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SUMMARY 

The Biregional Workshop on the Management of Antiretroviral Medicines took place in 
Phnom Penh, Cambodia, from 13 to 16 December 2004. There were about 50 participants, 
including 26 from Cambodia, China, Lao People's Democratic Republic, Malaysia, 
Papua New Guinea, Philippines, Viet Nam, India, Indonesia, Sri Lanka, and Thailand; II from 
the World Bank, the Asian Development Bank, German Support to Health Sector Reform, Japan 
International Cooperation Agency, and Medecins Sans Frontieres; and three temporary advisers 
from the Global HlV/AIDS Programme, the United Nations Children's Fund (UNICEF), and the 
American Foundation for AIDS Research. The secretariat had representatives from WHO 
Headquarters, the pharmaceuticals and sexually transmitted infections (including HIV/AIDS) 
units of the Western Pacific Regional Office, and the WHO country offices in Cambodia, China, 
Indonesia, and Papua New Guinea. 

The objectives of the workshop were: 

(1) to review the regulatory and patent status and issues related to accessibility and 
availability of ARVs in various countries, and discuss procurement challenges; 

(2) to gain an understanding of the practical aspects of procurement-selection and 
qualification of suppliers, bidding, distribution, quality assurance, and monitoring of 
ARVs; and 

(3) to learn about recent developments regarding the WTO/TRIPS Agreement, 
especially the use of TRIPS flexibilities. 

The participants gave presentations, exchanged experiences, and discussed in interactive 
working groups and plenary sessions ways of intensifYing HIV I AIDS care and treatment, the role 
of WHO's AIDS Medicines and Diagnostics Service (AMDS) in intensifYing ARV treatment, a 
regional strategy for improving drug management and access to essential medicines, quality 
assurance, estimation of medicine needs, ARV distribution and monitoring, current 
developments in the World Trade Organization/Trade-Related Aspects of Intellectual Property 
Rights (WTOITRIPS) Agreement relevant to ARV procurement, good procurement practices, 
and integrated national procurement with funding from different sources. Country action plans 
were worked out in detail in country-specific working groups. 

Priority areas for the rapid expansion of ARV treatment, at both country and biregional 
levels, were identified. In the two regions, integrated national procurement of ARVs with 
funding from different sources was deemed to be the highest priority, for which innovative 
approaches were needed. The recommendations included the following: at the country level, a 
nationally coordinated supply and distribution system for HlV/AIDS medicines and supplies, and 
for WHO, provision of technical support for the system. 



1. INTRODUCTION 

The Biregional Workshop on the Management of Antiretroviral Medicines was held in 
Phnom Penh, Cambodia, from 13 to 16 December 2004. 

I. I Background Information 

The lack of access to antiretroviral medicines (ARVs) worldwide requires urgent 
collaborative action by international organizations, national governments, and other relevant 
stakeholders. Obstacles to better access are the high prices of patented ARVs, low public 
financing capacity and inefficient financing, and the lack of a procurement and distribution 
mechanism. Officials who procure, distribute, regulate, and patent ARVs urgently need up-to
date knowledge and information, especially on good procurement and distribution practices, and 
on the legal and regulatory requirements in the World Trade Organization/Trade-Related Aspects 
of Intellectual Property Rights (WTOffRIPS) Agreement. Within countries, the health sector 
and other relevant sectors must also collaborate more on these issues. 

1.2 Objectives 

The objectives of the workshop were: 

(l) to review the regulatory and patent status and issues related to accessibility and 
availability of ARVs in various countries, and discuss procurement challenges; 

(2) to gain an understanding of the practical aspects of procurement-selection and 
qualification of suppliers, bidding, distribution, quality assurance, and monitoring of 
ARVs; and 

(3) to learn about recent developments regarding the WTO/TRIPS Agreement, 
especially the use of TRIPS flexibilities. 

1. 3 Participants 

There were about 50 participants, including 26 from Cambodia, China, 
Lao People's Democratic Republic, Malaysia, Papua New Guinea, Philippines, Viet Nam, India, 
Indonesia, Sri Lanka, and Thailand; 11 from the World Bank, the Asian Development Bank, 
German Support to Health Sector Reform, Japan International Cooperation Agency, and 
Medecins Sans Frontieres; and three temporary advisers from the Global HIV/AIDS Programme, 
the United Nations Children's Fund (UNICEF), and the American Foundation for AIDS 
Research. The secretariat had representatives from WHO Headquarters, the Pharmaceuticals and 
Sexually Transmitted Infections (including HIV/AIDS) units of the Western Pacific Regional 
Office, and the WHO country offices in Cambodia, China, Indonesia, and Papua New Guinea. 

1.4 Opening Ceremony 

His Excellency Mam Bun Heng, Former Secretary of State for Health, Cambodia, opened 
the workshop. He said that his government strongly supports the rapid expansion of AR V use in 
the country but that these medicines are difficult and expensive to manage. Decision makers 
have to deal with these challenges and ensure the sustained supply and distribution of ARVs. 
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Speaking on behalf of Dr Shigeru Omi, WHO Regional Director for the Western Pacific, 
Dr James Tulloch, WHO Representative in Cambodia, touched on the importance of quality 
assurance, financing, and a reliable supply and distribution network and stressed the need for 
biregional collaboration. 

1.5 Appointment of Chairperson, Vice-Chairperson, and Rapporteur 

The workshop participants chose Dr Chroeng Sokhan from Cambodia as Chairperson, 
Dr N. Rajakumar from India as Vice-Chairperson, and Dr James Wangi from Papua New Guinea 
and Mr Lai Lim Swee from Malaysia as Rapporteurs. 

2. PROCEEDINGS 

2.1 Introduction: Workshop Objectives and Agenda 

Dr Budiono Santoso of the WHO Regional Office for the Western Pacific announced that 
four countries in the South-East Asian Region and seven in the Western Pacific Region were 
represented in the workshop, together with the World Bank, the Asian Development Bank, Japan 
International Cooperation Agency (JICA), Medecins Sans Frontieres (MSF), UN agencies, and 
other groups. He outlined the objectives and methodology of the workshop, and the participants 
introduced themselves. 

2.2 Intensified HIV/AIDS Care and Treatment 

Dr Masami Fujita of the WHO Regional Office for the Western Pacific pointed out that 
cases of HI VIA IDS are increasing. According to the report of WHO in 2004, there were 39.4 
million cases. worldwide. 

Dr Fujita explained the global guiding principles of HI VIA IDS care and treatment, or the 
Three Ones: One agreed AIDS action framework that provides the basis for coordinating the 
work of all partners; One national AIDS coordinating authority with broad based multi-sectoral 
mandate; and One agreed country level monitoring and evaluation system. He said that 
treatment should start neither too soon, because of the side effects, nor too late, because of the 
I ife-threatening consequences. 

The gap in AIDS treatment between the North and the South is widening, Dr Fujita said. 
But significant progress was made last year, and the aim is to treat three million people by 2005. 

HIV care, treatment, and prevention should go hand in hand. Dr Fujita said that of the five 
pillars of treatment (treat 3 million by 2005 initiative), two-the urgent need for sustained 
country support and an effective and reliable supply of drugs-are the most important. The other 
three pillars of treatment are: global leadership, strong partnership and advocacy, simplified 
standardized tools for delivering antiretroviral therapy and learn by doing and rapidly identify 
and reapply new knowledge and successes. 

Opportunistic infections should also be managed before ARV treatment. Dr Fujita warned 
of failure if treatment is interrupted. Service delivery models should be developed for the rapid 
expansion of ARV use. 
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WHO has simplified the treatment regimen to five drugs in four possible combinations. 
The four treatment options (Four S's), as presented by Dr Fujita, are Start, Substitute, Switch, 
and Stop. 

2.3 Role of AMOS in Intensified ARV Treatment 

Dr Peter Graaff from WHO Headquarters explained that WHO set up the AIDS 
Management and Diagnostic Services (AMOS) unit because of the increasing number of people 
receiving ARV treatment and the many stakeholders at the global, regional, national, and sub
national levels. 

AMOS promotes networking and serves as a clearing house of information. Dr Graaff 
expressed the hope that the AMOS website would be a one-stop information centre and the first 
choice of people seeking reliable data and guidance. 

Many partners of AMOS regulate or carry out procurement operations, including fund 
raising to support increased staffing in key countries. AMOS also brokers technical support and 
gives priority to procurement, supply, and management work. Where necessary, it negotiates 
prices with the pharmaceutical industry as well. 

Participants were asked how closely their organizations had been working together in their 
respective countries before they came to the workshop, because the Three-by-Five initiative, 
Dr Graaff noted, was launched to get everybody involved. He also asked the participants if all 
their organizations were taking part in planning, funding, and implementation. If not, he asked 
the participants how they intend to bring their organizations on board. He urged them to use the 
AMOS website for that. 

2.4 Regional Strategy for Improved Access to Essential Medicines and More Efficient Drug 
Management 

Dr Santoso stressed the need to intensify efforts to improve access to essential medicines, 
as recommended in WHO Resolution RC/55.R4. He drew the participants' attention to the 
various challenges posed by rational selection, rational use, affordable price, trade globalization 
and TRIPS, sustainable financing, management and supply system, quality, and monitoring and 
evaluation. 

He said that the countries must have a work plan and implement it, and he mentioned the 
factors that affect access: selection and use, process, financing, and the supply system. 

Dr Santoso also said that selection, procurement, distribution and management, and use 
present potential problems in the drug management cycle. 

In the questions-and-comments session that fo llowed the three presentations, 
Dr Yves Renault of WHO in Papua New Guinea talked about the difficulty of setting up an 
orderly and stable system for purchasing ARVs. "What do I do," he asked, "and with whom?" 
Dr Graaffsaid that, in principle, the existing procurement system should be used, and ifit fails, 
then the drugs could be sourced through intermediaries. 

2.4.1 Interactive working-group session 

Target-group numbers were cited. Viet Nam, according to one group, had 2,321 people 
living with HIV / AIDS (PL WHA) in 2004, 1,000 of them under treatment. 
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The main players, the members of this first group said, are government and district 
hospitals, with nongovernmental organizations (NGOs) also playing a part. Financial support 
comes mainly from Global Fund Combating AIDS, Tuberculosis and Malaria, the government 
budget, the Asian Development Bank, and NGOs like MSF. The main sources of supplies are 
local manufacturers, patent holders, and UNICEF/WHO. 

The major challenges mentioned in the first group are lack of human resources and 
capacity, lack of effective cooperation at all levels, lack of testing equipment, increased 
resistance to drugs, social stigma associated with HIV, involvement of the private sector; 
TRIPS/patents, and management of logistics. The most important issues are continuity of 
funding, adherence to treatment, and pricing of ARVs. 

The recommendations were to give technical support to local manufacturers and suppliers 
to ensure sufficient supply ofHIV/AIDS medicines. 

Summary of working group information 

Country Provider of Sources of funding or No. of No. of No.ofPLWHA 
HIV/AIDS suppliers of products PLWHA PLWHA for now being 
medicines treatment in treated 

service 2005 
Cambodia Gov't, partners Global Fund, World 123,000 12,000 5,000 

Bank, Asian 
Development Bank, 
Department for 
International 
Development 

China Gov't, Medecins (Funding) Gov't, Global 840,000 18,000-20,000 13,000-14,000 
Sans Frontieres Fund 

(Donations) GSK - 3TC; (30,000) 
Clinton Foundation -
paediatric formulations 

Laos Medecins Sans Global Fund, WHO 1,341 752 
Frontieres 

Viet Nam Gov't, NGOs, Local manufacturers, 2,321 4,937 , 

and private patented suppliers, 
I 

(2004) 
sector UNICEF/WHO 

i 

A second group said that there were 128, I 00 HIV/ AIDS cases in Cambodia, in 2004, 
5,000 of these on ARV treatment. The main service providers in that country are the 
Government and diSlfict public hospitals. 

The sources of funds are global funds, the Asian Development Bank, the World Bank, 
MSF, and the Clinton Foundation. The main challenges are similar to those mentioned by the 
first group. 

The other groups echoed the comments of the two groups. 

119 

1,000 
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A representative of the World Bank wanted to know who was supplying the ARVs. She 
said that the WB generally does not support purchases from local manufacturers, as most of these 
are not pre-qualified by WHO, but it does make loans available for the purchase of testing 
equipment. She suggested pooling purchases, to make it worthwhile for WHO-pre-qualified 
manufacturers to service the orders. 

The participants from Viet Nam told the group that their patent law allowed compulsory 
licensing. 

2.5 Ouality Assurance 

2.5.1 Medicine registration and evaluation 

Mr Jun Yoshida, technical officer with the pharmaceuticals unit of the WHO Regional 
Office for the Western Pacific, discussed the drug management and supply cycle and its 
implications for quality assurance (QA). He stated the need for supporting legal framework for 
QA and he went into some QA issues. The basic concern of the drug regulatory authority 
(DRA), he said, is to ensure effective, safe, and good-quality products. 

Drug registration involves evaluating products that are submitted for registration. The 
evaluation includes the production sites. The result is a list of authorized products. After 
registration, Mr Yoshida stressed, quality should continue to be monitored. 

To pre-quality as suppliers, pharmaceutical companies must submit information about 
themselves, their business, their product, their quality standards, and processes. Required 
information about each product includes, among others, dissolution test and active 
pharmaceutical ingredients (API) assay results. Labelling, packaging, and other technical 
specifications and standards must be documented. Claims of therapeutic equivalence must 
also be supported by bio-equivalence studies. Such studies assume good laboratory and clinical 
practice. 

Mr Yoshida ended his presentation by citing four documents that countries could refer to 
I 

for quality assurance information on medicines. 

I 
Practical guidelines on pharmaceutical procurement for country with small procurement 

agencies, WHO/WPRO. Manila (2002) 

Battling HIV I AIDS: A decision makers guide to procurement of medicines and related 
supplies, edited by Yolanda Tayler, World Bank (2004) 

Planning and implementation of procurement and supply management component, Global 
Fund Combating AIDS, Tuberculosis and Malaria. 

Marketing authorization of pharmaceutical products with special reference to multi-source 
(generic) products - A manual for a drug regulatory authority. Regulatory Support Series No.5, 
WHO, Geneva (1999) 
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2.5.2 Availability of antiretroviral medicines in Asia 

Dr Kevin Frost of the American Foundation for AIDS Research said that ARV 
programmes are interrelated and that the programme in one country may therefore affect the 
programme in another. 

Efficacy, toxicity, adherence or resistance, and price determine the choice of regimen. In 
the effort to expand ARV treatment in Asia, Dr Frost said, human resources, and not price, are 
likely to be the limiting factor. 

Manufacturers of generics, especially in poor countries, must combat perceptions and 
accusations of low-quality manufacture. Asia has 28 such manufacturers; 13 of these, 
including four that have been pre-qualified by WHO, are in India. Bangladesh, Cambodia, 
Indonesia, and Thailand each have one local manufacturer of ARVs. Korea has three. China, 
which has about 840,000 people with HIV / AIDS, has few manufacturers of generics but is one 
of the largest exporters of API. One manufacturer in Malaysia will make ARVs soon. 
Viet Nam, the only Asian country to receive President's Emergency Plan for AIDS Relief 
(PEPFAR) funds from the United States of America. has three local manufacturers making 
ARVs. 

Dr Frost also noted that there are no fixed-dose combinations for paediatric formulations. 

He said that WHO and the Food and Drug Administration of the United States of America 
alone cannot ensure drug safety and efficacy. The WHO process, for one, is a passive process 
that depends on manufacturers to apply for registration. It must be supported by other processes. 

2.5.3 Pre-qualification 

Pre-qualification (PO), according to Dr Graaff, could be the best thing that has happened 
to manufacturers of generics, as the process offers manufacturers from all countries equal 
opportunities to comply with international standards. A company that is pre-qualified by WHO, 
Dr Graaff said, joins an "elite" group. 

A team inspects the manufacturer who has applied for PO. Both the product and the 
manufacturer must meet WHO standards. Samples are taken both before and after PO. All 
products must re-qualify every three years. Generic manufacturers must show proof of bio
equivalence. 

Dr Graaff agreed that PO is passive. But, he pointed out, WHO is not a super
regulatory body and will never be one. The strengths of PQ are that it is rigorous and 
efficient, it builds local regulatory and production capacity, and it provides innovator 
companies with a fast-track process. 

PO is managed by WHO in partnership with UNICEF and the United Nations Fund for 
Population Activities (UNFPA) and with the support of the World Bank. 

Dr Graaff explained what has been achieved so far in PO. The 21 st edition of the PO list 
was published on 30 November 2004. 

He also presented the recent cases of delisting and voluntary withdrawal of contract 
research organizations that were found to have violated international guidance on good 
laboratory and clinical practice. On the other hand, a company that had two products delisted has 

, , 
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secured the inclusion ofthose products on the latest WHO list by submitting a new bio
equivalence study. 

To a question from Dr Frost whether global funds could be used to buy ARVs from 
sources that were not pre-qualified by WHO, Dr Graaff said that this was a temporary 
arrangement and that WHO would settle the matter by June 2005. In the meantime, countries 
were advised to buy from companies that were close to being pre-qualified and then to switch 
quickly to PQ drugs once these become available. 

The Cambodia representative told the group that a product (Ranbaxy) had been withdrawn 
soon after Cambodia had placed an order for it. The representative wanted to know how such a 
problem could be prevented from recurring. Dr Graaff said that further withdrawals were 
unlikely. He explained that the products had been withdrawn because the companies could not 
prove that the bio-equivalence studies had been done correctly, but these products were probably 
better than others that had never been pre-qualified. Dr Helen Moller from UNICEF advised 
countries like Cambodia to keep the products on hold pending a decision on their withdrawal. In 
such cases the contract terms are important, she said. World Bank rules provide for legal action. 
Ten percent of the payment is normally withheld until the users are happy with the product. 
Otherwise, the amount withheld can be forfeited. 

The Cambodia representative also asked if products on the PQ list were under price 
control. Dr Graaff said that there were no price controls, and he pointed out that a spike in 
pricing after PQ listing had drawn no complaints. But the Cambodia representative cited a 
product that had doubled in price. Dr Graaff said that WHO could help push the PQ process 
along, in collaboration with the local companies that had submitted applications but had not yet 
been pre-qualified, and with their country's regulatory body. The World Bank representative 
added that MSF price quotes could be used for comparison. 

2.5.4 Country-specific working group session 

In the late afternoon of the first day, the workshop participants discussed country-specific 
actions and gaps in quality assurance with a view to presenting country plans by the end of the 
workshop. These questions were considered: 

(1) What are the quality assurance requirements of expanded access to antiretroviral 
therapy (ART)? 

(2) What has been achieved in this regard and what remains to be achieved? 

(3) How can the gaps be overcome? 

(4) What technical assistance is needed? 

All the countries stated what to them are the most important issues in ARV quality 
assurance. It was clear after the presentation that the countries are at different stages of quality 
assurance. 
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Results of working group discussions 
Country Achievements Gaps/Challenges Strategies to Overcome 

Gaps/Expand Access 
to ARVs 

Cambodia The following are in place: national No legal framework. Difficult National policy. 

policy on ARV QA; national guidelines to control quality of drugs in Traming of private 

for treatment of adults, adolescents, and pri vate sector sector clinicians 

children; institutional framework for 

care and treatment. WHO pre-

qualification system followed. 

India WHO treatment guidelines followed 

Indonesia Standard treatment guidelines in place. Poor lab capacity; no 

ARV drugs selected. HIV / AIDS Monitoring and evaluation 

committees established at all levels. system of HlV / AIDS drug 
reactions 

Funding source: government and GF 

funds. 

Lao Still in pilot stage. National committee No clear policies. No clear 

People's for HlV control in place. directions on how to work 

Democratic within the country and with 
other countries. First-line 

Republic regimen not set. 

Malaysia National guidelines, effective National 

Drug Administration in place. Wide 

range of ARV s procured by 

Government. Fast-track regislration in 
place. Post-marketing surveillance in 

place. Compulsory licensing. Price no 

longer an issue. 

Papua New 300 people on treatment. National Most patients m rural areas. No 
Guinea program still being planned; will cover program monitoring and 

1,500. National Drug Administration surveillance system. ARVs not 

exists; finds QA system satisfactory. on essential drug list. 

Procurement and distribution outsourced 

to a private pharmacy. 

Philippines Good registration system; policy for No treatment guidelines. Weak 
fast-tracking registration in place. post-marketing surveillance. 

Thailand National guidelines in place. Following Drug resistance concerns. 
WHO pre-qualification process and TRIPs-related challenges. No 
Food and Drug Administration second-line regimen. 
standards. 

2.6 HIV Supply Forecasting 

Dr Moller from UNICEF identified the key issues in the forecasting of supplies for the 
care and treatment ofHIV. 

Technical 
Assistance 

Needed 

+++ 

+++ 
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~he went into the forecasting and procurement challenges: screening tests, confirmatory 
tests, tIe-breakers, consumables and waste management, and quality assurance. Drugs like 
~otri~oxazole isoniazid an~ those needed for the treatment of Tuberculosis, and opportunistic 
mfectlOns, as well as supplIes for Sexually Transmitted Infection care and treatment must be 
estimated. ' 

To be reliable, forecasting must consider the elements of a comprehensive care package 
such as the elements of support (clinical care, psychological support, socio-economic support, 
human rights, legal support) for home-based care. 

First, a profile of patients at service delivery sites (e.g., number of adults, pregnant 
women, and children) must be drawn up. Next, the growth in the number of patients on 
treatment and the funds available must be estimated. Then estimates must be made of the 
number of packs/kits needed to start treatment and to prevent stock-outs, taking into account 
such factors as lead time and stock levels. Supply and demand must also be monitored. 

Stock-outs, as well as oversupply and expired stocks, are inevitable. Although waste 
should be minimized, some waste has to be tolerated to prevent stock-outs. 

2.6.1 Interactive working group session 

The various groups estimated the drug requirements for a hypothetical country with 
HIV-infected expectant mothers. Some felt that the purchasing body should prepare such 
forecasts in consultation with clinicians. 

2.7 ARV Distribution and Monitoring 

2.7.1 Distribution management 

Dr Santoso of the WHO Regional Office for the Western Pacific presented the goals of 
distribution management, such as constant supply, the first-in-first-out principle of inventory, 
efficient use of transport, and reduced theft. 

He explained the distribution cycle (procurement, clearing, receipt, inspection, and 
consumption reporting); the major elements of the distribution system (system design, 
information system, storage, and delivery); and distribution planning (store locations, delivery 
routes, and delivery schedules). Public versus private distribution was also explored. 

Dr Graaff of WHO Headquarters mentioned supply considerations such as limits to 
prevent overstocking and expiry, full supply for clients, security and special storage needs, and 
monitoring to ensure rational operating decisions. Everyone should work together to move 
supplies to where they are most needed. Patients who have already started treatment should be 
given top priority, as treatment, once begun, must be sustained. Procurement and supply 
management staff should be part of decisions on patient enrolment. 

A country may decide, on the basis of cost, human resource capabilities, and the capacity 
and performance of the existing distribution system, to use the present system or to design a new 
one. Dr Graaffrecommended using the present system and simply modifying it, if necessary. 

Dr Moller said that the political authorities must be made aware of ARV supply levels so 
that shortages and the actions taken to remedy them are not totally unexpected. 
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Dr Sivong Sengaloundeth from the Lao People's Democratic Republic wanted to kn~w 
how wastage due to expiry can be avoided if patients who have started treatment must continue 
treatment. Dr Graaff said that some wastage is tolerable but it should be kept low, although there 
is no generally agreed percentage of acceptable wastage. 

Dr Chroeng Sokhan from Cambodia shared his experiences with drug expiry and other 
supply problems. Faced with delays in government funding for the government distribution 
system, the Ministry of Health, with support from global funds, entered into supply relationships 
with six NGOs. Once the administrative requirements of the global funds were met, the system 
worked very well. 

Another participant said that one problem with such a dual supply system was that nobody 
seemed to know when stock-outs occurred. That was the case in Viet Nam when government 
funds were used to purchase local products and PEPFAR funds were used for imports. Dr Graaff 
said that the country should try to stay in the driver's seat. 

2.7.2 Link between patient monitoring and drug supply management 

Dr K. J. Seung, an officer with the capacity-building group at WHO Headquarters, talked 
about the lack of human resources in HIV treatment, especially in the rural areas, where many 
HIV patients live. Because of this lack, there has been a move away from specialists and 
towards greater reliance on general practitioners and even nurses. But decentralization has also 
made monitoring more difficult. 

With the help of materials from WHO, health-care workers can be trained to shift easily 
between tasks, and because the protocols are simple and clear, the workers know exactly what 
to do. Patient monitoring in this system is not too complicated for the lowest level of health
care workers and yet is powerful enough to generate the required information. Interim patient 
monitoring guidelines are available from the WHO website. 

Agreed minimum data sets and definitions are available in the pre-ART register for those 
who are not receiving ARVs and in the ART register for those on ARVs. There is a cohort 
analysis report and monthly or quarterly reports. This system is completely paper-based and not 
computerized. It also provides patient tracking data and a means of forecasting ARV needs. The 
various regimens are coded and the codes can be used in forecasting. The exact number of 
patients on each regimen can be calculated, and this also provides security for ARV. 

2.7.3 MSF experience in Cambodia 

Since 2001, MSF has collaborated with the Ministry of Health of Cambodia on tive 
HIVIAIDS projects in the country. With a staff of 76, MSF worked with NGOs and other 
institutions and organized patient peer support groups. It ordered six months' consumption 
stocks and three months' buffer stocks. 

Before treatment, patients were given information about the drugs to ensure their 
compliance. Patients appointments with doctor were set at day IS, month 1,2,3,4,6 and 8. 
Deliveries were made individually and by appointment. Each patient was given two days' extra 
supply. Drug boxes had to be returned to allow compliance monitoring. 

MSF also monitored compliance by keeping track of the pill inventory, punctuality for 
appointments (less than 5% late for appointment), treatment failure, and default rate (1-3%). 
Defaulters were visited at home the day after they failed to show up for an appointment. 
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ARV consumpt.ion was reported monthly. The drug regimen had to be changed in 20% of 
the cases because of side effects. Stavudine intolerance was the most common reason for the 
change. 

A big challenge was the forecasting of paediatric formulations. The ARV expired after 
two years, but the manufacturers needed to have at least an estimate for a year's requirements. 

The conclusion, the MSF presenter said, was that AIDS care was complicated but feasible. 

2.7.4 Interactive working group session 

The session in the afternoon of the second day, facilitated by Dr Santoso of the WHO 
Regional Office for the Western Pacific, dealt with the distribution of ARVs, patient tracking, 
and monitoring. 

The participants, in four groups, looked into these issues: 

(1) How are HIV supplies distributed? 

(2) How does the distribution of HlV supplies differ from the distribution of other 
essential medicines? 

(3) How are patients tracked? 

(4) How can the number of patients on treatment be reconciled with supplies 
management? 

(5) What logistics management information system (LMIS) is available? 

(6) How can the existing LMIS be adapted to HlV supplies management? 

One group talked about the experience of the Lao People's Democratic Republic. HlV 
treatment started in one area as a pilot project. With this experience and after the workshop, the 
group said, it should be possible to expand HIV treatment. But the various players would first 
have to agree on such matters as funding and supply sources. 

Another group said that in both Indonesia and Cambodia the central government and 
donors distribute the drugs, and government institutions and NGOs distribute supplies. In 
Indonesia, the local government funds the drugs, which are distributed to the health care 
institutions from the district warehouse. In India and Malaysia, the supplies come from private 
companies. Cambodia and Indonesia track patients through the hospitals and health facilities. 
India uses counsellors to track patients. Cambodia, Malaysia, and India already have an LMIS, 
and some health-care facilities in Indonesia use a computer software for inventory control. The 
group felt that the present LMIS can be used to control ARVs. 

According to a third group, ARV drugs in Viet Nam are supplied centrally. Patients are 
tracked in hospitals and voluntary counselling and testing centres. Drugs are also available at 
day-care health centres 

The fourth and last group presented the experience of China and Sri Lanka. In Sri Lanka, 
drugs and supplies are procured centrally by the Ministry of Health and distributed to the HIV 
centres, then hospitals and districts. Patients are tracked through HIV centres. China has a 
computerized patient tracking system. Those who cannot afford to pay get free treatment. 
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Dr Fujita of the WHO Regional Office for the Western Pacific wanted the .disc~ssions to 
focus more on future actions. He noted from the presentations that all the countnes stdl use the 
supply-oriented system and the demand-oriented system is not used anywhere. Dr Fujita said 
that the countries must change the way they do things. 

Delivery schedules, especially for HIV test kits, must be shortened, Dr Moller from 
UNICEF said, adding that the supply contracts can achieve this by obligating the suppliers to 
deliver the drugs straight to district or health-care levels rather than through the central level. 
Shelflife can thus be maximized. 

2.7.5 Country-specific working group session 

Mr Yoshida of the WHO Western Pacific Regional Office facilitated the session. The 
discussion delved further into the following issues at the country level: distribution and patient 
tracking requirements, achievements, gaps and solutions, and technical assistance needed. 

The representative from the Philippines reported a problem with supplies and the location 
of laboratory services. The country has a strong NGO network for HIV and a good treatment 
system. 

India, Sri Lanka, Thailand, and Malaysia have no apparent gaps in distribution. The 
representative from India, however, expressed a need for trained manpower, and the 
representative from Sri Lanka asked for assistance with information technology. 

Papua New Guinea has four main HIV centres and when the global funds start arriving 
next year the treatment can be extended to other centres. The country has treatment guidelines, a 
policy on ARV treatment, and a national strategic plan (medium-term expenditure framework). 
There is a computer software for patient track ing, but the system has to be I inked to the drug 
supply and the treatment centres. A major issue is the availability of funds. No one seems to 
know how much money is coming in and when; as of now only the global funds have been 
tapped. Dedicated ARV drug supply officers are needed, and they must work closely with the 
clinicians. For cohort analysis, epidemiologists, and hence technical assistance, are needed. 
Nurses must be trained, perhaps also to initiate therapy and support. CD4 machines are also 
needed. 

Procurement offices in Cambodia serve other needs as well. The country must attend to its 
growing need for ARV treatment and logistics and for management training. ARV procurement 
follows no standards and needs integration. Another issue is how to deal with patients receiving 
care at home. Quality assurance and patient tracking :11 c also very deficient, as hospitals have no 
standard forms for monitoring. 

In China, health-care data are particularly difficult to obtain. Tracking patients is a 
problem, because of the social stigma involved. Gaps in government funding and laboratory 
facilities are increasing. 

Indonesia reported that hospitals receive HNIAIDS medicines using the source offund of 
the central government budget, private companies, and donor agencies. Other sources are NGOs 
and provincial health budgets. There is no central body coordinating the individual hospitals. 
The delivery cycle has been shortened and a high level of safety stock has been created, but A V R 
resistance is not monitored, LMIS is not well implemented, and a "push" system is still used. 
Training is needed to improve ARV and LMIS use. The treatment and procurement systems 
need to expand. 
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In the Lao People's Democratic Republic, there are gaps in manpower, technical capacity, 
and financial assistance. The Government, private companies, NGO, donor organizations also 
work separately. They must meet and discuss how they can collaborate. 

Dr Fujita asked for a model of a single agency that can integrate funding from many 
agencies. Ms Yolanda Tayler of the World Bank said that different funding agencies have 
different requirements and they do not talk to one another. A country that is moving to the "pull" 
system, Dr Moller said, now needs to pool all its donor funds in a single fund. Some effort in 
that direction has been made in Uganda, but the final outcome is not known. 

Viet Nam also receives funds from several sources, and that is a problem. 

The representative from Papua New Guinea said that the country had set up a trust account 
using the Sector Wide Approach to hold funds from various sources such as UN partners and 
global funds, so the provinces could draw from a single source of funding. 

In summary, Mr Yoshida said, if the different players were to integrate and coordinate 
their policies and systems, they would draw more attention and resources. He expressed the 
hope that the workshop would find suitable answers. 

2.8 Developments in WTOrrRlPS Agreement Relevant to ARV Procurement 

Ms Catherina Timmermans from WHO Indonesia explained that medicines are subject to 
two sets of rules: registration and intellectual property rights (IPR). While registration comes 
with the authority to produce or market a product, IPR can merely exclude a product or stop its 
production or marketing. 

For drug procurement it is important to know the difference between originator drugs and 
the generic versions, and also the patent or registration status of the drugs. Exemptions from the 
registration requirement are granted for compassionate use, public sector procurement, and 
tender. 

Public health safeguards that can facilitate access to medicines, such as parallel 
importation, compulsory licensing, and government use, are allowed under the TRIPS 
Agreement. But these safeguards must be incorporated into the local law to be useful to 
procurement officers. 

The principles of parallel importation, government use, and compulsory licensing were 
explained. There was a discussion on the circumstances that justifY compulsory licensing. The 
TRIPS Agreement limits country exports under compulsory license. The Doha Declaration 
recognizes this problem. Government use is a special case of compulsory licensing-the 
government itself owns the compulsory license. Government use in Malaysia was compared 
with government use in Indonesia. 

In 2005, India will have to comply with the TRIPS Agreement and may no longer be able 
to supply ARVs to other countries. The situation should become clearer in 2005, when the patent 
office of the country expects to complete the patent process, although there is no deadline for 
completion. Even now, the patent law is still not being amended to conform to the TRIPS 
Agreement. 

For countries to purchase generic ARVs, the purchasing officers must be certain that there 
are no patent infringements. They may have to seek legal advice. 
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Countries without a patent law, like Myanmar, can buy either generic or originator drugs. 
Cambodia, too, does not have a patent law for pharmaceuticals. WTO has allowed least
developed countries to delay patent on pharmaceuticals. 

European countries use parallel importation. Brazil, which has no patent law for 
pharmaceuticals, produces generic ARVs. 

Malaysia and Indonesia have relied on government use to import ARVs. Indonesia has 
issued a compulsory license valid for 7-8 years; Malaysia's is valid for only two years. 

The workshop participants learned that the United States of America is the greatest user of 
government rights. 

The discussion after the presentation included the data protection (data exclusivity) issue 
in bilateral trade agreements. The data exclusivity period varies from five to eight years, but a 
possible extension to 15 years has recently been considered. The extension would create a 
problem for the use of compulsory license. New initiatives have also been taken in the European 
Union and Canada to approve the export of affordable generics to countries in need. 

Trade negotiators must be aware of the detai Is of health-care issues. 

2.8.1 IPR law in Viet Nam 

According to Ms Do Thanh Binh of Viet Nam, the country's patent law incorporates 
compulsory licensing (by the Ministry of Science and Technology), parallel importation, and 
other provisions. But intellectual property rights are not well known and the patent system has 
not been well used in the pharmaceutical sector. 

2.9 Good Procurement Practices and Experiences 

2.9.1 Battling HIV IAIDS: A decision maker's guide to the procurement of medicines and 
related supplies 

If AIDS is not controlled, Africa, for one, will experience total economic collapse in three 
generations. To expand treatment, several challenges in the following areas must first be met: 
funds, physical and human health infrastructure, medicine distribution, continuity of drug supply, 
and adherence. 

Ms Tayler ofthe World Bank referred to a book on good procurement practices and 
procurement experiences. The book was prepared to guide procurement using World Bank 
funds, but it also applies to procurement with other tunds. The chapters deal with the various 
aspects of procurement: challenges of expanded A VR treatment, IPR, supply management, 
product selection, quantification and quality assurance, and procurement and pricing. 

The book explains the medicine supply cycle-who does what. It also explains product 
quantification methods considering consumption and patient morbidity. 

The concepts of quality assurance and pre-qualification are introduced. Although the 
World Bank supports international bidding for purchases, ARV suppliers and products must be 
pre-qualified by WHO. However, the World Bank also accepts products registered with the 
country's regulatory body. 
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Details of ARV procurement are clarified. IPR is a special feature. The World Bank 
assesses the capacity of the procurement agency. Once the types of medicine to be purchased are 
decided, then the procurement method is selected. 

Ms Tayler also talked about the procurement experiences of the World Bank. It has 
committed $1 billion to the HIV/AIDS programme. Thirty-one projects have been approved, 
but only about $300 million has been disbursed so far. 

Some challenges at the national level are the huge volume of work, the lack of trained 
professionals, complex guidelines, inadequate reporting, and delays in pre-project reviews. The 
line ministries have no prior experience with the World Bank. The NGOs cannot handle 
procurement planning. (A procurement plan is essential to the success of the projects). At the 
district level, there are not enough suitably qualified personnel to handle ARV procurement. 

The World Bank relies on post audit to ensure that these programs work properly. 

In answer to questions from the participants, Ms Tayler could not cite any country with the 
capacity to conduct its own pre-qualification process. She referred those looking for suppliers to 
MSF, WHO, and other lists, which, she said, cover approximately 90% of the suitable suppliers. 
The experiences gained in dealing with ARVs can be applied to the procurement of other drugs. 

2.9.2 Procurement of HI V-related supplies 

Dr Moller described the procurement of HIV -related supplies through UNICEF, which has 
started a project to prevent HIV transmission from mother to child. Supplies needed for the 
project relate to reproductive health, laboratory services, medical equipment, pharmaceuticals, 
and nutrition support. 

UNICEF works very closely with WHO, global funds, and other agencies. It maintains a 
database of AR V sources and prices published on its website. The agency has set up a small 
stockpile in Copenhagen to prevent stock-outs, but this global stockpile is difficult to manage, 
Dr Moller said. 

UNICEF has long-term arrangements with 22 companies, innovator/originator companies 
as well as generic companies. These have supplied 37 countries in the last 18 months, and have 
substantially increased supplies to Malawi and Zambia. Countries that source ARVs through 
UNICEF are responsible for the quality of the products. 

The World Bank allows sourcing through UNICEF, but the country should first check the 
UNICEF delivery schedules. 

2.9.3 MSF experience in China: Procurement challenges 

MSF has had two projects in China with about 400 patients on ARV treatment. Besides 
the usual patent, China offers "administrative protection", a system that is similar to but existed 
before patent protection. 

MSF has encountered several challenges. Some drugs are not available, many are 
patented, and no local ARV has been pre-qualified by WHO. Paediatric formulations, d4T 
(30mg), and 3TC are not available. The pharmaceutical companies do not market any second
line treatment. 
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The lack of fixed-dose combinations contributes to the pill burden. The only Lamivudine 
marketed in China is the 100 mg drug for hepatitis. The other doses are registered but are not 
marketed well, as the supply is very variable. GSK will donate 18,000 boxes of 3TC (less than 
six months' supply) to China under an agreement signed in July 2004. 

ARV prices are another problem. China has the capacity to produce ARVs. Articles 48 and 
49 of the patent law allow compulsory licensing, but China has not yet issued any compulsory 
license. 

With regard to anti-TB drugs, no local drugs have been pre-qualified by WHO and the pill 
burden is very high. No second-line drugs are available. A solution would be to get the drugs 
through donations, but the drugs must first be registered. 

2.9.4 ARV procurement by principal recipient of global funds: The experience of Cambodia 

As the global funds had no procurement procedures in place, Cambodia had to prepare 
guidelines for procurement and disbursement. It is now in the third round of procurement. 

The country had to deal with various challenges: a procurement lead time of up to four 
months, delisting of drugs by WHO twice within one year, the limited number of manufacturers, 
an agreement between a manufacturer and its agents not to bid, the minimum order required by 
some suppliers, WHO pre-qualified suppliers supplying drugs from sites that were not pre
qualified. 

Some of the solutions suggested were to repeat procurement every three months to 
encourage more manufacturers to bid, to use the United Nations Development Programme 
(UNDP) for bidding, and to streamline procurement procedures. There should be capacity 
building for 17 NGOs, a strategic procurement plan, direct quotes from manufacturers, and 
procurement monitoring and evaluation. 

Resistance to ARVs and the need for education to maintain adherence and good clinical 
and prescribing practice were discussed. A community programme should educate people on the 
importance of adherence. Orders must be large enough to be cost-effective; the shipment cost for 
small orders may be comparatively high. 

To a question whether ARV receipt and storage presented problems, the Cambodia 
representative replied that all ARVs are received at the central medical store before they are 
distributed, and the store has the capacity to deal with this. The World Bank representative 
suggested that a longer-tenn contract would give price and supply advantages. 

Regarding the integration of procurement, the representative suggested that the 
authorities at the highest level must have the political will to take the lead, as donors act for 
themselves and lack cohesion. 

2.9.5 Country-specific working group session 

The session was facilitated by Dr Graaff. 

The Cambodia representative said that there are not enough suppliers and some drugs are 
not on the WHO PQ list. He urged countries in the region to share price infonnation. 

The representative from China said that different donors select different suppliers; all of 
these have equal opportunity to supply. China produces five ARVs locally. It has not issued any 
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compulso:r Ii~ense or p~rallel.importation permit. There will be a new first-line regimen. One of 
the drugs m this new regimen IS not produced in China. 

Papua New Guinea has no patent law. Funds have run out. In an emergency, the country 
can ask WHO or UNICEF to procure the needed drugs and supplies on an interim basis using 
approved global funds (a similar arrangement with WHO was used for the procurement of 
~alaria bed nets). The country needs technical assistance for a long-term plan to set up an 
mtegrated procurement system based on the existing government set-up. 

In Indonesia, some ARVs are not for government use. Some ARVs are also not pre
qualified by WHO. The two channels of supply (the central government and donors distribute 
drugs, and government institutions and NGOs distribute supplies) and the gap in paediatric 
formulations are problems. 

The India representative said that the projected implementation of the patent law in 2005 
will affect the supply of ARVs to the world. 

Thailand has no patent law and produces ARVs locally, but resistance to the drugs could 
be a problem. The bilateral trade agreement between Thailand and the United States of America 
may cause difficulties. India would like WHO to rethink its PQ; if the requirements were more 
flexible, the country's representative said, there would be more suppliers. 

In the Philippines, some ARVs are not registered and some of the drugs are covered by 
patents. The low quantities required discourage prospective bidders. 

The Lao People's Democratic Republic needs QA for the drugs used, an estimate of 
requirements and fund availability for the next five years, and financial and technical assistance 

from WHO. 

The Viet Nam representative suggested that, as resources are limited, they should all 
belong to the government, and mentioned that US funds mandate the purchase of branded ARVs. 

Dr Graaff endorsed the idea put forward by the Cambodia representative, that the countries 
should work together and share price and other information. 

2.10 Integrated National Procurement Using Different Sources of Funding 

2.10.1 Funding for AIDS: The role of the World Bank 

Ms Tayler of the World Bank cited the bank's estimates of the new resources needed by 
the countries in the two regions: of the $5 billion that was available worldwide in 2004, 29% 
was set aside for Asia and 44% for Sub-Saharan Africa. Of Asia's allocation, 77% would go 

to prevention. 

Increased budgetary allocations in low- and middle-income countries, Ms Tayler said, will 
help bridge funding gaps. Domestic spending on AIDS has increased dramatically in many 
countries. In South Africa national spending has increased by 86%. 

The World Bank is the largest source offunds for health and education worldwide. 
Among others, it provides economic analysis and advice, development research, and 

publications. 
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In HIY/AlDS, the World Bank uses its influence, funding support, and economic and 
sectoral analysis to implement programmes in partnership with United Nations Programme on 
HIY/AIDS, United States Agency for International Development, International Federation of 
Pharmaceutical Manufacturers Association, and global funds. It is the seat of a global 
monitoring and evaluation team, and it is working to mainstream AIDS in the health and other 

sectors. 

WB provides assistance in many countries. In East Asia and the Pacific, HIY I AlDS
related projects are ongoing or in the pipeline in Cambodia, Lao People's Democratic Republic, 
Indonesia, the Philippines, and Papua New Guinea. Instead of donations, some countries are 
granted loans when they apply for them. 

The Multi-country HIY/AlDS Programme (MAP) for Africa of the World Bank has 
$1 billion. There is also a Caribbean MAP. MAP funds go to national HIY/AIDS funds and 
community funds. 

The World Bank provides strong support to civil society organizations, sustains the Three
by-Five initiative, has published a guide book on the procurement of medicines and supplies for 
HlY/AIDS, funds ART, and has prepared treatment plans in many countries. 

Since the structures and funds are available, the key challenge, the World Bank 
representative said, is to speed up implementation. Raising money is only half the challenge. 

Dr Jeugmans ofthe Asian Development Bank added that ADB provides soft loans and 
grants for HIV I AIDS. ADB can help fill the gaps but the countries themselves must determine 
what those are. 

The Cambodia representative wanted to know the reason for the low disbursement of 
funds from the World Bank. The World Bank representative said that the countries have low 
absorptive capacity. Many do not even have a procurement plan. There is also a lack of health
care providers and testing centres. 

The World Bank representative urged the countries to initiate the harmonization of 
procurement practices, as required by the funding agencies. 

There was a suggestion that agreements reached in workshops of this type should be 
passed on to the authorities without much delay. In answer to a comment that some authorities 
were not interested in health problems, it was suggested that the donors themselves should 
determine which authorities should be responsible for their HIYI AIDS programme. 

2.11 Country Plan of Action 

The workshop closed with each country identifying priority areas where gaps existed and 
improvement and technical support were required. 

Cambodia: Technical assistance (TA) programmes to evaluate clinical dossiers, improve 
and integrate ARY purchasing, monitoring, and supply systems, fast-track registration (limited to 
products and suppliers pre-qualified by WHO), strengthen the national laboratories, set quality 
indicators for drug use and drug dispensing, build capacity for ARY management and treatment, 
improve forecasting, and improve sustainability ofCMS staff; inter-country sharing of pricing 
information; increase in IPR awareness; harmonization between donors and government, with 
donors taking the lead. 
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Indonesia: ~n~er-country. sharing of information on drug registration; encouragement of 
local producers to Jom the PQ lIst of WHO; local manufacture and distribution of ARV s; use of 
the s~ecial-access sch~me to provide ARVs for children; cooperation in post-marketing 
~urvellla~ce; formul~t1on of a policy for drug distribution; integration of the management 
mformatlOn system; Improvement of LMIS; involvement of pharmacists in ARV management in 
hospitals; inter-country sharing of ARV price and supplier performance information; inter
country collaboration in human resources; inclusion of more ARVs in government use. 

Papua New Guinea: Post-marketing monitoring, acquisition ofCD4 machines for the 
four main treatment centres; inclusion of ARVs in the essential drug list; cohort analysis and 
dissemination of information; procurement through WHO; standardization and harmonization of 
finance, administration, procurement, supply, and distribution systems (T A needed); inter
country sharing of price information; negotiation of arrangement with India, together with WTO 
members; information exchange and diplomatic exchange; manpower training. 

China: Approval of guidelines; PQ of domestic companies by WHO; production of 
paediatric formulations by local companies; strengthening of the distribution system between the 
China Centre for Disease Control and the new Free ARV Public Programme, as well as human 
resources capacity; harmonization of procurement budgets at the central and lower levels and 
donor inputs; Ministry of Health advocacy of government manufacture of3TC, EFV, and fixed
dose combinations, in the interest of public health; development of mechanism for collaboration 
within the Ministry of Health and between the ministry and other sectors. 

Lao People's Democratic Republic: development of comprehensive ARV treatment 
guidelines and reaching of consensus on the draft guidelines; improvement of registration 
guidelines and the computer system, and fast-tracking of registration; revision of the QA 
requirements and analysis of a sampling of ARVs; conduct of study tour to observe ARV quality 
assurance procedures in neighbouring countries; creation of a permanent unit for HIV / AIDS 
administration and management; coordination with partners in procurement and in TRIPS/patent 
issues; conduct of surveys on ARV use (T A needed for audit) 

Sri Lanka: T A for staff training. 

India: pre-qualification of more local companies, beyond the current three; improvement 
of professional manpower; resolution of patent issues (India is confident that the problem will be 

solved). 

Philippines: improvement of registration system and implementation of fast-track 
registration; inclusion of ARVs in the national drug formulary; government budget for ARVs; 
inter-country exchange of expertise. 

Thailand: pre-qualification of the Government Production Organization; offsetting of 
possible impact of India patent law; exclusion of pharmaceutical issues from free trade 
agreement; negotiation of prices of APls and finished products. 

Viet Nam: updating of national standard treatment guidelines; inter-country sharing of 
experiences; improvement of the computerized registration system (TA ne.eded); revie~ of IPR 
related to ARV access; negotiation of drug prices and use of compulsory lIcense; capacIty 
building; international cooperation; increase in the government budget. 

Malaysia: no apparent gap in ARV procurement, quality assurance, and patent law 

application. 
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3. CONCLUSIONS, AND RECOMMENDATIONS 

The workshop participants first shared key elements of rapid intensification ?f HIV I AI~S 
care and treatment and considered how an uninterrupted supply of ARVs could be mtegrated mto 
existing procurement and supply systems; learned what the AIDS Medicines and Diagnostics 
Service (AMDS) of WHO has been doing to intensifY ARV treatment; and recognIzed the need 
for a regional strategy for improved access to essential medicines and more efficient drug 
management, and the implications of intensified ARV treatment. Interactive working group 
discussions tried to map out the HIV I AIDS situation in the region in terms of targets, role 
players, major challenges, and steps that need to be taken to intensify care and treatment. 

The participants then gained insights into quality assurance, an integral part of the national 
drug policy and legal framework, and confirmed the requirements of medicine registration and 
evaluation by the drug regulatory authority and procurement by the procurement agency. The 
participants also became better acquainted with the realities of ARV availability in Asia; the pre
qualification of medicine suppliers by WHO, to help ensure good-quality, safe, and effective 
products; and, in country-specific working groups, studied the selection, registration, and quality 
assurance requirements, identified achievements and gaps, and discussed ways to fill the gaps, 
including technical assistance. 

A session on the estimation of HIV supply requirements took the participants step by step 
through the process of drawing up a patient profile, estimating the growth in the number of 
patients, estimating the number oftreatment packs needed at the start, preventing stock-outs, and 
monitoring supply and demand. The interactive working group session that followed used case 
studies to bring out the practical issues affecting the accuracy of estimates. 

In a session on ARV distribution and monitoring, the participants reviewed the major 
elements of distribution and distribution management, and looked into the special re-design 
requirements for rapid ARV expansion, including regular supply, shortened supply cycle, safety 
stocks for emergencies, and increased stockpiles to cope with problem deliveries. The 
participants then focused their attention on monitoring and patient-tracking procedures and the 
advantages oflinking patient monitoring with drug supply management. The interactive group 
discussion dealt with aspects outside normal distribution, ways of tracking patients, and use of 
management information systems (MIS) adapted to manage ARV supply. The country-specific 
working group discussions delved further into distribution issues and served to remind the 
participants that more attention, and more resources, could result from the integration and 
coordination of the policies and systems of different players. 

A separate session on recent developments in the WTO/TRIPS Agreement relevant to 
ARV procurement introduced the participants to key elements in the effective use of compUlsory 
licensing, and the efforts of some countries to procure affordable ARV generics while avoiding 
patent infringements. Bilateral trade agreements and data exclusivity also entered into the 
discussion. The experience of Viet Nam was highlighted. 

In the session "Good Procurement Practices and Experiences", international partners were 
invited to share their procurement policies and practices with the participants. The World Bank 
introduced its technical guide for the procurement of HIVI AIDS medicines and related supplies. 
The most appropriate procurement strategies, depending on the type of goods, the market for the 
goods, and the size of the contract, were discussed. 



- 21 -

The various forms of World Bank support for ARV procurement were presented in one 
session. Shortfalls remain in human resource and infrastructure capacity at all levels of 
implementation of procurement projects. Inadequacies in monitoring and evaluation and the lack 
of output-based contracts were also highlighted. The lessons learned included the benefits of 
assisting countries in developing procurement plans and drafting user-friendly policies and 
guidelines. Likewise, the World Bank has encouraged, with good results, the use of procurement 
audits and a better balance between prior and post review of contracts. 

A session on UNICEF's experience in ARV procurement identified five categories of 
procurement objectives: reproductive health, laboratory services, medical equipment, 
pharmaceutical sector, and nutritional support. The supply division of UNICEF has its own 
procurement system, which also covers such time-consuming and laborious processes as bidding 
and patent clarification. A non-traditional suggestion involved long-term direct arrangements 
with suppliers. To help countries increase their capacity for sustainable procurement, it was 
suggested that they look for technical partners, who would work with UNICEF to build up 
central medical stores supporting the central procurement agency. The experiences of China and 
Cambodia were shared, and major challenges, including the need to integrate procurement 
systems within each country, were recognized. Country-specific group discussions further 
elaborated ways of dealing with ARV procurement and patent issues. 

Finally, a way forward was discussed. Despite the large amounts already available for 
AIDS prevention, treatment, and care, countries and their international partners must still 
increase funding to provide treatment to all those who need it. A key challenge is to mobilize all 
the various resources, with the help of WHO technical know-how, and use them to implement in
country and multi-country support for HIV/AIDS with greater speed, depth, and quality. An 
integrated procurement system at the country level was strongly recommended. 

3.1 Conclusions 

(1) Following the discussions on the previous three days, the participants made a 
preliminary identification of priority areas for rapid ARV expansion, both at country 
and biregionallevel. The results of the country-specific group work are attached as 

Annex 5. 

(2) An integrated national procurement system for ARVs with different sources of 
funding was recognized as the highest priority for the two regions. Innovative 
approaches are needed. The workshop reached consensus on the following 
recommendations. 

3.2 Recommendations 

For countries and areas in the two regions: 

(1) 

(2) 

Strengthen coordination between the national drug regulatory authority, the national 
HIV/AIDS programme, the procurement agency and other relevant authorities, and 
other partners, for the selection, quantification, procurement, and supply of 
HIV/AIDS medicines and supplies and their quality assurance. 

Rely primarily on the existing medicine supply system for the supply of HIV I AIDS 
medicines and supplies, and make adjustments and improvements in the system 

where necessary. 
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(3) Pursue a coordinated funding, supply, and distribution system for HIV / AIDS 
medicines and supplies, which accommodates different sources. A national plan for 
such an integrated system should be developed by the government with the support 
of its partners, as a matter of urgency. 

For WHO (in collaboration with partner organizations): 

(1) Advocate a coordinated supply and distribution system for HIV/AIDS medicines and 
supplies. 

(2) Provide technical support when needed in the selection, quantification, procurement 
and management, quality assurance, and monitoring of HIV / AIDS medicines and 
supplies. 

(3) Provide support for inter-country collaboration at the regional and biregionallevel, 
to improve access to anti-retroviral medicines, exchange information about A VR 
prices, supplier performance, drug availability, and patent status, and negotiate 
collectively for pooled procurement, among other things. 

! 
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Fax No.: 855 23 88 0696 
Mobile: 855 12862010 
Email: sokhan@online.com.kh 
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ANNEX 2 

AGENDA 

1. Opening ceremony 
2. Introduction: workshop objectives and agenda 
3. Regional strategy for improving access to essential medicines and drug management cycle 
4. The roles of AIDS Medicines and Diagnostics Service (AMDS) in the scaling up of 

antiretroviral treatment 
5. Scaling up HIV / AIDS care and treatment 

- Recommended treatment guidelines and product selection 

6. Quality assurance 

- Medicine registration and evaluation 
- Pre-qualification 
- Availability of antiretroviral medicines in Asia 

7. Country working groups and discussions 
8. Estimating medicines needs 
9. Distribution of ARVs and monitoring 

- Medicines supply, distribution and monitoring 
- Patient monitoring 
- Thailand's experience in managing and distributing ARVs 

10. Country working groups and discussions 
11. Good procurement practices and experiences 

- WHO perspective 
- World Bank (WB) 
- United Nations Children's Fund 
- Nongovernmental organizations 

12. Integrated national procurement system using different sources of funding 

- Possible funding sources: GFAT, WH, PEPFAR, etc. 
- Towards an integrated national procurement system for ARVs with different funding 
sources 

13. Country working groups and discussions 
14. Current development in WTO/TRIPS Agreement relevant to procurement of ARVs 
15. Group work 

Country coordinated mechanisms in ARV procurement 

16. Summary and closing 



BIREGIONAL WORKSHOP ON THE MANAGEMENT OF ANTIRETROVIRAL 
MEDICINES. Phnom Penh. Cambodia. 13-16 December 2004 

TENT A TIVE TIMET ABLE 

Time Monday, 13 December 2004 Time Tuesday, 14 December 2004 Time Wednesday, 15 December 2004 

0800 l. Opening ceremony 0800 8. Estimating the medicines needs 9. Good procurement practices & 
to lo (Dr Helene Mollcr) experiences 

0845 2. Introduction: workshop ohjectives 0930 - WHO perspective 
and agenda - World Bank (Ms Yolanda Tayler) 

0845- Tea/Coffee break 0930- Tea/Coffee break Tea/Coffee break 
0900 1000 

0900 3. Regional strategy for improving 1000 9. Distribution of ARVs & 9. Good procurement practices & 

to access to essential medicines & drug lo monitoring) (Dr Helene Moller, Dr experiences 

1200 management eyde (PHNWPRO). 1200 Peter Graaff, Dr K. Seung) • UNICEF 

-'. The roles of AMDS in the scalin~ 
- NGO 

- Medicines supply, distribution & 
up of ARV treatment monitortng 
(AMOS/HQ) - Patient monitOring 
S. Scaling up HIV/AIDS care and 
treatment: - Thailand's experience in managing 

- Recommended treatment gUidelines & and distributing anti retroviral 

product selection. (HSI/WPRO) medicines 

1200- Lunch B rea k 
1330 

1330 6. Quality assurance 1330 9, Distribution of ARVs & 11. Integrated procurement national 

10 to mOllitoring) procurement system using different 

1500 - Medicine registration & evaluation 1500 sources of funding 

WPRlICP/HTP/5,1/001/PHA(6)f2004,1 b 

Time Thursday, 16 December 2004 

13. Current development in 
WTOffRIPS Agreement relevant to 
procurement of ARVs 

(Ms Karin Timmerman, WHO/INO) 

Tea/Coffee break 

14. Group work (contd') 
Country coordinated mechanism in 
AR V 5 procurement 

I 

15. Summary and closing 

(PHAlWPRO) - Medicines supply, distribution & - Possible funding sources: GFA T, WB, 
monitoring 

- Pre-quailticatlOn (WHO EOM or • Patient monitoring 
PEPF AR, etc. 

WHO/WPRO) 
- Availability of anti ret rovira I - Towards an integrated national 
medicines in Asia (Dr Kevin R Frost) procurement system for AR V s with 

different funding sources 

1500- Tell/Coffee break 
1530 

1530 7. Country working groups & 1530 10. Country working groups & \2, Country working groups & 
to dis(,ussions to discussions discussions 

1700 1700 

---- -- - -- ------ --

08110/2005 
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ANNEX 3 

LIST OF DOCUMENTS/PRESENTATIONS 

WPRlICP/HTP/S.1I001/PHA(6)2004/1B/1 
WPRlICP/HTP/S.1/001/PHA(6)2004/IB/2 

WPRlICP/HTP/S.1I001lPHA(6)2004.1a 
WPR/ICP/HTP/S.1I001lPHA(6)2004.1b 
WPR/ICP/HTP/S.1I001lPHA(6)2004.1c 
WPRlICP/HTP/S.1I001/PHA(6)2004.2a 

WPR/ICP/HTP/S.1I001lPHA(6)2004.3a 

WPR/ICP/HTP/S.1I001/PHA(6)2004.4a 

WPRlICP/HTP/S.1I001/PHA(6)2004.Sa 

WPRlICP/HTP/S.1I001lPHA(6)2004.Sb 

WPR/ICP/HTP/S.1!00l/PHA(6)2004.Sc 

WPRlICPIHTP/S.1I001/PHA(6)2004.6a 
WPRlICP/HTP/S.1!001lPHA(6)2004.7a-

WPRlICP/HTP/S.1!001lPHA(6)2004.7b
WPR/I CP/HTP/S .1I001lPHA( 6)2004. 7c 

WPRlICPIHTP/S.1/001lPHA(6)2004.8a 

WPRlICPIHTP/S.1!001/PHA(6)2004.8b 

WPRlICPIHTP/S.1/001/PHA(6)2004.8c 
WPRlICP/HTP/S.1I001/PHA(6)2004.8d 
WPRlICP/HTP/S. 11001 IPHA(6)2004.9a
different 

etc. 
WPR/ICP/HTP/S.1I001/PHA(6)2004.9b 

WPRlICP/HTP/S.1I001lPHA(6)2004.10a-

Information Bulletin 1 
Provisional list of Participants, Consultant, Temporary 
Adviser, Observers and Secretariat 
Tentative Agenda 
Tentative Timetable 
Workshop objectives and agenda 
Regional strategy for improving access to essential 
medicines & drug management cycle PHA/WPRO 
The roles of AMOS in the scaling up of ARV 
treatment AMDS/HQ 
Scaling up HIV I AIDS care and treatment -
Recommended treatment guidelines & product selection 

HSIIWPRO 
Quality Assurance - Medicines registration & evaluation 

PHA/WPRO 
Quality Assurance - Pre-qualification WHO/HQ or 

WHOIWPRO 
Quality Assurance - Availability of antiretroviral 
medicines in Asia Dr Kevin Robert Frost 
Estimating the medicines needs Dr Helene Moller 
Distribution of ARVs & monitoring - Medicines supply, 
distribution & monitoring 
Distribution of ARVs & monitoring - Patient monitoring 
Distribution of ARVs & monitoring - Thailand's 
experience in managing and distributing antiretroviral 
medicines 
Good procurement practices & experiences -

WHO perspective 
Good procurement practices & experiences - World 
Bank Ms Yolanda Tayler 
Good procurement practices & experiences - UNICEF 
Good procurement practices & experiences - NGO 
Integrated procurement national procurement using 
sources of funding - Possible sources: 

GFAT, WB, PEPFAR, 

Integrated procurement national procurement using 
different sources of funding - Towards grated national 
procurement system for AR V s different funding sources 
Current development in WTO/TRIPS Agreement 
relevant to procurement of ARVs 

Ms Karin Timmermans, WHO/INO 



CAMBODIA 

Selection, Registration & -
Quality Assurance -

-
-
-

Forecasting, Distribution I -
Management, Monitoring -

-
-
-

Procurement -
TRIPS I Patent Issues -

Other Issues (cross cutting -
issues) 

COLLECTED RESULTS OF COUNTRY -SPECIFIC GROUP WORK 

COUNTRY ACTIVITIES INTER-COUNTRY ACTIVITIES 

Evaluation of clinical dossier 
PMS ofARVs 
Fast-truck registration system 
Strengthening nationallabolatory 
Next product registration only for those pre-qualified by WHO 

Establishment of indicators for quality of drug use and dispensing 
Capacity building for management & treatment with ARVs 
Unification of forecasting mechanism 
Sustainability of CMS staff 
Integrated monitoring 

Integrated procurement - Information exchange on ARV 
nr;~;nn 

Raising awareness of intellectual property rights among government - Information exchange on patented 
officials and private sectors products within the region 

Harmonization between donors and government. - Donors' taking a lead in 
harmonization 

-- - ----------
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CHINA 

Selection, Registration & 
Quality Assurance 

Forecasting, Distribution 
/ Management, 
Monitoring 

Procurement 

TRIPS / Patent Issues 

Other Issues (cross 
cutting issues) 

L--____ 

COUNTRY ACTIVITIES 

- Advocacy for the guidelines to be approved asap. 
- Advocacy for domestic companies to have their drugs pre-qualified 

by WHO 
- Encouraging manufacturers to produce pediatric formulations 

- Expansion of VCT services for more people to know their HIV 
status 

- Social mobilization 
- Strengthening distribution system between China CDC and new free 

ARV public programme 
- Strengthening human resource capacity 

- Harmonization of central and other level financial budgets for 
procurement 

- Harmonization of donor inputs (one procurement plan) 

- MOH to encourage government to use public health provisions to 
manufacture 3TC, EFV and FDCs. 

- Development of mechanism of working together within MOH and 
with other sectors. 

~-~ 

INTER-COUNTRY ACTIVITIES 
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LAOPDR 

Selection, Registration & -
Quality Assurance -

-
-
-
-

-
-

Forecasting, Distribution/ -
Management, Monitoring -

-

Procurement -
-

TRIPS / Patent Issues -

Other Issues (cross cutting -
issues) -

-
-
-

COUNTRY ACTNITIES 

Development of comprehensive treatment guideline on ARV s 
Organization of the meetings: consensus meeting on draft 
guidelines; and meeting for approved guideline 
Improvement of existing guidelines for speeding up registration 
Meeting for approving the revised guidelines 
Improvement of the existing computerised system 
Revision of the existing SOPs for QA 
Taking ARV s sample for testing 
Study visit to neighbouring country for sharing experiences 

Setting up permanent unit for administrative management 
Development of management tools for distribution 
Monitoring and evaluation 

Organization of coordination meeting with partners 
Organization of round-table discussion with partners for consensus 

Coordination with partners for applying TRIPS/patent issues 

Programme coordination meeting 
Routine work management 
Conduct of surveys on AR V s consumption 
Annual audit on project implementation 
Incentive for technical assistance, managerial and fmancial aspects 

, 
INTER-COUNTRY ACTIVITIES 

- PMS of ARVs 
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MALAYSIA 

Selection, Registration & 
Quality Assurance 

Forecasting, Distribution / 
Management, Monitoring 

Procurement 

TRIPS / Patent Issues 

Other Issues (cross cutting 
issues) 

COUNTRY ACTIVITIES 

No apparent gaps -at the moment 

No apparent gaps at the moment 

No apparent gaps at the moment 

No apparent gaps in the moment 

No apparent gaps in the moment 

INTER-COUNTRY ACTIVITIES 
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PAPUA NEW GUINEA 

Selection, Registration & Quality -
Assurance -

-

Forecasting, Distribution / -
Management, Monitoring -

-

Procurement -

-

TRIPS / Patent Issues -

-

-

Other Issues (cross cutting issues) -
-

-- ---- -- -- -

COUNTRY ACTIVITIES' 

Drug monitoring & surveillance: pre-/post-marketing 
Drug sample testing 
CD4 counting machine 

Linking current clinical information to supplies 
Distribution plans: frequency of distribution, regular 
distribution 
Cohort analysis of clinical data and dissemination for use 

Certificate of inexpediency to allow WHO to procure 
expediently (interim) 
Standardization and harmonization of existing financial 
management, procurement procedures with supply and 
distribution procedures (long-term) 

Recognition of possible threat from India TRIPS - diplomatic 
representation cause of action 
Team up with WTO members for use of DOHA declaration and 
negotiation with India 
General awareness 

Exchange of visits/training of manpower 
Training of nursing officers on ARVs 

--- -- --

INTER-COUNTRY ACTIVITIES 

- Information exchange when needed 

- Information exchange 

- Information exchange on prices 

- Information exchange 

- Diplomatic exchange than bilateral 
trade discussions with India 

- Information exchange 
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PHILIPPINES 

Selection, Registration & -
Quality Assurance 

-

Forecasting, Distribution / -
Management, Monitoring -

Procurement -

-
-

TRIPS / Patent Issues -

-
-

Other Issues (cross cutting -
issues) 

-

-
-

COUNTRY ACTIVITIES 

Improvement of capacity for registration: human resources, 
laboratory testing (establishment of satellite laboratories plus 
automation) 
Fast track registration / issuance of CPR and inclusion in the 
Philippines national drug formulary 

Improvement of ART plan 
Completion of procurement, supply and distribution plan and 
monitoring plan 

Prioritization of registration or grant conditional exemption / 
compassionate special permit 
Pursuit of international bid 
Use of procurement agent 

Establishment of coordination/review with IPO and BFAD of 
generics procurement infringement issues 
Making further use of government use for import and use 
Building consensus on utilization of government use and compulsory 
licensing 

Health human resource development at various levels (provincial, 
district and municipal) 
Increase of government allocation for ARVs (national and local) 
Completion of plan for GDF, etc. 
Completion of revision of the national treatment guidelines (2nd 

edition) based on WHO standards. 

- -

INTER-COUNTRY ACTIVITIES 

- Collective inter-country procurement 
- Exchange of/access to best practices, 

price list of sources 

-
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VIETNAM 

Selection, Registration & -
Quality Assurance -

-
-

Forecasting, Distribution / -
Management, Monitoring -

Procurement -
-
-
-

TRIPS / Patent Issues -

Other Issues (cross cutting -
issues) -

-
-
-

- - - -

COUNTRY ACTIVlTIES 

Update national standards treatment guidelines for HlV/AIDS 
Essential ARVs drug list 
Follow WHO pre-qualification 
GMP standards to ARVs domestic production 

ARVs distribution from central to provincial level 
Improvement/strengthening of capacity of surveillance, distribution, 
management, and monitoring systems, including computerization 

ARV procured centrally (national level) 
Conduct oftechnical group and national community 
National plan and mechanism 
Integration of all kind of resources 

Review/update of issue of intellectual property related to access to 
ARVs drugs in Viet Nam 

Negotiation for lowering drug prices 
Compulsory licensing and importation 
Capacity building and international cooperation 
Fund raising for government budget, capacity of professional staff 
Improvement of quality of local ARVs drugs 

--

INTER-COUNTRY ACTIVITIES 

- Learning and sharing experiences 
from other countries 

- Cooperation with other countries 
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INDIA 

Selection, Registration & 
Quality Assurance 

Forecasting, Distribution I 
Management, Monitoring 

Procurement 

TRIPS / Patent Issues 

Other Issues (cross cutting 
issues) 

COUNTRY ACTIVITIES 

- Only three companies are pre-qualified out of 21 companies. This 
has to be solved. 

- Professional manpower and equipment 

- Procurement have to be improved for decentralization of HIV / AIDS 
treatment. Awareness raising and training sessions up to the grassroots 
level have to be done. 

- India would take a favourable decision, which would help the other 
countries requiring help, but it can get rid of this apprehension at 
present. No need to get panic. 

INTER-COUNTRY ACTIVITIES 
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INDONESIA COUNTRY ACTIVITIES 

Selection, Registration & - Encourage/push local producer to join WHO Pre-qualification 
Quality Assurance - Encourage the company to provide the ARV in the market/use 

special access scheme 
- Use special access scheme to provide ARV for the children. 
- Develop/coordination between MOH and NAFDC to carry out post 

marketing adequately. 

Forecasting, Distribution / - Drug quantification process should take into consideration patients' 
Management, Monitoring profile, sero-prevalence, drop out patients and new patients. 

- Set up policy for drug distribution mechanism from Push to pull 
mechanism 

- Integrated management information supply of logistic related with 
ARV medicine. 

- Improve the LIMS, e.g., develop tools for monitoring and 
supervision, involve all stakeholders in MOH. 

- Involve pharmacist at hospital in the ARV medicine supply 
management 

Procurement - Encourage /push local producer to join WHO Pre-qualification 
- Coordinate the geographic area and different aspect of program with 

partner 

TRIPS / Patent Issues - Government should include several ARVs which are being requested 
in patent office to the Compulsory License List for Government Use 

- Encourage relevant Ministry to involve all concerned Departments 
before making any commitments to International Agreements 

Other Issues (cross cutting - Improve the LMIS 
issues) - Capacity building of human resources. 

-- - - __ J 

INTER-COUNTRY ACTIVITIES 

- Sharing information of drug registration 

I 

- Cross border monitoring of transmitted 
HIV/AIDS patients 

- Sharing information of integrated supply 
logistic system 

- Sharing information of ARV drug price 
- Sharing information of supplier 

performance 

- Collaboration with other country 
especially in the region in term of human 
resources 
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I TIIAILAND I CUUNTRY ACTIVITIES 1 

~II. Registration & Quality - Government IS going to support thc loca0-
Assurance manufacturer I GPO] to apply and achieve 

I 
WHO-prequalification process and US 

, FDA standard. 

1

- lNational guidelines are already in place 
amI effective.] 

~~~---+--~ 
forecasting, Distribution / 1- Vendor Management System has been 
Management, Monitoring developed as a parts of supply chain 

management. 

Procuremcnt 

---
TRIPS / Patent Issues 

Other issues (cross cutting issues) 

l Major supply source (>90%) is the local 
manufacturer which has been working 
closely with MOPH. Therefore, forecasting 
and distribution are not the main issues 
recently.] 

-----
Rcduction in lead time can promotc the 
effective procurement system. 

TRIPS safeguards is now under 
consideration. [It is the most important 
issue for Thailand. Several ARV drugs 
especially PIs and second line regimens are 
mostly patented in the country.] 

Pharmaceutical issues should not be 
involved in any signing FT A. 

, 

1-

INTER-COUNTRY 

Technical supports from developed countries may be 
needed in terms facilities improvement in order to 
comply to international GMPs. 

.~ 
I 

Training and practices within region are required to help 
and support least developing countries. 

"Fund donors" ego GI ., PEPFAR, ADB, The World 
etings and discuss to find out the 
for receiving countries. 

Bank should have me 
simplifY requirement: 

"India" patent laws m list be concerned. 

Price negotiations bot h APIs and finished products are 
needed. 
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SRlLANKA COUNTRY ACTIVITIES 

Selection, Registration & 
Quality Assurance 

Forecasting, Distribution / 
Management, Monitoring 

Procurement - Sustainability of future supplies 

TRIPS / Patent Issues - Awareness programmes for government officers (health/trade, etc.) 

Other Issues (cross cutting 
issues) 

INTER-COUNTRY ACTIVITIES 

- Training of staff 

- Strengthening of management / 
information system 

- Awareness programmes for 
government officers (health/trade, 
etc.) 

:» 
El 
" x 
.;. 

.;. 
-.J 


	Blank Page



