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5
HEALTH TECHNOLOGY AND

PHARMACEUTICALS

Essential Medicines: Access, Quality
and Rational Use
Activities under this programme in the Region ranged across
the four areas, viz. policy, access, quality and rational use, and
consisted of regional and country capacity building for
achieving essential medicines that are safe, effective, affordable
and of appropriate quality. While there were some highly visible
short-term results, the ground work for long-term projects
was also laid.

The resolution adopted by the 55th session of the Regional
Committee restated the importance of essential medicines and
encouraged countries to strengthen their Drug Regulatory
Authorities to ensure safe and effective quality medicines. It
also urged the countries to use regional bulk purchase schemes
as a practical means of delivering the necessary medicines to
the people. This resolution was a follow-up of the Twentieth
Meeting of Health Ministers, held in Maldives in August 2001,
which first discussed bulk purchase schemes.

Countries in the Region are now focusing on implementing
the resolution. A single uniform scheme would not be successful
given the diversity of the pharmaceutical capacities of the
countries. India has a sophisticated, vertically integrated
pharmaceutical industry capable of developing new drugs. Bhutan
and Maldives have no pharmaceutical industry and are interested
in cost-effective methods of procuring medicines. Hence, WHO’s
thrust is on sharing experiences and technical expertise and
building a consensus among countries that have similar interests.
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With the expansion of the private sector in health care,
access to essential medicines has become an important issue.
While most countries provide essential medicines in their public
health sector, either free of charge or for a nominal fee, patients
in the private sector have to pay the full cost. Countries in
the Region have long-standing price control mechanisms for
essential drugs. India regulates drug prices through the
National Pharmaceutical Pricing Authority (NPPA). Sri Lanka
and Bangladesh too have price control mechanisms. However,
the low margin on essential medicines may drive
manufacturers to drugs with a bigger margin. To maintain a
balance between keeping essential medicines affordable and
providing a sufficient return to the manufacturer is difficult.
In this context, the Regional Office has been encouraging
information exchange between countries and evaluation of
drug pricing systems.

Drug prices were not the only issue in Access. Trade Related
Intellectual Property Rights (TRIPS) may prevent countries of
the Region from obtaining new drugs essential for their public
health needs in the future unless suitable legislation is enacted
by 2005. Bangladesh, with its well-developed pharmaceutical
industry but “least developed country” status, has to amend
its legislation only in 2016. This has stimulated the country
to evaluate its position carefully. WHO also supported a
consultation on “The WTO/TRIPS Agreement and Access to
Medicine: Appropriate Policy Changes” for Asian countries,
held in April 2003 in Sri Lanka.

Officials from the Drug Regulatory Authorities (DRAs) of
the Region met in Hong Kong immediately after the
International Conference of the Drug Regulatory Authorities
in June 2002. The Regional Office supported this regional
regulators’ forum which was utilized for updating the officials
on regulatory matters. The officials identified Good Clinical
Practices (GCP) and counterfeit drugs as the two areas in which
WHO assistance was required. GCP, used in clinical trials of
new drugs, is rapidly becoming important to the Region as
such trials are increasing and DRAs also have to evaluate GCP
in the global registration dossier. The Regional Office, in
association with the United States Pharmacopoeia, organized
a meeting for DRAs on quality of drugs in September 2002 in
Hyderabad, India. The HIV/AIDS Drugs Pre-qualification
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Scheme (coordinated by WHO) served as a case study and
also provided relevant material for the Region.

As part of the continuing process of evaluating DRAs in
the Region, the DRA of Sri Lanka was reviewed in July 2002
and that of Nepal in February 2003. This was done by joint
teams from the Regional Office and WHO headquarters.

The Delhi Society for Promotion of Rational Use of Drugs
(DSPRUD), an NGO, has played a significant role in improving
the medicines situation in the government sector in Delhi state.
DSPRUD has now formed partnerships with institutions in
other states and has promoted drug policies, Essential Drug
Lists (EDLs) and Standard Treatment Guidelines (STGs) in these
states. Its activities have been supported by WHO
headquarters with some coordination and technical support
by the Regional Office.

A joint evaluation team from WHO headquarters and the
Regional Office reviewed DSPRUD activities for the past five
years and noted significant progress, innovative approaches
and useful tools. The team recommended continuing support
for DSPRUD and also its better integration into the Government
of India programmes to provide synergy and sustainability.
This experience has shown the potential of a pluralistic
approach to essential medicines activities.

Timor-Leste had developed a Master Plan for its medicines
sector as part of the reconstruction of its health system. An
evaluation of the Central Medical Stores by a joint team from
the Regional Office and WHO headquarters noted the progress
and also the need for more pharmaceutical expertise and
refining the supply system to suit peripheral health care
institutions. The Master Plan has been modified in the light of
these recommendations. Timor-Leste has also requested further
WHO assistance in developing human resources as well as
drafting legislation for the pharmaceutical sector.

Immunization and Vaccine Development
During the last two years, WHO assisted eight eligible countries
of the Region to successfully apply for funding for hepatitis B
vaccine from the Vaccine Fund through the Global Alliance for
Vaccines and Immunization (GAVI). Over the next five years,
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approximately US$ 200m will be provided from the Vaccine Fund
to the countries of the SEA Region for immunization services,
injection safety and introduction of new vaccines (Table 5.1).

One of GAVI’s main goals is to achieve DTP3 coverage of
80 per cent in all districts in at least 80 per cent of GAVI
eligible countries by 2005. GAVI will also provide support
for strengthening routine immunization, including the
introduction of auto-disable (AD) syringes. WHO has
committed itself to assisting countries as they strive towards
the achievement of the “80/80” goal.

Within the framework of the Expanded Programme on
Immunization (EPI), four countries in the Region (Bhutan,
Indonesia, Maldives and Thailand) had introduced hepatitis B
vaccine into their routine immunization programme prior to
2001. With funding from the Vaccine Fund, six countries in
the Region will introduce hepatitis B vaccine in 2003. Timor-
Leste will apply for funds to strengthen immunization services,
also in 2003. Through the Regional Working Group on
Immunization for South-East Asia, WHO has provided
technical support to these countries in training, advocacy and
monitoring necessitated by this innovation. The longer-term

Table 5.1: Proposals for GAVI funding from countries of
the SEA Region (as of June 2003)

Source: WHO/SEARO

Country Strengthening of 
immunization services 

Injection  
safety 

Introduction of  
new vaccines 

Bangladesh Approved Application 
pending 

Approved 

Bhutan Not eligible, DPT3  
>80% 

Approved Approved 

DPR Korea Approved Approved Approved 

India Application not  
submitted 

Application not 
submitted 

Approved 

Indonesia To apply in 2003 Approved Approved 

Myanmar Approved Approved Approved 

Nepal Approved Approved Approved 

Sri Lanka Not eligible,  
DPT3 >80% 

Approved Approved 

Timor-Leste To apply in 2003 To be decided To be decided 
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challenge will be to develop plans for financial sustainability
to ensure that this necessary vaccine programme is continued.

National Regulatory Authority (NRA) capacity building is
a priority area for WHO to ensure continuous use of high
quality vaccines in all immunization programmes in the Region.

 In 2002, NRA assessments were carried out in Bhutan and
Bangladesh. Since the beginning of the NRA capacity building
programme in 2000, this assessment has been carried out in
9 countries. It is also critical for countries to have a surveil-
lance system for Adverse Events Following Immunization
(AEFI). Support for developing AEFI reporting systems in
several countries in the Region, including the production of
guidelines and reporting forms, was provided.

With the introduction of single-use syringes for
immunization injections in all countries of the Region, sharp
waste management has become a major concern among
programme managers. In India, WHO supported a review of
successful non-incineration methods by a national
environmental NGO in collaboration with the Ministry of
Health and the Indian Pollution Control Board. Lessons learned
on methods of final disposal will be compiled and shared with
all countries in the Region. A pilot project to install locally-
built small-scale, double chamber incinerators in Myanmar
was also continued in 2002. Supported by WHO, a waste
management committee was established with participants
from the Ministry of Health, Ministry of Environment and
representatives from various training institutes who devised
an activity plan for a field trial of 15 incinerators. Technical
assistance was provided to design the incinerator, to identify
the location and the availability of construction material, to
build prototypes and to train local engineers.

Cold chain reviews in Bhutan and DPR Korea showed how
breakdowns in the system could potentially damage the
potency and quality of vaccines. The review in DPR Korea led
to a joint initiative between WHO and UNICEF to develop a
project to procure and install 50 solar refrigerators.

With guidance from the regional task force, WHO
formulated a regional vaccine policy to provide the
framework for vaccine research and development. The policy
will also provide guidance on vaccine security and sustaining
immunization programmes in the Member Countries.
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Poliomyelitis eradication

In 2002, the South-East Asia Region accounted for 84 per cent
of the global burden of virus-positive polio, with India as the
only country that had polio virus circulation. India reported
1 599 confirmed polio cases in 2002 representing an over five-
fold increase compared with 268 cases reported in 2001 (Figure
5.1). The number of districts affected grew from 63 in 2001
to 159 in 2002. As of mid-June 2003, India had 83 confirmed
wild polio virus cases.

The epidemic occurred largely because:

l there was an accumulation of susceptible children in Uttar
Pradesh and other states, due to the insufficient scale and
quality of supplementary immunization activities.

l endemic polio transmission, as indicated by genetic
sequencing data, continued in 2002 in western Uttar

Figure 5.1: Wild polio cases in India (as of 16 June 2003)

1 P1 Wild case (73 Cases)
1 P3 Wild case (10 Cases)

Source: WHO/SEARO
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Pradesh and spread to central and eastern Uttar Pradesh
as well as to other states from there.

Bangladesh, Myanmar and Nepal have been polio-free since
2000 despite good acute flaccid paralysis (AFP) surveillance.
Bhutan, DPR Korea, Indonesia, Maldives, Sri Lanka and Thailand
have all been polio-free for more than four years.

During the past year, all countries in the Region conducted
supplementary polio immunization rounds, with Bangladesh,
DPR Korea, India, Indonesia, Myanmar and Nepal conducting
National Immunization Days (NIDs) which were synchronized
as far as possible. In addition, Bangladesh, Bhutan, India,
Maldives, Sri Lanka and Thailand conducted Sub-National
Immunization Days (SNIDs) in high-risk areas and provinces.

It is particularly reassuring to note that more children were
reached during SNIDs and NIDs in India, compared with earlier
rounds in all states. This was attributed to better
microplanning for supplementary immunization activities,
improved information education and communication (IEC),
greater government ownership and better monitoring of
activities. IEC efforts will be continued to reach the unreached,
particularly children of underserved communities in Uttar
Pradesh and West Bengal.

Dr Gro Harlem Brundtland, Director-General, WHO, launching the National
Immunization Day in the state of Uttar Pradesh, India.
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At the end of 2002, Bangladesh, DPR Korea, India, Indonesia,
Maldives, Myanmar, Nepal, Sri Lanka, and Thailand had
sustained their non-polio AFP rate of at least 1 per 100 000
children aged less than 15 years. In response to Indonesia’s
decline in AFP surveillance in the previous two years, WHO
assisted the government to recruit and train an additional 34
surveillance medical officers and 10 supervisory surveillance
officers. As a result, AFP surveillance in Indonesia increased
to 1.26 in 2002 (Figure 5.2).

WHO organized an independent, joint national and
international AFP surveillance review in Myanmar in 2002.
In India, during January and February 2003, rapid AFP
surveillance assessments were conducted in the states where
resurgence of polio virus cases occurred in 2002. An additional
AFP surveillance review was conducted in Indonesia in June
2003. These reviews verify the quality of the surveillance data
and emphasize opportunities for further strengthening of
surveillance as necessary.

All 17 laboratories in the polio laboratory network of the
Region are fully accredited, including the Global Reference
Laboratory in Mumbai, India. The laboratories provide timely
and accurate information to allow targeted and appropriate
planning and virus response. WHO has developed regional
guidelines for the implementation of laboratory containment
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Figure 5.2: Non-polio AFP rate of <15 children in
the SEA Region, 2002

Source: WHO/SEARO
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of wild polio viruses. To date, nine countries have finalized
plans of action for containment.

The estimated resource requirement for polio eradication
activities during 2002 in the Region was approximately
US$ 152m. Contributions  came from a wide variety of bilateral
and multilateral sources, including AusAID, the Bill and Melinda
Gates Foundation, CDC, DFID, DANIDA, EC, Italy, Japan, KfW
Germany, NORAD, Rotary International, UN Foundation, the
World Bank, UNICEF and WHO among others. Funding the
additional cost of implementing extra polio eradication activities,
particularly in India in 2003 following the epidemic outbreak,
until the Region is certified polio free, will be a major challenge
for polio eradication. The estimated resource requirement for
the Region in 2003 is US$ 184m. Table 5.2 shows the estimated
resource requirement for selected countries.

Control of other major vaccine preventable diseases

Measles accounts for an estimated 202 000 deaths/year in the
Region. Five countries (Bangladesh, DPR Korea, India,
Myanmar and Nepal) have not yet eliminated measles and
neonatal tetanus (MNT).

The infrastructure available to the programme is impressive
drawing as it does on a large investment in the context of
polio eradication activities. A revision of the Regional Strategic
Measles Mortality Reduction plan was undertaken in February

Table 5.2: Estimated resource requirement for selected
 countries in the SEA Region

*Based upon UN Appeal

US $ in million

Country OPV Opera-
tional 

AFP and 
labora- 

tory 

Total 
required 

Commit-
ted Shortfall 

Bangladesh 5.69 2.63 1.05 9.37 9.37 0 

DPR Korea* 0 0 0.62 0.62 0.62 0 

India 79.01 76.72 11.05 166.78 136.88 29.90 

Indonesia 0 0 1.53 1.53 1.21 0.32 

Myanmar 0.65 0.16 0.49 1.30 0.60 0.70 

Nepal 1.48 1.58 1.00 4.10 3.30 0.80 

   Total 86.83 81.09 15.74 183.70 151.98 31.72 

 
Source: WHO/SEARO
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2003. The plan envisages measles and NT control campaigns
across the Region based on improvements in national
surveillance and laboratory capacity. Regional training
workshops were held with the goal of establishing a measles
laboratory network by the end of 2003. A sub-national
measles campaign began in Myanmar and WHO investigated
a major measles outbreak in Maldives. These activities should
enable an expansion of measles control activities in other
countries of the Region. EPI managers committed themselves
to eliminate NT and reduce measles mortality by 50 per cent
by the end of 2005.

While polio supplementary immunization activities will
continue until global certification is achieved, WHO is renewing
its emphasis on strengthening routine EPI across the Region.

Issues and challenges

What needs to be done to interrupt polio virus transmission in
India? When will the South-East Asia Region be polio-free? Will
polio eradication efforts help routine immunization?

India needs to carry out at least six rounds of large-scale
supplementary immunization during 2003 and 2004. If these
rounds are implemented well and more children receive vaccine
each time, polio virus transmission can be interrupted in the
next 18 months. It will take about three years, after the last
case of polio is discovered, for the Region to be polio-free.
Until then, all countries in the Region need to remain vigilant.
By 2005 the Region should be in the process of certification.

High routine immunization coverage is an important
strategy for controlling polio and many other diseases. The
Regional Office is trying to help governments expand and
improve their surveillance systems and routine immunization
services – building on the infrastructure put in place by polio
eradication activities.

Can other vaccines be introduced into routine immunization services?

Underused and new vaccines are being introduced into routine
immunization services in many countries of the Region.
Seven countries are in different phases of introducing
hepatitis B vaccination into routine immunization services
during 2002-2003. Disease burden studies are under way
for other vaccine preventable diseases, such as Japanese
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encephalitis and meningitis/pneumonia due to haemophilus
influenza, to ascertain whether new and underused vaccines
to protect against these diseases should be introduced into
the routine schedule.

How can immunization systems be made sustainable?

The major challenge is to ensure that the Region maintains
the momentum of investments in immunization to make
systems sustainable in the long term. To achieve this, Member
Countries need an appropriate framework for the provision
of affordable and quality vaccines from the Region. This
requires political commitment and an allocation of national
resources, including appropriate human resources, to
immunization services. A policy framework is required
whereby safe injections, the disposal of sharps waste in an
environmentally sound way, internationally competitive
vaccine manufacturing, and management and quality control
systems are the norm. The regional vaccine policy aims at
achieving these goals. It offers a possible road map for
technology transfer and long-term sustainability and
independence for regional immunization systems.

Blood Safety and Clinical Technology
Safe blood is one of the priority areas of WHO, both at the
global and regional levels. The WHO Global Strategy aims at
strengthening nationally coordinated blood transfusion
services, promotion of voluntary non-remunerative blood
donation, reliable laboratory services for blood group serology
and screening for transfusion transmissible infections (TTI),
appropriate use of blood and its components, and
implementation of a quality system in blood transfusion
services. A regional workshop on organization and
management of blood transfusion services was held in
Colombo in November 2002 to strengthen management of
blood transfusion safety.

To promote voluntary non-remunerative blood donation,
a regional workshop was organized in Aurangabad, India, in
February 2003 to train the trainers from countries with low
rates of voluntary blood donations, namely, Bangladesh,
Bhutan, India, Indonesia, Myanmar and Nepal. The participants
were also provided with training materials to facilitate similar
workshops in their respective countries.

The WHO Global
Strategy on Blood

Safety aims at
strengthening blood
transfusion services,
promoting voluntary
blood donation and
reliable laboratory

services
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Realizing the need to ensure quality in screening for TTI in
most Member Countries, support was provided to Bhutan,
Indonesia, Maldives, Myanmar, Nepal and Sri Lanka. A hands-
on workshop on blood group serology was conducted in
Mumbai, India, in September 2002 to strengthen
immunohaematology in blood centres in India and Maldives.
This is expected to reduce the incidence of adverse reactions
arising out of transfusion of mismatched blood.

The incidence of adverse reactions as well as TTI can be
reduced by optimal use of blood. Currently, less than one-
fourth of the collected blood is converted into components. A
workshop was organized in Myanmar in April 2003 wherein
trainers from Bhutan, Bangladesh, Indonesia, Maldives,
Myanmar, Nepal and Sri Lanka representing various clinical
specialties were oriented in appropriate use of blood. To create
an infrastructure for production of quality components,
hands-on training was imparted at a course held in Bangkok
in December 2002 to professionals from Bangladesh, Bhutan,
India, Indonesia, Maldives, Myanmar, Nepal, and Sri Lanka.

Sub-regional quality management training courses for
capacity building in quality management were organized in
Bangladesh, Bhutan and Maldives wherein 15 participants were
trained. Under the Quality Management Project of WHO, the
Regional Office has, till date, trained 119 quality managers in
all Member Countries.

To provide technical support to the trained quality
managers and to monitor their progress, the National Blood
Centre, Thai Red Cross Society, provided technical support to
Member Countries at a regional quality centre. Two centres
under the Ministry of Public Health, Thailand, are conducting
an external quality assessment scheme for blood group
serology as well as screening for HIV and hepatitis B for the
Region.

Sri Lanka is revamping its blood transfusion services
with aid from the Japanese Bank of International
Cooperation and technical support from WHO. Timor-Leste
was also provided extensive technical support to establish
a functional blood transfusion service and to develop its
public health laboratory system.

WHO continued to support Member Countries in
promoting quality in health laboratories. A comprehensive

Increasing attention is being given
to promoting quality in health
laboratories.
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review of quality assurance activities in public health
laboratories was carried out in which critical lacunae were
identified and suggestions made to improve the quality of
laboratory results.

WHO has been actively involved in training trainers in
uniform methodology for antimicrobial susceptibility testing
and utilization of WHO developed software (WHONET 4 and
5) in rapid analysis of data. The regional status on the
bacteriological component of antimicrobial resistance
monitoring was reviewed. The major findings indicate the need
for advocacy, capacity building and development of policies
for rational use of antimicrobial agents in almost all Member
Countries.

Bioterrorism continued to be a topical issue during 2002.
A Manual on Laboratory Diagnosis of Anthrax, published with
inputs from various regional and global experts, was
distributed to all Member Countries. A rapid, user-friendly
and economical screening kit for anthrax, developed in the
Region, was evaluated by a regional panel of experts and made
available to all Member Countries.

To strengthen quality assurance in radiotherapy, IAEA/
WHO Postal Dose Quality Audit for Co60 and Megavoltage
X-ray beams (TLD) were sent to DPR Korea, India, Indonesia,
Myanmar, Nepal, Sri Lanka and Thailand.

Newsletters on quality assurance in health laboratory
services and blood transfusion services (QA News) and on
the Gonococcal Antimicrobial Susceptibility Programme
(GASP Newsletter) were regularly published and disseminated
to all Member Countries. A model Standard Operating
Procedure (SOP) for blood transfusion services was
published and  widely distributed.




