 

1.3 Organization 

The Biregional Consultation on Production of Antiretrovirals and Other Essential 
Medicines was held at the WHO Regional Office for the Western Pacific in Manila, the 
Philippines, from 16 to 17 November 2005. The programme of activities is attached as Annex 3. 

1.4 Opening Ceremony 

Dr Shigeru Omi, WHO Regional Director for the Western Pacific, gave the opening 
remarks. 
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He said that, every year, more than half a million people die as a result of AIDS and more 
than .one m~lIion c.hildren ~n?er five years of age die of illnesses in the Region. He stressed that, 
despIte anttretrovlral medlcmes and other simple essential medicines that could reduce such 
deaths, those medicines were not often available in the marketplace, adding that the patients 
receiving antiretroviral therapy represented less than 20% of those in need. 

He pointed out that many countries in the Region could not produce sufficient quantities of 
essential medicines. He called on the biregional consultation to work together in promoting 
increased and sustainable local pharmaceutical manufacture and producing drugs of assured 
quality in sufficient quantity. He expected the consultation to explore the establishment of a 
forum to promote cooperation to meet this objective. 

He said that the Region had begun to implement a focused strategy for improving access 
to essential medicines from 2005 to 2010. He also emphasized creating incentives for production 
of essential medicines as one important action for both Member States and WHO. 

2. PROCEEDINGS 

2.1 Introduction 

Dr Budiono Santo so, Regional Adviser in Pharmaceuticals of WHO Regional Office for 
the Western Pacific gave some background on the biregional consultation. 

He briefed participants on resolution WPRlRC/S5.R4, adopted by the WHO Regional 
Committee for the Western Pacific in September 2004, which endorses the Regional Strategy for 
Improving Access to Essential Medicines in the Western Pacific Region, 2005-2010 and the 
actions that the Strategy requested of Member countries and WHO. He emphasized that this 
consultation is working biregionally and with WHO Headquarters and partners for access to 
ARVs and essential medicines. 

He reminded participants that pharmaceutical manufacturers in Asia are potential major 
suppliers of essential medicines for the rest of the world. The meeting had to respond by creating 
incentives for manufacturers to produce essential medicines and facilitate their work to obtain 
their cooperation. He expected the consultation to study the feasibility and sustainability of 
increasing local production, to find country options and possible incentives for increasing local 
production and to support the establishment for a collaborative forum in Asia and the Pacific. 

Dr Krisantha Weerasuriya, Regional Adviser on Essential Drugs and Medicines Policy of 
the WHO Regional Office for South-East Asia stated that a significant proportion of the disease 
burden in his Region could be treated if ARVs and simple essential medicines were made 
available. He called on the consultation to realize the potential capacity of production of those 
medicines in both regions. Essential medicines have to be produced in each country but 
production has to be profitable and prices affordable. 

Mr Jun Yoshida, Technical Officer in the Pharmaceuticals Unit of the WHO Regional 
Office for the Western Pacific briefed the participants on the methodology of the consultation. 
He had asked the participants to answer a set of questions in their presentation. The 
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questionnaire had asked about local production and the prospect for its viability and 
sustainability, national requirements and options, and proposals for incentives for local 
production of quality medicines. Working in groups on the second day, the participants would 
collect and refine the proposals incentives. During the plenary session after the group work they 
would explore a forum to promote those incentives collectively. 

2.2 WHO perspective on local production of ARV and essential medicines 

2.2.1 Mr Jun Yoshida (WHO Western Pacific Regional Office) 

Mr Yoshida showed a list of key references, from WHO, the World Bank, the Government 
of the United Kingdom and the United States Pharmacopoeia, which he had used in developing 
his ideas and scenarios for the meeting. 

He raised some critical points to bear in mind regarding local production, including the 
manufacturing/importation flow; the scope of GMP processes; the definition of local production 
from the point of view of ownership or the economic perspective; the pharmaceutical asset 
pyramid in terms of human, physical and financial values; the supply model between countries 
with and without sufficient manufacturing capacity; and the possible factors involved in making 
pharmaceutical production competitive globally. 

He introduced two approaches for creating scenarios to better illustrate incentives to 
promote local production. First, he listed the expected outputs of local production as ensuring 
the delivery of high quality essential medicines to people in need at affordable prices. He then 
classified the expected outputs from the perspectives of real costs, quality and price, and 
domestic market. He proposed elaborating incentives to effect a reduction in real costs, 
improved quality, affordable prices and a competitive market. 

Second, he listed the conditions and factors to create better industry outputs, such as 
innovation, increased competitiveness and quality of products, which have already been seen 
from past experience in the pharmaceutical sector. He classified the conditions and factors from 
the point of view of production, demand and regulatory conditions, trade, and miscellaneous 
activities. He proposed elaborating incentives from these activities to encourage better industry 
outputs. 

Mr Yoshida then integrated the two approaches to create a matrix of incentives, each of 
whose cells would give an inventory of incentives. He concluded that the working groups on the 
second day of the consultation should had elaborate this inventory. 

One question raised was whether the focus of the consultation was the production or both 
the production and the import and supply. Mr Yoshida replied that the focus should be 
production, standing at the position that any country has to have the minimum capacity of local 
production if it ensures supply of essential medicines, but that countries had to choose optimal 
options best suited to their policies. 

2.2.2 Ms Sabine Kopp (WHO Headquarters) 

Ms Kopp talked about WHO's pre-qualification of products linked to manufacturers. She 
said that pre-qualification process was necessary because many countries had weak or 
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nonexistent quality assurance (QA) systems In their supply chains and procurement 
organizations. 

She raised two important objectives of pre-qualification for local production: to develop 
the local capacity for quality production by getting national medicines regulatory authorities 
(MRA) involved in the process of evaluation and inspection and by ensuring that producers 
receive irreplaceable specific technical feedback; and to help the MRA to build up capacity in 
evaluation, inspection and control to meet international standards. She then outlined the process 
of pre-qualification, adding information on joint activities or cooperation going on with the 
United States Food and Drug Administration, the European Directorate of Quality Medicines and 
UNICEF. 

She said that, as of September 2005, 108 products - 98 HN -related, 8 antituberculosis and 
2 antimalarial medicines - had been pre-qualified, 520 dossiers had arrived, and 14 
manufacturing sites of generics in the list had pre-qualified, nine of them in Asia. However, she 
revealed that more than 70% of the manufacturing sites had not passed the first inspection and 
more than 80% of the evaluated dossiers had not met requirements in past years, adding that 
ongoing monitoring and re-qualification is a challenge as well. 

Several specific questions were raised about the operation and processes of pre
qualification and certain products under application. To promote local production of essential 
medicines, one suggestion was to work out how to explore and encourage the use of WHO pre
qualification at the regional level. 

2.2.3 Dr Eloan Pinheiro (WHO Headquarters) 

Dr Pinheiro stated that analysis had shown that 20% ofthe world's population, from North 
America, Europe and· Japan, consumed 88% of the medicines produced in terms of value, raising 
the question of whether developing countries could alter this unbalanced situation. 

As regards access to ARV medicines in developing countries, she proposed that those 
countries develop national policies, the components of which would include local capacity
building for ARV production. Such a strategy needs a partnership policy to acquire the 
technology, and incentives from the Government to increase human resource capabilities and 
industrial capacity. 

From the point of view of strengthening local capacity, she classified partnerships for 
technology transfer into a pUblic-public mechanism between public research institutes and 
official laboratories and a public-private one between private pharmaceutical companies and 
official laboratories. She stressed the importance of both north-south and south-south technical 
cooperation mechanisms, where studies, API manufacture and product formulations and research 
and development would be exchanged. 

One comment suggested that ARV-focused cooperation should be extended to other 
essential medicines. Another reminded participants that, in some countries, state manufacturers 
had played an integral part in the production and supply of those medicines as government 
policy. 
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2.2.4 Ms Karin Timmermans (WHO South-East Asia Regional Office) 

Ms Timmermans talked about intellectual property rights (IPR) and options for local 
production and export. She reminded the meeting that, while the options were different for 
countries with or without production capacity, many countries that do manufacture drugs may 
not have the capacity to produce all the medicines and active pharmaceutical ingredients (APls) 
they need. Therefore, in practice, these are not absolute categories because the options available 
under the IPR scheme differ. 

The first option she mentioned was the case where there is no patent; in this case, 
production and export are possible. Other options that countries may use are the bolar provision, 
which reduces delays in starting production and export after patent expiry; voluntary license, 
which allows production but may be subject to conditions, such as export restrictions; 
government-use provisions, which enable production but may not aIlow export and cannot be 
used for commercial purposes; compulsory license, which enables production but allows only 
limited export; and the 30 August decision, which permits production in order to export to a 
country that cannot manufacture. 

For each option, she identified the issues and proposed strategies, and clarified who would 
be responsible. 

2.2.5 Ms Cecilia Oh (WHO Headquarters) 

Ms Oh described WHO's technical cooperation on the use of TRIPS (Trade-related aspects 
of intellectual property rights) public health safeguard flexibilities. These include compulsory 
license, the government-use provision, parallel import, exceptions to patent rights, and the World 
Trade Organization (WTO) Doha paragraph 6 decision. She said that Indonesia and Malaysia 
had successfully used the government-use provision for the production ofHIV/AIDS medicines. 

She then warned the meeting that TRIPS-Plus or bilateral free trade agreement (FT A) 
obligations could discourage the use of those safeguards. Such obligations include data 
exclusivity for five years, the extension of patent terms as compensation for unreasonable delays 
in granting patents, and restrictions on the rights of compulsory licenses. It is important to 
discern whether the obligations for protection of test data prevent early entry of generics into the 
market. 

She finally proposed an IPR checklist and emphasized that countries should set 
patentability criteria for medicines. 

A question was asked regarding the linkage between the TRIPS agreement and medicine 
regulations. Ms Oh said that the IPR scheme and the TRIPS agreement never overrode medicine 
regulations and law enforcement. She added that the role of the MRA was to provide a 
regulatory framework to ensure the quality, safety and efficacy of marketed medicines, not 
enforcement of patent rights, but that flexibility might exist for countries to determine the 
conditions for granting marketing authorization for generics. 

, 
I . i 



- 7 -

2.3 Presentations by countries and partners 

2.3.1 Cambodia 

. Cambodia has a population of 13 million and covers an area of 180 thousand square 
kilometres. Life expectancy at birth (1998) is 54.5 years for males and 58.3 years for females. 
In 200 I, the tuberculosis prevalence rate stood at 540 per 100 000 population and the malaria 
rate at eight per 1000 population. The HIV seropositivity rate among the 15-49-year-old 
population was 2.6% in 2002. 

The Ministry of Health has developed a National Drug Policy and the National Essential 
Drug List contains 139 drugs and 126 consumable items. The patent law provides safeguard 
measures such as parallel import and compulsory license, and the implementation of 
pharmaceutical patents has been waived unti12016. 

The Cambodian Pharmaceutical Enterprise (CPE), which is partially owned by the 
Government, takes part in ensuring production of certain essential medicines such as antimalarial 
drugs and 12 ARV medicines. The country has no centre for the study of 
bioavailabilitylbioequivalence, but the CPE and the Ministry of Health's Ethical Committee are 
now conducting such a study on ARV medicines in Phnom Penh Calmette Hospital. 

There are seven domestic pharmaceutical manufacturers, including re-packers, in 
Cambodia. Pharmaceutical Product Manufacturing (PPM) is the only exporter. The CPE is the 
only domestic manufacturer of ARVs, antituberculosis drugs and antimalarial products. UPC is 
a re-packer of consumable devices. 

Imported drugs occupy a 70% share of the domestic market, locally-produced drugs 15% 
and donations 15%. Fifteen per cent of locally-produced products are for domestic use. 
One-third of PPM's products are for export. There is no multinational manufacturer operating in 
the country. 

Local production has not met acceptable international GMP standards yet, although the 
Government has issued an official Cambodian GMP certificate to local manufacturers. The 
government GMP Working Group is working to revise the national GMP guidelines in line with 
ASEAN standards. 

Local products are incorporated into the National Drug Policy, but financial, technical and 
legal resources in the form of international cooperation are needed for local production to be 
viable and sustainable. 

The following incentives were proposed to increase local production of ARVs and other 
essential medicines: 

In terms of production/supply condition: 
technical training inside and outside the country; 
compulsory licensing of local products in emergencies; 
support through the Government from WHO and NGOs; and 
procurement as a priority and export facility. 
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In terms of demand and regulatory conditions: 
_ good ethical procurement practices, including a selection of reliable suppliers; 

low prices with good quality; 
motivation of health professionals to use local products rather than imported; and 
assurance oftimely delivery. 

In terms of the industry's output: 
ensuring good quality products to end-users at affordable prices; 
government facilitation of exports; 
good communication in sharing experiences and information; and 
government purchase of local products rather than imported products. 

2.3.2 China 

China has four main domestic manufacturers: North East, Desano, Zhejiang Huahai and 
Mchem. These companies manufacture ARV products and APIs, including azidothymidine 
(AZT), stavudine (D4T), didanosine (DOl), nevirapine (NVP), indinavir (IDV) and ritonavir 
(RTV). However, there is reliance on imports from multinational companies for a substantial part 
of the total supply of ARV products because of patent protection. Donations from NGOs include 
paediatric formulations from the Clinton Foundation. 

China is the world's leading producer of APIs. Local production in China is more focused 
on API; for example, annual ARV API production by the four domestic companies accounts for 
585 metric tons. The country has a strong capacity for production of generics. The 
pharmaceutical market rose by 28% in 2004. 

Enforcement of GMP started in 1996. All drug manufacturers are now required by law to 
comply with GMP, with the State Food and Drug Administration enforcing GMP regulations. 
There is competition among branded medicines, with increasing research and development 
activities. 

However, the enforcement of intellectual property rights restricts generic API and product 
production. The ARV products currently unavailable in China include lamivudine (3TC) and 
Efavirenz (EFV) (lst line ARVs), lopinavir (LPV), Tenofovir (TDF), Abacavir (ABC), saquinavir 
(SQV), atazanavir (ATV) and nelfinavir (NFV) (2nd line ARVs), paediatric formulatiolls and 
fixed-dose formulations, despite growing demand. China would have to depend on its ability to 
make use of TRIPSIDOHA-compliant safeguard measures in order to produce these products 
domestically. 

The following incentives were proposed to increase local production of ARV and other 
essential medicines: 

- Use ofTRIPS/DOHA-compliant safeguard measures. 

- Regulatory measures such as fast-track procedures, exemption from clinical 
trials requirement for registration but BE study required instead, simplified 
imported drug packaging, and government support for promotion of research and 
development. 

- Advocating the pre-qualification scheme to local manufacturers. 
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Tax waivers, such as exemption from the value-added tax for production and 
circulation of the products, waivers of import duty and import value-added tax. 

There is no domestic manufacturer of API or formulated products for the domestic market 
in Fiji. Medicinal products formulated outside the country and imported and repackaged in Fiji 
account for less than 1% of the domestic market. A New Zealand company, Douglas 
Pharmaceuticals, was established in Fiji's tax free zone in 1999, but the drugs it manufactures are 
mainly for export. 

The country relies on importation for 100% of its pharmaceuticals. There are eight 
importers, who are all pharmacists. Fiji Pharmaceutical Services, which was contracted by the 
Global Fund to Fight HIV/AIDS, Tuberculosis and Malaria (GFATM) as the procurement agent 
for Fiji and five other Pacific island countries, is the only government department that imports 
ARV medicines. The public sector market for essential medicines imported by Fiji 
Pharmaceutical Services accounts for US$ 8 million. 

Fiji's patent system considers novelty, inventive steps and industrial applicability. There 
are patents in terms of formulations/dosage forms, salts, manufacturing processes, combinations, 
polymorphs, optical isomers and new indications. 

The following incentives were proposed in order to increase local production of ARV and 
other essential medicines: 

_ Emphasis on increasing exports because it is the only way to increase 
manufacturing opportunities in Fiji. 

_ Exploration of pooled procurement amongst other Pacific island countries to 
increase volume. 

_ Amendments to the current patent act and incorporation of TRIPS-compliant 
safeguard flexibilities. 

_ Strengthening of competence in examining patents in Pacific island countries. 

2.3.4 Japan 

Japan had a population of 126 170000 at the end of 2003. Life expectancy is 78.4 for 
males and 85.3 for females. The birth rate is 1.29%. Annual overall national health expenditure 
accounts for US$ 253 billion, or US$ 1993 per person per year. Public health insurance covers 
100% of the population. 

Medicines which have been approved by the Government are considered essential for 
treatment. Public health insurance covers the costs of these medicines. 

The total market for essential medicines production in Japan accounts US$ 63 915 million 
(2003). Domestic products using domestically produced API account for US$ 41 543 million or 
65%, domestic products using imported products or imported API account for US$ 14 777 
million or 23%, and wholly imported products only account for US$ 7595 million or 12%. 
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However, the country imports most ARVs and semi-complete ARV products from foreign 
pharmaceutical companies. The total market for ARVs in Japan accounts for US$ 56 972 000. 
Nucleoside reverse transcriptase inhibitors (abacavir, didanosine, lamivudine, sanilvudine, 
zaJcitabine, zidovudine and zidovudine/lamivudine) account for US$ 38 979 000 or 69%, and 
non-nucleoside reverse transcriptase inhibitors (delavirdine, efavirenz and nevi rapine) for 
US$ 9 742 000 or 17%. Protease inhibitors (amprenavir, indinavir, lopinavirl ritonavir, 
nelfinavir, ritonavir and saquinavir) account for US$ 8 251 000 or 14%. Domestic ARV 
products using imported products or imported API only account for US$ 4 305 000 or 8%, and 
there are no domestic ARV products using domestically produced API. Imported ARV products 
account for US$ 52 667 000 or 92%. 

The country strictly regulates the manufacturing process for medicinal products that meet 
GMP standards, regardless if these are produced domestically or imported. 

Patented medicines make up a 94.8% share of the total market for essential medicines in 
Japan, while generics only account for 5.2%. As for ARV medicines, patented products make up 
100%; there are no generics on the market. 

The reported numbers of HIV patients (640 cases) and AIDS patients (336 cases) in 2003 
were the largest numbers ever recorded. The accumulated number of HIV infections is now 
5780, with 2892 AIDS patients. As regards treatment, the challenges are to overcome drug
resistant strains of HIV and to develop an established treatment regimen, including combinations 
of ARV medicines. Further efforts are being made, not only to secure a stable supply of ARVs, 
but also to develop innovative medicines for HIV/AIDS by promoting basic research. 

2.3.5 Lao People's Democratic Republic 

The Lao People's Democratic Republic has a population of 5.2 million in an area of 
236 800 square kilometres, with a 2.6% growth rate. Income per capita is US$ 350 and the 
illiteracy rate is 30%. 

There are three central hospitals, five regional hospitals, 12 provincial hospitals, 131 
district hospitals, 654 health centres, 1994 private pharmacies, 28 pharmaceutical wholesalers 
and six drug manufacturers. The Department of Food and Drugs of the Ministry of Health 
provides quality control and management regulations for the pharmaceutical sector. It 
implements the National Drug Policy and maintains the national Essential Medicines List. There 
are six licensed pharmaceutical factories, but only four are currently operating, two of which 
comply with government GMP standards. 

Approximately 60% of required medicines are imported, mostly from neighbouring 
countries such as China, Thailand and Viet Nam, but some are Western products. There is no 
API manufacturer in the country. The approximately 40% of needed medicines that are locally 
produced are mostly generics and traditional medicines. Local pharmaceutical products are not 
exported. There are no multinational pharmaceutical manufacturers in the country. Generic 
products account for 80% of the required medicines in the public sector. ARV medicines are 
imported by Medecins Sans Frontieres (MSF) to treat HIV/AIDS patients in a pilot provincial 
hospital. 
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Currently, two joint venture pharmaceutical factories have GMP clearance from the 
Government. To comply with ASEAN harmonization and the ASEAN FTA in 2008 the 
pharmaceutical factorie~ need more on-site GMP training and regular monitoring and inspe~tion 
by the M~, and natIonal laboratory testing also needs to be improved. The government 
pharmaceutical factory NO.2 plans to build a new GMP-compliant factory in 2007. Clear 
government policy is now necessary to promote the manufacture of local products. 

2.3.6 Malaysia 

As of May 2005, the total number of products registered by the National Pharmaceutical 
Control Bureau (NPCB) of the Ministry of Health was 86 839 items: prescription medicines 
(10 101); over-the-counter drugs (7506); traditional medicines (13 480; and cosmetics (55 772). 
Registered local products account for 32% and registered imported products for 68%. As for 
prescription medicines, local products account for 30%. 

Total investment in the pharmaceutical market, as of 2004, was 577.5 million RM 
(US$ 158 million). National pharmaceutical manufacturers account for 57.8% (333.7 million 
RM or US$ 91.3 million) and foreign manufacturers for 42.2% (243.9 million RM or 
US$ 66.7 million). Patented products account for 70% of the pharmaceuticals in the marketplace 
and generic products for 30%. Among the generic products, local products account for 22.5%. 
The 34 manufacturers from the Malaysian Organization of Pharmaceutical Industries (MOPI) 
supply 35% of Malaysia'S medicines, and cover 80% of products in the national Essential 
Medicines List. 

The country has one government-concession pharmaceutical company called 
"Pharmaniaga", which supplies 600 pharmaceuticals and disposable items for 130 government 
hospitals and 1000 health clinics. The concession is for 15 years from 1995 to 2009, and 65% of 
the sales value of the company comes from the government sector. The company's market 
(84 miJlion RM or US$ 23 million) is ranked the second highest among the MOPI members. 

In 2004, NPCB-Jicensed pharmaceutical premises in Malaysia included 74 manufacturers, 
180 importers and 407 wholesalers. The manufacturers include ten re-packers who pack the 
imported bulk products into finished products; two API manufacturers; seven multinational 
companies whose products are for domestic use and export; and eight national manufacturers 
whose products are for domestic use and export. The latest Malaysian Patents Act has provisions 
for allowing compulsory licenses and government use in a national emergency. 

ARV medicines are manufactured locally under voluntary or contract licenses from the 
patent holders. The registered ARVs manufactured locally are nevirapine tablets (one producer), 
stavudine capsules (2 producers) and a fixed-dose combination (one producer). They are being 
llsed to treat 2410 patients on a highly active antiretroviral treatment (HAART) regimen 
(December 2004). 

As of2004, Malaysia had a popUlation of25.6 million and had recorded a cumulative total 
of 64 439 HIV infections and 9442 AIDS cases. The Ministry of Health's ARV budget accounts 
for US$ 3.7 million out of the total drug budget of US$ 208.2 million. Public procurement of 
ARVs (stavudine, ritonavir, efavirenz, lamivudine and nevirapine) is through public tender. 
However, the Government has successfully used the Government Right provision to import 
selected ARVs (Zidovudine, ZidovudinelLamivudine and Didanosine) from India to meet 
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national requirements for AR V supplies. The Government has a plan for local manufacture of 
combinations of stavudine, lamivudine and nevirapine under voluntary license in 2006. 

As regards the prospects for local production, current government policy encourages .the 
buying of local products and the use of generic products in hospitals. A new government project 
has started for local production of vaccines and biogenerics. The Malaysian Industrial 
Development Authority is running certain incentive schemes for local manufacturers. The role 
of the Malaysian Medicines Regulatory Authority or NPCB is to facilitate the registration and 
licensing of local products. The Ministry of Health has also established a new unit for promotion 
of the health care industry. 

The following incentives were proposed to increase local production of ARV and other 
essential medicines: 

Additional sites added to the list of WHO pre-qualified products. 
Setting up more bio-equivalence centres/CROs. 
Increased number of contract licenses, with multinational manufacturers of ARVs and 
profit sharing for patented products. 
Increased demand for export markets and domestic use. 
Regulatory mutual recognition agreements, such as harmonized registration 
requirements. 

2.3.7 Mongolia 

Mongolia has a population of 2.4 million and covers an area of 1.56 million square 
kilometres. GNP per capita is US$ 476. The country has 21 aimags (provinces) and 345 soums 
(counties). Total health expenditure for 2005 amounted to 90601651.4 million MNT (U$$ 77 
305.16 million), with the drug budget accounting for 11236.5 million MNT (US$ 9.59 million). 

The National Medicines Policy of Mongolia, which was initiated in 2002, consists offive 
sections, including drug legislation, selection, production, distribution, financing, quality 
assurance and rational use. The latest national Essential Medicines List includes 338 medicines. 
The availability of essential medicines is 80% in the city, but only 60% in the countryside. 

There are 33 pharmaceutical manufacturers, 95 wholesalers and 920 pharmacies in 
Mongolia (2005). The state pharmaceutical company was privatized in 2003. Most of the 
manufacturers produce non-essential medicines such as vitamins, analgesics and herbal 
medicines. Their market value totals approximately 5.8 billion MNT (US$ 4 949 805.5). 
Imported drugs mostly come from Russia and Eastern European countries and account for 85% 
of the market share. 

National GMP guidelines were promulgated in October 2005 but currently only two 
manufacturers implement GMP. Most of the manufacturers need investment to renew their 
facilities to comply with GMP. 

Currently, the number of registered medicines is 1234 products. Essential medicines 
account for 61 % and generic medicines for 15%. ARV medicines are not produced in Mongolia, 
and are being procured through GF A TM for 12 HIV / AIDS patients. 
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. 
The following incentives were proposed to increase local production in Mongolia: 

Prepare trainers for GMP. 
Improve the implementation ofGMP. 
Organize training workshop for the domestic manufacturers. 
Complete the National Pharmacopoeia. 
Decrease the customs tax on imported pharmaceutical equipment. 
Support the domestic manufacture of essential medicines. 

2.3.8 Papua New Guinea 

Papua New Guinea has a population of 5.6 million, 20% living in urban and 80% in rural 
areas. As of December 2002, approximately 6103 HNIAIDS cases had been confirmed, but 
ARV medicines are not available locally. 

The Government has not committed to the procurement of ARVs due to funding 
constraints, and ARVs are currently procured for the Ministry of Health by WHO. The products 
are imported from India through a local supplier. An ARV treatment programme has 
commenced in the capital city. 

The country has maintained a National Drug Policy since 1998 and enacted the Medicines 
and Cosmetic Act in 1999. The Patents and Industrial Designs Act has also been enforced since 
2000. However, most medicines, including ARVs, have still not been registered, as required by 
the Act. No patents for pharmaceutical products have yet been issued. 

Papua New Guinea has been a member of WTO since June 1996 and therefore must 
follow the TRIPS rules. The Health Department recommended that the Patent Office of the 
Investment Promotion Authority (lPA) should include safeguards for public health in terms of 
ARV and other essential medicines, and the IPA is currently proposing amendments to the 
Patents and Industrial Designs Act. 

2.3.9 Philippines 

The Philippines has a population of 85.2 million. The Generics Law has been enacted 
since 1988. The country maintains an Intellectual Property Code. 

There are 5493 items on the latest Bureau of Food and Drugs (BFAD) list of registered 
products under the Essential Drugs List: 1629 imported finished products, 3864 locally-produced 
products and 21 products under monitored release. 

Both local and multinational manufacturers operating in the country market their products 
for both domestic use and export. 

Enforcement of the current GMP guidelines started in 1999. Since 2002, the BFAD has 
granted the manufacturers' Seal of Excellence based on good practice of the current GMP 
standards, bioavailabilitylbioequivalence studies, price and generics manufacturing percentage in 
the product line. 
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From January 1984 to September 2005, 2354 HN Ab seropositive cases were reported, of 
which 1652 (70%) were asymptomatic and 702 (30%) were AIDS cases. Of the AIDS cases, 273 
(39%) were already dead. Sexual intercourse (86%) was the leading mode of transmission. 

ARV medicines registered by the BFAD include didanosine, indinavir, nelfinavir, 
nevirapine, ritonavir, saquinavir, stavudine, zalcitabine and zidovudine. With support from 
GFATM, ARV medicines have been made available for 170 patients for one year, using drugs 
imported from India. Available generic ARVs include zidovudine/lamivudine combination and 
nevirapine, which are the first-line treatment drugs used in the Philippines. Efavirenz and 
crixivan are the only branded ARV medicines available. 

The latest systems developments included the following: 

- National Drug Policy and National Drug Formulary. 

Strengthening of the Regulatory Agency's authority: exemption from the requirement 
for a product registration certificate for all goods procured through United Nations 
agencies and global drug facilities; special permits for restricted use of unregistered 
drugs and test kits for HNIAIDS; and policies and guidelines governing patent and 
trade secret rights in relation to the registration of pharmaceutical products. 

- Flexibilities in the Intellectual Property Code, including compulsory licensing, 
voluntary licensing and government-use provisions. 

Currently, discussions are taking place on the desirability of including provisions for 
parallel import and early working. The Government is also conducting an inquiry into the patent 
expiration of some 10 000 essential drugs and the exorbitant pricing of essential drugs, and is 
trying to encourage the local manufacture of off-patent drugs in aid of legislation. 

2.3.10 Viet Nam 

Viet Nam has a population of 80.9 million (2003). GDP per capita is US$ 440 (2002). 
The health budget per capita is US$ 6.00 per year (2003). Drug expenditure per capita is 
US$ 7.6 (2004), estimated to increase to US$16 by 2010. 

Of the total drug expenditure of approximately US$ 700 million (2004), locally produced 
drugs account for US$ 300 million (43%) and imported drugs for US$ 400 million (57%). In 
2001, the ratio was 36% to 64%, so local production has increased. 

As of July 2005, 97 308 newly HN infected cases, 15 873 AIDS cases and 9103 AIDS 
death cases had been reported. By 2005, approximately 3500 patients had access to ARVs, at an 
average treatment cost of US$ 330 per person. 

Currently, 19 different versions of seven ARV s - lamivudine, zidovudine, stavudine, 
efavirenz, didanosine, indinavir and nevirapine - are produced domestically by four local 
companies, and another three manufacturers are awaiting marketing approval. The ARV APIs 
are imported mainly from multinational companies, together with their branded ARV products. 
The procurement of ARV medicines is covered by the state budget and through a 
nongovernmental organization (NGO). The former procures 100% domestic products by 
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tendering. The project to improve access to HIV / AIDS treatment is aimed at local production 
meeting the needs of SO% ofHIV/AIDS patients by 2010. 

There is strong commitment from the Government to develop the pharmaceutical industry. 
Locally produced essential medicines currently account for over SO% of national treatment 
needs. The National Strategy for Pharmaceutical Industry Development is aimed at local 
products covering 100% of national treatment needs by 2010. 

There are 177 local manufacturing plants, of which S3 comply with GMP and account for 
84% of total production value. By the end of 2006, only GMP-compliant plants will be allowed 
to operate. 

Reform is progressing in enhancing management of both the medicines regulatory system 
and the drug supply chain from the central to the local level. Medicines are currently bought 
from district or province, using a revolving fund or allocated budget for drugs. 

Problems in local production include the increasing costs of imported raw materials; the 
lack of capacity to carry out BAIBE studies; barriers related to intellectual property rights; and 
the fact that local producers' awareness of intellectual property protection is limited. 

Viet Nam's WTO accession is in progress and the Government is committed to the TRIPS 
agreement. Twenty-two APIs for ARV production have already been patented in the country. 

The following solutions were proposed to increase access to ARV and other essential 
medicines: 

Increase competition between health providers by giving information about suppliers 
and prices of drugs: make a list of suppliers and products; and declare the prices of 
imported and locally produced drugs. 

Work out options to enable local production of drugs: call for more foreign 
investment in ARV and essential medicines production in Viet Nam using 
investment incentives; encourage transfer of technology under license, joint-venture 
and contract manufacturing; and invest in BAIBE studies. 

Take advantage of safeguard measures, including compulsory licensing, parallel 
importation and government-use provisions. 

Call for more support from WHO and other United Nations agencies, as well as 
NGOs: focus more attention on ARVs and essential medicines; improve the 
coordination mechanism among donors; and give the National AIDS Committee a 
more active role. 

2.3.11 Bangladesh 

The country has a population of 140 million in a land of 140 000 square kilometres. Life 
expectancy is 6S years. 

There are five multinational pharmaceutical companies and 300 local manufacturers in 
Bangladesh. Total pharmaceutical production value amounts to US$ 700 million. 
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The country maintains a national drug policy and drug regulations. The patent law is in 
the process of amendment in terms of international agreements on intellectual property rights. 

Locally available ARV medicines - lamivudine, didanosine, zidovudine/lamivudine 
combination, efavirenz and nevirapine - are produced using imported APIs. Those APIs are 
imported mostly from China and India. 

2.3.12 Indonesia 

The National Agency for Drug and Food Control administers regulations and quality 
assurance regarding medicines. Implementation of GMP, based on WHO guidelines, was 
initiated in 1971. Enforcement of national GMP gUidelines and regulations started in 1988 and 
provided manufacturers with a time line until 1994 for compliance. The guidelines were updated 
in 2001. 

The National Strategic Plan for Antiretroviral Therapy (ART) is aimed at 5000 people 
living with HIV/AIDS having access to ART by the end of 2004 and IO 000 by end of2005. For 
this purpose, the primary health sector became involved in the development of intellectual 
property rights regulations. A scheme for fast-track registration for special access was 
introduced and government-use provisions were applied for local production. A total of 13 ARVs 
from their innovators and three from local production for non-commercial use and restricted 
distribution underwent fast track registration. Those medicines included zidovudine, didanosine, 
zalcitabine, stavudine, lamivudine, saquinavir, indinavir, ritonavir, abacavir, efavirenz, 
nevirapine, zidovudine/lamivudine, avacavir/lamivudinelzidovudine, amprenavir and 
lamivudine/stavudine/nevirapine. 

The APIs for ARV products are not patented in the country. Patented products are used 
only for non-commercial use through government-use provisions. 

The state company, Kimia Farma, produces ARVs including lamivudine, zidovudine, 
lamivudinelzidovudine and nevirapine for government use or non-commercial use. Its 
production capacity per shift per year is 60 000 tablets and 30 000 capsules. APIs are imported 
mainly from China, India and the Republic of Korea. The company supplies products, based on 
requests from government health institutions or authority-appointed health institutions, through 
40 wholesalers and more than 300 pharmacies all over the country. 

2.3.13 Thailand 

The latest total market value of pharmaceuticals in Thailand is 62 253 million Baht or 
US$ 1632.22 million, of which local production accounts for 31 708 million Baht or US$ 831.36 
(50.9%) and importation accounts for 30 545 million Baht or US$ 800.86 (49.1%). 

There are 171 national private generic pharmaceutical companies, more than 40 
multinational research-and-development-based pharmaceutical corporations, and a state 
enterprise called the Government Pharmaceutical Organization (GPO) in Thailand. GPO was 
established in 1966 under the Ministry of Public Health. It currently manufactures more than 
200 pharmaceutical products, especially drugs in the National Essential Medicines List and 
biological products. It plays a critical part in securing access to drugs at affordable prices. Its 
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manufacture strictly complies with GMP standards under regulatory requirements of the Thai 
Food and Drug Administration. The revenue of GPO (1570 million Baht or US$ 41.16 million in 
2004) is ranked the ninth highest among all multinational and domestic producers and rank 
second highest among domestic producers. 

As of July 2005, SOl 600 cases of people living with HIV/AIDS had been reported, of 
which 30 000 were new AIDS cases, 50000 per year. Around \00000 to 120000 cases are in 
need of ARV medicines. The new-infection rate of 20 000 people/year and the death rate of 
50000 cases/year has had the greatest effect on people of aged 30-34 years (26%). 

An estimated 80 000 AIDS patients will have access to ARVs by the end of 2005. As of 
October 2005, AIDS medicines were also included under the national universal health 
programme, called 'a 30-Baht (US$ 0.70) for all diseases' programme, supported by the 
Government. Currently, the impacts on the overall health budget are being assessed. 

One option to supply ARV medicines in Thailand is the local production of non-patented 
drugs. Another is importation of newly patented drugs. Alternatively, the Government may 
need to make use of safeguards measures according to the TRIPS agreement and Doha 
Declaration. 

GPO's production of ARV medicines covered ISO 000 patients as of March 2005. It 
produces products of zidovudine, stavudine, lamivudine, didanosine, nevirapine, nelfinavir, 
zidovudine/lamivudine combination, nevirapine/lamivudine/didanosine combination and 
nevirapine/lamivudinelzidovudine combination. The price is approximately from 3 Baht or 
US$ 0.07 (simple tablet/capsule) to 150 Baht or US$ 3.93 (syrup) per unit. 

The campaign of encouraging local factories to implement GMP started in 1984, and GMP 
has been legally enforced since June 2004. A National Strategy on Quality Assurance of 
Pharmaceutical Products is about to start. The GPO plant is currently under evaluation for the 
WHO pre-qualification programme. Sixteen BAIBE centres are now available in Thailand. 
GPO undergoes BE studies under its quality assurance programme. 

One important factor threatening the viability and sustainability of local production is that, 
as there is no capacity for API production, it largely relies on importation. This is because there 
is no economy of scale and no technical capacity for API production. The source of APIs is also 
being questioned, because there is no information available on qualified API manufacturers. 

Another factor is the lack of awareness of emerging intellectual property issues, e.g., 
constraints imposed by bilateral obligations, trends of patenting trivial innovations. Regulatory 
demand for higher quality assurance requires increased investment by manufacturers. Trends of 
global harmonization lack appropriate customization to harmonizing technical requirements, 
especially for small enterprises. These restrict the competitiveness and negotiating power of 
local producers. 

The following incentives were proposed to increase local production of ARV and other 
essential medicines. 

Increased national demand for generic ARV and essential medicines. 

A '30 Baht for all programme' for HIV patients assuring constant need of sufficient 
local production. 
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Increased national demand for generic ARV and essential medicines. 

A '30 Baht for all programme' for HIV patients assuring constant need of sufficient 
local production. 

Increased international demand for quality-assured and more affordable multi-source 
ARVs. 

New regulation promoting more free competition between the state enterprise and 
private companies. 

Utilizing TRIPS safeguards. 

A fast-track/priority registration process by the FDA, applicable for drugs for Iife
threatening conditions, and including generic ARV s. 

The Government now plans to increase local production for ARV drugs and to start a new 
registration system for ARVs and other essential medicines obtained through TRIPS-compliant 
safeguards. It has also been trying to establish a cooperation plan for local industry and world
leading generic companies, such as those in China and India. 

2.3.14 Invited partners 

A representative of GFATM briefed the meeting about its financing mechanism for 
national activities on AIDS, tuberculosis and malaria control and health system development in 
terms of those diseases. She said that the criteria for financing activities were based on long
time, multi sectoral, scientific and political strategies for the next 5-10 years. In cases of 
financing for national procurement of medicines, she stated that stringent quality control of the 
procured medicines by the national medicines regulatory agency is one requirement, also adding 
that the procurement of medicines should also consider their cost-efficiency and cost
effectiveness. In terms of increasing local production of ARV s and other essential medicines, 
she encouraged countries to file applications for funding through the GFATM mechanism. 

A representative of UNICEF welcomed the meeting as an initiative for increasing delivery 
of ARVs and essential medicines by promoting increased local production and producing 
sufficient quality and quantity of those medicines at affordable prices. 

2.4 Group work 

2.4.1 Orientation 

Participants were divided into three groups, taking into consideration the background of 
each member. The groups were then asked to discuss which incentives for local production 
should be created, with each group focusing on a particular aspect as follows: 

Group I : Demand and regulatory conditions 

Group 2: Production conditions 

Group 3: Trade and miscellaneous conditions 

The groups were asked to review the preceding presentations and to compile and refine 
proposals regarding what incentives to take. The following approach was suggested: 



Incentive item 

I. 

2. 

3. 

4. 

5. 
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o improved quality; 
o affordable prices; or 
o competitive market; and 

• formulate an inventory of incentives with discussions on the approach, 
possible barriers, and the types of relationship needed, following the 
model shown below. 

Model inventory of incentives 

Inter-
government 
sector Intercountry Public-private Inter-partner 

Approach - who Pre-condition! relationship relationship relationship relationship 
to whom barrier needed needed needed needed 
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2.5 Group presentations 

2.5.1 Group I: Demand and regulatory conditions 

The group presented the following. 

Inter-
government Public-

Pre- sector Inter-country private Inter-partner 
Approach - condition/ relationship relationship relationship relationship 

Incentive item who to whom barrier needed needed needed needed 

Iml!roved Quality 

I. Encourage Government Political will Drug WHO Government Technical and 
forum /dialogue to industry and Regulatory Western to industry financial 
with industry commitment Authority Pacific assistance 

(ORA) and Regional (donor 

Ministry of Office and agencies and 

Health WHO South- WHO) 
East Asia 
Regional 
Office, 
ASEAN 

2. Technical and Government Funding ORA, WHO Government As above 
financial to/from expertise Ministry of Western to/from 
assistance industry Health and Pacific and industry 

Ministry of South-East 
Finance Asia 

Regional 
Offices, 
ASEAN, 
European 
Commission 
(EC), Japan 

3. Guidelines Government Competence ORA, Ministry As above Government As above 
harmonized to/from enforcing, of Health and to industry 

industry funding, Ministry of 
human Finance 
resource 

4. WHO pre- Government! - ORA - Government WHO 
qualification industry to to/from 

WHO industry 



- 21 -

Inter-
government Public- Inter-
sector Inter-country private partner 

Approach - Pre-conditionl relationship relationship relationship relationship Incentive Item who to whom barrier needed needed needed needed 

Affordable (;!rices 

1. Willingness to Government Pressure from Patent WHO Western Patent Technical & 
use flexibilities in to industry patent ho lder, office, Pacific and holder, local financial 
the patent law understanding Ministry of South-East industry assistance 

of the law Trade, Asia Regional (donor 
Ministry of Offices, agencies 
Health, ASEAN and WHO, 
DRA NGOs) 

2. Encourage tax Government Political will Ministry of - - -
reduction I to industry and Finance, 
exemption commitment Ministry of 

Health 

Inter-
government Inter- Public-

Approach -. sector country private Inter-partner 
who to Pre-condition relationship relationship relationship relationship 

Incentive item whom !barrier needed needed needed needed 

!:;om(;!etitiv!1 market 

1. Fast-track Government Pressure from Ministry of - Government -
registration to industry patent holder, Health, DRA to Ifrom 

Efficacy, industry 
safety and 
quality (ESQ) 
not 
compromised 

2. Reimbursement Government Competency, Ministry of - Government NGO, 
schemes to industry ESQ assured Health, DRA to Ifrom consumer 

industry 

One question suggested that promoting generic policy may be included as an incentive for 
affordable prices. 
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2.5.2 Group 2: Production conditions 

The group presented the following: 

(A) ARV medicines 

Production 

Improved quality • GMP technical assistance from 
WHO 

• Pre-qualification scheme; also 
extend s im ilar framework! 
scheme to API manufacturers 

Affordable prices • Low-priced and quality API 
supply 

• Economies of scale for 
production 

Competitive market • No competition, government-
to-government arrangement 

• Limited to ARV 

Incentive item 

• Regional procurement 

• Tax-free API and FPP 

• Regional government-to-government central purchasing at agreed prices and quality 

• Secured guaranteed regional purchase via contract agreement 

• Fair distribution of API source and FPP manufacturing countries/sites 

Approach - who to whom 

• Government to industry 

• Coordinated by regional government cooperation (International organization, e.g., 
ASEAN, WHO, UNDP, UNICEF) 

• Ministry of Health / Ministry of Finance / Ministry of Industry Development / Patent 
Office / Industry associations / Regulatory agencies 

Pre-condition/barrier 

o Non-patent ARVs 
• Capability and capacity to produce and formulate 
• Economies of scale 
• Free competition 
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o Patented ARVs 
• Innovator resistance 

Inter-government sector relationship needed 

• Regional government-to-government collaboration / agreement 

• Agree to GMP standard 

• Standard pricing mechanism 

Inter-country relationship needed 

• Regional procurement system 

Public-private relationship needed 

• Only for government use (invoke WTOrrRlPS provision) 

Inter-partner relationship needed 

• Partnership between the Government and industry 

(8) Essential medicines 

Production 

Improved quality • GMP technical assistance from WHO or 
from other countries 

Affordable prices • Generic promotion 

Competitive market • Government support for local 
production 

• Invite investor 

Incentive item 

• Make the business profitable 

• Tax policy 

• Reputation of the company to provide essential medicines 

Approach - who to whom 

• Government to industry, professionals and the public 

• Government to create good conditions for investment (local and outside) 

• Approach the Government itself 
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Pre-conditionlbarrier 

• Public opinion that quality of non-branded generics is lower than patented drugs 
and branded generics 

• Non-tariff barrier 

• National medicine policy not strong enough and also implementation insufficient 

• Medical facilities and pharmacies make more profit from branded generics 

• (Some countries have a distribution problem.) 

Inter-government sector relationship needed 

• Reduce non-tariff barrier 

• Educate the public and professionals 

• Prioritize essential medicines 

• Strengthen the implementation of national medicines policy 

• Make remuneration equal between branded and non-branded drugs 

Inter-country relationship needed 

• Strategic workshop on essential medicines (production and distribution) 

Public-private relationship needed 

• State control manufacture and procurement 

Inter-partner relationship needed 

• Partnership between Government and industry 

Comments included the following: 

Countries with a large demand for ARVs but with GMP that are not updated are in need of 
regional procurement. ARV procurement should be on the agenda of ASEAN+4 (China, India, 
Japan and Republic of Korea). 

Countries may not always be able to contribute to a decrease in purchasing prices because 
bilateral or other agreements across countries might define particular sources or a single source 
from which to procure products. 

A regional procurement system would not be feasible unless countries were willing to join 
it. The Global Drug Facility, where collective procurement of antituberculosis drugs, works well 
because of countries' strong wi I1ingness to participate. 

Price controls would only be workable in a government or government-government 
arrangement, not in an arrangement involving industry. A biregional government consortium 
might be set up to consider that. 

Health insurance and other public reimbursement schemes have an effect on price control. 
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As a standard pricing mechanism, standard production cost calculation methods have to be 
standardized. 

2.5.3 Group 3: Trade and miscellaneous conditions 

The group presented the following: 

What is the fundamental goal? 

Improved access to ARVs and essential medicines, by facilitating local production and 
procurement in the context of trade and intellectual property rights. 

What is the objective (instead of incentive)? 

To develop and establish laws and systems at national and regional levels to achieve the 
fundamental goal. 

Principles and good practices related to trade and intellectual propertY (lP) law 

• Trade agreements should take into account public health concerns. 

• Trade agreements and other international agreements should help to address public 
health challenges. 

• IP policy and law should incorporate public health objectives. 

• Keep separate IP law/administration and DRA law/administration/no patent enforcement 
byDRA. 

Barriers 

• Insufficient infrastructure in lP Office (IPO). 

• absence of, or insufficient, drug registration capacity/infrastructure; 

• competitiveness oflocal company versus international companies; 

• different standards and quality requirements from different funding agencies; 

• lack of consultation with governments by funding agencies on requirements and 
conditions for country needs (including appropriate quality standards); 

• "TRIPS-plus" obligations in free-trade agreements; 

• high price and insufficient manufacturing capacity for second-line ARV drugs; 

• unstable political environment; 

• lack of IP literacy and capacity in the health industry and health sector (DRA, 
procurement unit, etc.); 

• lack of awareness on public health in IP offices; 

• copying of guidelines of developed countries in developing county lPO/lack of 
guidelines suitable for developing countries; 

• model laws containing TRIPS-plus requirements; and 

• use of the WHO prequalification system in a way that it was not intended to be used. 
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Strategies 

• Formulate model IP laws suitable for developing countries. 

• Develop a checklist for public-health-sensitive IP laws. 

• Develop model public-health-sensitive guidelines for patentability criteria for 
pharmaceutical products. 

• Increase capacity in domestic industry and non-trade government departments to give 
input to trade negotiations. 

• Increase the capacity of the Government in trade negotiations. 

• Increase the IP-related capacity of the Government and domestic industry. 

• Improve the tax system. 

• Develop an appropriate pricing system: price information, price controls and price 
policies. 

National collaboration/ public-private collaboration 

• Ministry of HealthIDRA, Ministry of Trade and IPO should collaborate closely with 
each other (creation of an intersectoral committee). 

• Develop and implement public-health-sensitive IP laws (in line with checklist). 

• Increase collaboration between the Government, domestic industry and other 
stakeholders (including consumers) on trade issues. 

Regional collaboration 

• Increase power and negotiating power through pooled procurement/joint price 
negotiations. 

• Develop suitable guidelines for patent examination (suitable for developing countries) 
that take public health concerns into consideration. 

• Develop regional policy/strategy for promotion of local production and access to health 
care. 

• Develop strategy for regional production and supply of quality-assured medicines. 

Other important issues 

• Reimbursement for medicines. 

• Improve prescription practices/encourage prescribers to prioritize locally produced 
medicines. 

• Need for one-stop information system for procurement. 

• Explore the use ofa broker (e.g. Clinton Foundation) or intermediary (e.g. UNICEF) for 
procurement. 
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Action required from/initiated by WHO 

• Negotiate waiving patent rights for certain drugs in certain countries. 

• Assist in strengthening regulatory capacity. 

• Provide model provisions for public-health-sensitive patent law. 

Comments included: 

There is still no assured system to identify patent and price control practices in the regions, 
and some initiative should be taken in this context. 

Does API patent application differ from product patent application? The answer is that the 
. same policy and patent law applies to products as to API, but several reports show few or no 

patents on API. 

Parallel importation should also be considered as an incentive item, together with other 
safeguard measures. 

2.6 Forum exploration 

Mr Yoshida referred to the third objective of the meeting, "to explore a forum for 
cooperation in the production of ARVs and other essential medicines in Asia and the Pacific as a 
collective mechanism to assist countries in establishing regular supplies of those medicines". He 
proposed that the goal of such a mechanism is to collectively promote increased and sustainable 
local pharmaceutical manufacture and production of drugs of assured quality and sufficient 
quantity at affordable prices. 

He then touched on who should take part in the collective mechanism and spoke of the 
WHO plan to establish. an open-ended· forum that would include governments, international 
partners, NGOs, industry and other private interested parties, academia and interested 
individuals. He highlighted that the forum would produce an inventory of incentives for local 
production, and emphasized that the outputs of the working group sessions would form the basis 
of the forum's goals. 

He then explained how the forum would operate. He listed the suggested components of 
the forum, which included a general assembly, a steering group as the policy-making arm, 
working groups to implement specific activities, a secretariat as the administrative arm under a 
designated institution, but possibly rotated, and a convenor as host and chair of the general 
assembly. 

He also talked about possible sources of funding. He listed various options including 
membership fees, fund-raising activities, grants and financial packages, and donations, 
sponsorships and contributions. He also touched on possible awards and recognition. 

He showed a work plan which would involve the following steps: (1) a small task force 
would be set up to prepare the terms of reference as the "charter" of the forum; (2) candidates 
would be identified as initial steering group members, a secretariat and a convenor; and (3) the 
first forum conference would be organized in 2006, when the charter would be approved, the 
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steering committee effected, the secretariat designated, the convenor elected, and the work and 
financial plans approved. 

He finally asked the meeting to support the idea of the forum and to set up a task force 
with interested countries and parties to prepare the terms of reference and the forum's charter. 

One participant asked WHO to explain the work plan in more detail. It was clarified that 
WHO would work on preparations until the launch of the forum, but the forum itself would be an 
independent body and would operate outside the WHO system because the forum's open-ended 
nature, involving industry, may violate the WHO constitution. He also reported that similar 
·initiatives in different programmes had been studied in conceiving a possible model for the 
forum. This was also the reason why, in possible components, the secretariat was listed as an 
administrative arm under a designated institution, but possibly rotated, without referring to 
WHO. The task force would draft the operational details. 

The meeting supported the work plan and the idea of creating such a forum in Asia and the 
Pacific. It agreed that WHO should set up a task force with interested countries and parties to 
undertake preparations for the forum. It also agreed that, while the task force arrangements, 
including the selection of the group members, would be entrusted to the WHO secretariat, the 
outcomes of the group should be announced for countries to share. 

3. CONCLUSIONS AND RECOMMENDATIONS 

3.1 Conclusions 

The biregional consultation exchanged perspectives on the latest international and national 
developments in relation to local production of ARV and other essential medicines. 

The meeting analysed local production profiles, requirements and options, as well as 
conceivable incentives for countries and regions to promote increased local production of 
essential medicines and produce those medicines at a high quality and in sufficient quantities. 

Participants successfully identified possible incentives for production of such medicines 
and studied approaches to bring those incentives forward (see Annex). 

The meeting supported the idea of establishing a forum to provide collective incentives 
and support to countries and regions in promoting local production of ARV and other essential 
medicines. 

3.2 Recommendations 

3.2.1 Countries 

(I) Countries should discern the potential capacity for local production of ARV and 
other essential medicines and explore the optimal options for production in combinations 
of manufacture and import. At the same time, they should assure the minimum capacity of 
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local production to ensure the delivery of high quality essential medicines to people in 
need at affordable prices. 

(2) Countries should provide possible incentives for the production of essential 
medicines in terms of demand, regulatory, production and trade conditions, while 
considering other influencing factors, such as financing mechanisms, to encourage better 
industry outputs in terms of improved quality of products, affordable costs and prices, and 
market competitiveness. 

3.2.2 WHO 

(1) WHO, in support of interested countries and parties, should work proactively with 
countries and regions to establish an Asia-Pacific forum to produce collective incentives 
and support, as shown in the Annex, to promote local production of AR V and other 
essential medicines. 

(2) WHO should form a task force, in collaboration with interested countries and 
parties, to elaborate a charter and terms of reference for the forum and should launch the 
forum in 2006. 
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2. Introduction: meeting objectives and methodology 
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4. Presentation by country and partners 

Australia, Cambodia, China, Fiji, Japan, Republic of Korea, Lao People's Democratic 
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Group 1: Demand and regulatory 
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9. Closing ceremony 
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