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5
HEALTH TECHNOLOGY AND

PHARMACEUTICALS

Essential Medicines: Access, Quality and
Rational Use
The mission of WHO’s Medicines Strategy is, in partnership
with the countries, “to help save lives and improve health by
closing the huge gap between the potential that essential drugs
have to offer and the reality that for millions of people -
particularly for the poor and disadvantaged - medicines are
unavailable, unaffordable, unsafe or improperly used”. This is
to be done through the four objectives of Policy, Access, Quality
and Safety, and Rational Use.

Workshops held in the countries of the Region focused on
rational drug use, initiation and management of drugs and
therapeutics committees, and in pharmacoeconomics. The
next step would be to have workshops in the countries
organized by the participants themselves with WHO support
to enhance national capacity. DPR Korea, Nepal and Sri Lanka
made use of fellowships in the manufacture and regulation of
pharmaceuticals to increase their national capability.

An assessment of the Drug Regulatory Authority in
Indonesia was carried out in November 2001 which provided
useful feedback. Technical assistance was provided to Nepal in
drug financing, to DPR Korea in essential drugs and to Sri
Lanka in the evaluation of a computerized drug registration
system.
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The nineteenth meeting of Ministers of Health, held in
August 2001, identified bulk purchase of quality generic
essential drugs as a priority for the Region, especially for the
smaller countries. Pre-qualification of manufacturers is an
essential part of this process. The initial work of identifying
manufacturers through verifiable criteria has been undertaken
and a scheme for purchase is being developed. The majority of
these manufacturers would be from India but manufacturers
from Indonesia and Thailand too are being assessed.

Countries in the Region were concerned about the access to
drugs and the effect of the agreement on Trade Related
Intellectual Property Rights. WHO support to the countries
emphasized the public health provisions of the agreement. This
resulted in Bangladesh, India, Indonesia, Sri Lanka and Thailand
supporting the successful Doha Ministerial declaration on the
primacy of public health over trade.

A bi-regional meeting (with the Western Pacific Region) on
counterfeit drugs was held in Cambodia in August 2001. The
complexity of the problem was identified and the ground work
for follow-up was initiated. Another bi-regional activity was
the training course on Emergency Management for Health
Ministry officials in Bangkok in March 2002. The recently-
revised WHO Drug Donation Guidelines were presented here
and helped to reinforce the Essential Drugs Concept for the
countries. The ASEAN cooperation in pharmaceuticals had
Indonesia as a reference country for GMP and Thailand as the
one for reference standards. Both countries contributed in their
respective field to increasing the capabilities of the countries of
the Region that were not members of ASEAN.

The considerations in traditional medicine are the same as
in essential medicines: policy, access, quality and safety, and
rational use. The WHO Traditional Medicine Strategy 2002-
2005, published in May 2002, provides a map for future work
in this area. An informal consultation was held in November
2001 with participants from five countries to develop guidelines
on Panchakarma in Ayurveda. This was the first consultation
in Ayurveda in a technical area, the previous meetings having
focused on the role of Ayurveda in the health care system. The
output from the meeting would be useful for encouraging
good practice as well as regulation. The capacity of the countries
of the Region is being assessed as part of the survey on
complementary and traditional medicines, in collaboration with
the WHO Kobe Centre, Kobe (Japan).

The nineteenth
meeting of Ministers
of Health of the
countries of South-
East Asia identified
bulk purchase of
quality generic
essential drugs as a
priority for the
Region
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Immunization and Vaccine Development
The period under review has been particularly significant for
the Vaccines and Biologicals programme. As the Region moves
towards the elimination of wild polio virus transmission,
efforts are being made to ensure that systems are in place for
the certification of polio-free status by 2005. The result of
this ongoing commitment to surveillance and laboratory
networks is becoming evident.

In order to get maximum benefit - and to ensure that lessons
are learnt - from the polio eradication initiative, WHO has
been examining ways to use the well-established polio
immunization infrastructure to introduce high quality
immunization services for other vaccine preventable diseases.
With funding from the Global Alliance for vaccines and
Immunization (GAVI), 2002 will see a series of new initiatives,
including the phased introduction of hepatitis B vaccine and
auto-disable (AD) syringes across the Region.

Work in the past year also addressed the needs of national
services that support the Expanded Programme on Immuni-
zation (EPI). In particular, WHO has invested considerable effort
in supporting national regulatory authorities in their role of
guardians of the quality of vaccine supply, preparing strategies
for adverse events following immunization (AEFI) and
improving the standards of injection safety and waste
management.

WHO assisted Member Countries in obtaining funds from the Global
Alliance for Vaccines and Immunization



74

THE WORK OF WHO IN THE
SOUTH-EAST ASIA REGION

During the last two years, WHO has assisted eight eligible
countries in the Region to successfully apply for funding by
the Children’s Vaccine Fund (CVF) of GAVI for innovations in
immunization activities. Over the next five years, approxi-
mately $ 200 million will be provided from the Fund to
countries in the Region for activities in three areas:
immunization services, injection safety and introduction of
new vaccines (see Table 5.1).

Within the framework of EPI, four countries, viz. Bhutan,
Indonesia, Maldives and Thailand, have introduced hepatitis B
vaccine into their routine immunization programme prior to
2001. With funding from CVF, all the remaining countries of
the Region will introduce hepatitis B vaccine in a phased manner
during 2002 and 2003. Through the Regional Working Group
on Immunization for South-East Asia, WHO will be providing
technical support to these countries in the training, advocacy
and monitoring necessitated by this innovation. The longer-
term challenge will be to develop financial sustainability plans
to ensure that this vital vaccine programme is continued.

WHO has committed itself to assisting in additional training,
public education and improvements in cold chain management
to make this new vaccine regimen work.

Strengthening of the national regulatory authorities (NRA)
to oversee quality control has been a high priority in the Region.
Between May 2001 and June 2002, the Regional Office, in
collaboration with WHO headquarters, completed assessments
of NRAs in Myanmar, India, Bangladesh, Nepal and Indonesia.
Before the end of 2002, assessments will be completed in
Bhutan and Maldives. As a result of these assessments, new
development plans are being elaborated in accordance with the
procurement procedures of the country. In India, for example,
with WHO technical support, NRA developed an activity plan
to conduct good manufacturing practices (GMP) inspections
covering 11 vaccine manufacturers. This plan will utilize the
20 inspectors scheduled to receive WHO-sponsored training
on GMP in 2002. Additional efforts were made to ensure that
technicians from the Central Drug Laboratories, Kasauli, and
national vaccine manufacturers received adequate training in
July 2001 to ensure the standardization of testing procedures
for vaccine potency.
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Each country’s NRA and EPI programme manager is
responsible for monitoring AEFI and particularly to promptly
detect and respond to these occurrences. Through the WHO
Global Training Network (GTN) a workshop on AEFI
surveillance was held in Kathmandu in November 2001.
Twenty-three participants from nine countries of the Region
and the Philippines from the Western-Pacific Region
participated. At this workshop, participants reviewed the
components of AEFI systems and developed national activity
plans to establish and strengthen their surveillance and response
systems.

As immunization systems are expanded and additional
vaccines added to EPI, injection safety becomes an even more
critical issue. In 2001, WHO provided technical assistance to
Nepal for a national assessment of immunization safety. Similar

Source: WHO/SEARO

Table 5.1:  Proposal for GAVI funding from SEAR countries

  Country
Strengthening of

immunization
services

Injection
safety

Introduction of
new vaccines Comments

Bangladesh

Bhutan

DPR Korea

India

Indonesia

Myanmar

Nepal

Sri Lanka

Approved 2001

Not eligible, DPT3
> 80%

Conditional approval
2001

Not eligible

Not eligible, DPT3
> 80%

Approved
2002

Approved
2001

Not eligible, DPT3
>80%)

Approved 2001

Application not
submitted

Conditional
approval 2001

Approved 2002

Pending

Approved 2002

Approved 2001

Approved 2001 for
2003

Approved 2001

Approved 2000

Conditional
approval 2001

Approved 2002

Approved 2002

Conditional
approval 2002

Approved 2001

Approved 2001 for
2003

Two instalments already
released

Funding will start in 2003

Conditions:
(1) Prove DPT is < 80% and
(2) Show cold chain capacity

Will launch introduction in
July 2002

Birth-dose of hepatitis B
vaccine in UniJect

Condition:
Show cold chain capacity

Needs to update hepatitis B
plan of action

Funding requested for 2003
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assessments are planned for Bangladesh and India in 2002;
other countries will follow. The results of these studies will be
used to develop new training material on injection practices
and other safety improvements.

However, the sustainability of this effort depends mainly
on two factors: the availability of AD syringes at low cost and
the capacity of the countries to deal with the waste generated
by the introduction of single use injection devices. WHO has
encouraged technology transfer for local production of AD
syringes and medical waste treatment solutions in India and
Myanmar on a pilot project basis.

In early 2002, the Regional Office initiated a Vaccine
Management Project in Myanmar. The aim is to pilot a five-
step integrated approach that assesses, monitors and suggests
improvements to the entire vaccine supply and logistics process,
from cold chain to delivery.

Accelerated disease control
Polio eradication

In 2001, the Region accounted for 49.9 per cent of the global
burden of virus-positive polio (268 out of 537 virus positive
cases globally as of 18 March 2002) with India being the only
country in the Region that had polio virus circulation. India
reported 268 cases in 2001. Although this is an increase over
the 265 cases reported in 2000, the data show that tremendous
progress was made (Figure 5.1).

Despite house-to-house campaigns during 2001, it is
apparent that a susceptible pool of children under 24 months
of age remains unreached in some underserved communities.

Till May 2002, 41 cases had been detected in the Region, all
in India. Ninety-three per cent of these cases were from Uttar
Pradesh and Bihar.

Bangladesh, Myanmar and Nepal have been polio-free since
2000, as borne out by good AFP surveillance. Bhutan,
DPR Korea, Indonesia, Maldives, Sri Lanka and Thailand have
all been polio-free for more than four years. Although Indonesia
has been polio-free since 1995, the deteriorating economic
situation and civic unrest in some provinces have made the
implementation of both routine EPI and supplementary polio
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immunization activities problematic. Therefore, Indonesia is
at increased risk of wild polio virus.

Progress indicates that eradication is an achievable target in
India even by the end of 2002 or shortly thereafter, provided
that the strategies are implemented with a consistent degree of
quality across all strata of communities in the three endemic
foci in Uttar Pradesh and Bihar.

During the last year, all countries in the Region conducted
supplementary OPV immunization rounds, with Bangladesh,
DPR Korea India, Myanmar and Nepal conducting National
Immunization Days (NIDs) or mop-up operations in high-
risk areas. Bhutan, Indonesia, Maldives, Sri Lanka and Thailand
conducted sub-national immunization days in high-risk areas
and provinces. The NIDs were synchronized as far as possible.

National Polio Immunization Days are also increasingly
being used to deliver vitamin A to children in the Region. During
2001-2002, Bangladesh, DPR Korea and Myanmar integrated
vitamin A distribution with NIDs. Over 35 million children
between 6 and 59 months of age received one high dose of
vitamin A.

All countries in the Region switched to using the virological
classification scheme in 2001. This permits sensitive as well

Source: WHO/SEARO

Figure 5.1:  Wild polio virus cases in the Region, by month,
1999-2002
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as specific identification of polio and provides programme
managers with specific virological information which they can
use to accurately target areas for mopping-up activities. Till
mid-2002, Bangladesh, India, Myanmar, Nepal, Sri Lanka, and
Thailand have 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 countries to recruit and train an
additional 34 surveillance medical officers and 10 supervisory
surveillance officers. By mid-2002, the rate of non-polio AFP
had increased to 0.86 per 100 000 children in Indonesia.

In order to ensure that countries conduct certification
standard surveillance, WHO commissioned independent joint
national and international reviews of AFP surveillance in
Bangladesh, DPR Korea, India, Myanmar and Nepal during
2001 and 2002. These reviews have verified the quality of the
surveillance data in these countries and highlighted
opportunities for further strengthening of surveillance.

All 17 laboratories in the Polio Laboratory Network in the
Region are fully accredited, including the Global Reference
Laboratory in Mumbai, India. The laboratories provide timely
and accurate information to allow a targeted and appropriate
response. WHO has developed regional guidelines for
implementation of laboratory containment of wild polio viruses
and convened the 1st Regional Containment Meeting in Colombo

Significant progress has been made in polio eradication and the goal of
interrupting transmission is within reach



THE WORK OF WHO IN THE
SOUTH-EAST ASIA REGION

79

in February 2002. As of November 2001, eight countries had
finalized plans of action for containment.

Table 5.2 summarizes the estimated resource requirements
for all polio eradication activities during 2002, at approximately
$ 151 million. Contributions in the past have come 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. Until the Region is certified polio free,
bridging the funding gap and maintaining the level of donor
commitment will be a major challenge for polio eradication.

Control of other major vaccine preventable diseases

Measles and neonatal tetanus

In an effort to build on polio, the SEAR Technical Consultative
Group meeting in October 2001 focused on the strengthening
of routine immunization. There is consensus among Member
Countries and partner agencies on the goals of reducing measles
mortality and eliminating maternal and neonatal tetanus
(MNT). The challenge ahead for the Region is underscored by
the fact that measles accounts for an estimated 202 000 deaths/
year and five countries (Bangladesh, India, Myanmar, Nepal
and DPR Korea) have not yet eliminated MNT. A meeting of
EPI managers from all the Member Countries, held in Delhi in
February 2002, focused on these topics.

US $ in million
AFP and Total

    Country OPV labora- require-
tory ments

Bangladesh 9.80 3.05 1.70 14.55 12.49 2.06

DPR Korea* 0.55 0.68 0.64 1.86 0.62 1.25

India 56.30 44.04 10.09 110.43 108.95 1.48

Indonesia 5.30 4.50 4.15 13.95 2.86 11.09

Myanmar 1.87 1.64 0.76 4.27 1.75 2.53

Nepal 3.17 2.38 0.96 6.51 5.38 1.13

     Total 76.99 56.29 18.29 151.57 132.05 19.52

*Based upon UN Appeal

Table 5.2:  Estimated resource requirements in 2002 for polio eradication
in priority countries of the SEA Region

Commit-
ment

Opera-
tional Shortfall



80

THE WORK OF WHO IN THE
SOUTH-EAST ASIA REGION

While polio supplementary immunization activities continue
until global certification is achieved, renewed emphasis is being
placed on routine EPI. In 2001, Bangladesh and Bhutan took
advantage of mass mobilization efforts and included measles
and tetanus antigens in successful polio campaigns. In early
2002, the Regional Office provided technical assistance to India
in using polio micro-planning techniques to strengthen routine
EPI as part of a national routine immunization planning exercise.

Issues and challenges

Can polio virus transmission be interrupted in India and by when?
Transmission can be interrupted in the next 18 months provided
the programme achieves the highest possible quality in
implementing the strategies. A blueprint of supplementary
immunization activities has been developed. The challenges lie
in overcoming programme fatigue and in sustaining
government and partner commitment.

How long must polio-free countries continue to do NIDs? Until
India is polio free, the other countries of the Region are at risk
of importation of wild polio virus. Additionally, in countries
with low or poor routine immunization coverage and/or in
those that have not conducted NIDs for more than three years,
there is a risk of children being paralysed by mutant strains of
the polio virus.

Will there be adequate funding? The current funding shortfall
for the Region up to 2005 amounts to about $200 million.
The Regional Office is working closely with WHO headquarters
and partners to cover this shortfall.

Will polio eradication benefit EPI? The Regional Office has begun
addressing the issue of strengthening EPI through polio
eradication by building on the foundations and lessons learnt
from the polio initiative. Two meetings, one in October 2001
in Delhi and one in February 2002, have put in place plans to
halve measles mortality (compared to 1998) and eliminate
MNT.

Blood Safety and Clinical Technology
Safe blood is one of the priority areas for WHO. Strengthening
of blood transfusion services to assure quality, safety and
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adequacy of blood in developing countries warrant national
commitment and a sustainable national plan. Most of the
Member Countries in the Region lack these. Accordingly,
guidelines for formulating and implementing country-specific
blood policies were finalized at a WHO intercountry meeting,
held in Yangon in November 2001.

In consonance with the priority accorded to safe blood by
WHO, efforts for capacity building in Member Countries
through various activities were continued. Following a regional
quality management training course in blood transfusion
services, national training courses for capacity building in
quality management were organized in India, Indonesia,
Myanmar and Sri Lanka. These have resulted in the creation
of 107 trained managers in quality management in Member
Countries. Their distribution in the Region is shown in
Figure 5.2.

To provide continuous technical support to trained quality
managers and to monitor their progress in implementing
quality in their respective blood transfusion programme, the
National Blood Centre of the Thai Red Cross Society, Bangkok,
has been designated as a Regional Quality Centre. This centre
maintains continuous liaison with the trainees of the first
regional Quality Management Training (QMT) course and
provides the required technical support as well as undertakes
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Figure 5.2:  Distribution of trained managers in quality management
in the SEA Region, as of June 2002
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follow-up of the action plan developed by the participants
during the course. The expertise and infrastructure available
at this centre will also be utilized for conducting courses in
the future. An independent assessment of quality is an essential
component of any quality programme. Two centres under the
Ministry of Public Health, Thailand, have been identified as
organizers of the external quality assessment scheme for blood
group serology as well as screening for HIV and hepatitis B in
the Region. The first cycle of this scheme commenced in
January 2002 for participants of the regional QMT.

To undertake a situation analysis of quality assurance in
HIV/AIDS and viral hepatitis in blood banks in both the private
and public sectors, a common evaluation format has been
developed. On-site assessment was undertaken in Bangladesh,
DPR Korea, Indonesia, Maldives, Myanmar and Sri Lanka. The
assessment was also followed by hands-on training to
nationals in areas that needed strengthening.

Sri Lanka has commenced an ambitious project with support
from WHO for revamping its entire blood transfusion services
with aid from the Japanese Bank of International Cooperation
(JBIC). Technical support is being provided by WHO. The project
activities were reviewed in August 2001. The next review is
planned for July 2002.

Technical support was provided to Bangladesh, India, Nepal
and Sri Lanka to strengthen their blood transfusion services.

WHO has been promoting quality in health laboratories
for several years, providing technical support to all the Member
Countries. A review of quality assurance activities was carried
out in Bangladesh, DPR Korea, Maldives and Thailand and short
orientation courses were organized in Bangladesh, Nepal and
DPR Korea to overcome commonly-encountered problems. The
generation of quality results by health laboratories requires
the use of quality diagnostic reagents. Realizing that the
regulatory mechanisms for diagnostic kits and reagents were
practically non-existent in the Member Countries, an
intercountry meeting was organized to develop policy
guidelines for quality assurance of diagnostic reagents.

Bangladesh, Indonesia, and India were provided technical
support to strengthen antimicrobial resistance monitoring. An
intercountry meeting to review the Gonococcal Antimicrobial

WHO continues to
support capacity
building in Member
Countries to
improve the quality,
safety and adequacy
of blood
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Susceptibility Programme (GASP) in Bangladesh, India, Nepal
and Sri Lanka was organized. Issues impeding the successful
implementation of GASP were identified and appropriate
recommendations made to strengthen the programme.

Bioterrorism, especially due to anthrax bacilli, became a
topical issue during 2001. A bi-regional workshop was
organized at Bangkok in collaboration with CDC Atlanta, USA,
for various countries to upgrade their skills in epidemiological
and laboratory aspects of management of anthrax. Practical
and simple guidelines for laboratory diagnosis of anthrax were
developed and distributed to all countries in the Region. A rapid,
user-friendly and economical diagnostic kit, developed by the
Defence Research and Development Establishment of India, was
evaluated by a regional panel of experts and found to be useful
for screening and diagnosis of anthrax.

Hospital-associated infections have emerged as an important
problem in the Region. To create awareness and implement
effective surveillance and control mechanisms, guidelines were
developed and published for the prevention and control of
hospital-associated infections for use in the Member Countries.

In order to strengthen quality assurance and radiation safety
in diagnostic imaging, as well as for capacity building in this
area, technical support was provided to Maldives, Bangladesh
and Thailand through the WHO Collaborating Centre in
Radiology at the All India Institute of Medical Sciences, New
Delhi.

WHO promotes quality assurance in health laboratories in the countries of
the Region
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Capacity building in analytical toxicology was supported
in Indonesia in collaboration with the Medical Toxicology Unit,
London. Technical support was also provided to India,
Myanmar and Sri Lanka to develop their programmes for
strengthening analytical toxicology.

Newsletters on quality assurance in health laboratory
services and blood transfusion services (QA News) and on
Gonococcal Antimicrobial Susceptibility Programme (GASP
Newsletter) were regularly published and information
disseminated on these issues to all Member Countries.
Guidelines on laboratory diagnosis of opportunistic infections
in HIV/AIDS were also developed to support efforts by the
countries in strengthening their infrastructure and expertise
in combating the challenge of opportunistic infections.


