
World Health Organization
Geneva, Switzerland

Health Technology and Pharmaceuticals Cluster

Progress in
Essential Drugs and

Medicines Policy
1998 – 1999



WHO/EDM/2000.2
Original: English

Distribution: Limited

Progress in 
Essential Drugs and Medicines Policy

1998–1999

Department of Essential Drugs and Medicines Policy,
Health Technology and Pharmaceuticals Cluster

WHO Headquarters, Geneva, Switzerland

Essential Drugs Programme, Regional Office for Africa

Program on Essential Drugs and Technology, Regional Office for the Americas

Essential Drugs and Biologicals, Regional Office for the Eastern Mediterranean

Pharmaceuticals Programme, Regional Office for Europe

Essential Drugs and Medicines Policy, Regional Office for South-East Asia

Pharmaceuticals Unit, Regional Office for the Western Pacific



Contents

Chapter 1
Saving lives, improving health 1

1.1 Progress in essential drugs and medicines policy 1
1.2 Extending our mandate 1
1.3 Extending our partnerships 3
1.4 Contributing to One WHO 4
1.5 Looking ahead — WHO medicines strategy: 2000–2003 4
1.6 Working for equity, integration and sustainability 6

Chapter 2
Essential drugs — essential to health systems 7

2.1 Integrating health and drug policies 9
2.2 Putting policy into action — national drug policy implementation 9
2.3 Tried, trusted but not always tested — traditional medicine 12

Chapter 3
Getting medicines to the people — improving access 15

3.1 Working in partnership for sustained impact 15
3.2 Paying for drugs — sustainable financing 18
3.3 Getting drugs to people for less money — affordable prices 20
3.4 Getting drugs where they are needed — reliable drug supply 22
3.5 Tackling globalization and trade issues 25

Chapter 4
Vital ingredients for health — quality, safety and efficacy of medicines 27

4.1 Making drugs safe — effective drug regulation and quality assurance 27
4.2 Creating a common understanding — nomenclature and classification 33
4.3 Optimizing drug regulatory resources — harmonization, networking and information support 34
4.4 Balancing control and supply — psychotropics and narcotics 36

Chapter 5
Contributing to health care impact — rational drug use 37

5.1 Making the most of essential drugs — research to promote rational drug use 37
5.2 Essential information for rational drug use 38
5.3 Spreading the word — rational drug use training and education 40
5.4 The final decision — rational use by households and consumers 41

Annex 1 — Donors who contributed to work in essential drugs and medicines policy 1998–1999 44

Annex 2 — WHO Collaborating Centres 45

Annex 3 — Selected publications and documents 1998–1999 47

Annex 4 — Abbreviations and acronyms 49



1

WHO
Progress in 
Essential Drugs and
Medicines Policy
1998–1999

F ifty years ago WHO was charged

with establishing global norms

and standards for pharmaceuticals, and

25 years ago, it introduced the concept

of essential drugs. Since then progress

to ensure that medicines attain their full

potential for saving lives and improving

health has been considerable.

This report provides an overview of

WHO progress in essential drugs and

medicines policy in the 1998Ð1999

biennium. Highlighting the efforts of the

ÒExtended Essential Drugs FamilyÓ, it

describes work undertaken by staff and

offices in countries, regions and at head-

quarters. Chapters 2Ð5 provide examples

of achievements in four main areas of

work: policy; access; quality, safety and

efficacy; and rational use. Additional infor-

mation can be found in the list of selected

publications and documents (Annex 3).

Highlights of this biennium have

included:

■ continued support for development

and implementation of national drug

policies in all regions of the world

■ significant capacity-building in drug

regulation and quality assurance

■ development of comprehensive

strategies for improving access to

drugs for priority diseases

■ assistance in integrating traditional

medicine policies with national

health policies

■ intensified efforts to improve the

quality of drug donations.

Also, the merger at headquarters of

most elements of the Division of Drug

Management and Policies with the

Action Programme on Essential Drugs

has been completed, to create the

Department of Essential Drugs and

Medicines Policy (EDM).

1.1 Progress in
essential drugs and
medicines policy

Box 1 summarizes key WHO achieve-

ments in the area of pharmaceuticals

during the 1998Ð1999 biennium, and

cumulative country progress by the end

of 1999. The progress indicators used

are based on the draft World Drug

Situation 2000 and the WHO/EDM

Country Pharmaceutical Profiles data-

base.

Country progress is the result of

national commitment, national capacity

and national implementation efforts.

WHO is but one organization supporting

countries and it is therefore useful to

view our achievements in the context of

indicators for long-term progress among

countries.

1.2 Extending our
mandate

One of the bienniumÕs major outcomes

was the adoption, by the World Health

Assembly in 1999, of Resolution

WHA52.19 on the Revised Drug

Strategy. This resolution builds on the

original and later resolutions on the

1986 Revised Drug Strategy, which pro-

vides the fundamental basis for WHOÕs

work in the pharmaceutical sector. It

requests WHO to expand its work on a

range of issues. The key points of the

new resolution are summarized in

Box 2. In particular, WHO was

mandated to assist countries in monitor-

ing how access to health care, including

essential drugs, is affected by new

Saving lives,

improving health1

“Our aim must be

to ensure equity

of access to

essential drugs,

rational use and

quality. This is

simply part of the

fundamental right

to health care.

Achieving these

objectives

remains one of

WHO’s highest

priorities.”

Director-General 

Dr Gro Harlem

Brundtland, address

to Executive Board Ad Hoc

Working Group on the

Revised Drug Strategy,

October 1998.

Chapter
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▼ Area of
▼ work

National
drug
policies

Access to
essential
drugs

Quality,
safety and
efficacy of
medicines

Rational
drug use

▼ WHO achievements during 
▼ 1998 and 1999

◆Direct support to 29 countries to develop, implement and monitor their
national drug policy

◆International courses in Brazil, India and South Africa on national drug
policy implementation, and a regional national drug policy review
meeting in Africa

◆Revision of the Guidelines for Developing National Drug Policies
◆World Drug Situation survey completed

◆Direct assistance to 14 countries on economics and drug financing and
to 18 countries on drug management and supply issues

◆Regional working groups and seminars in 4 WHO regions covering drug
financing, economic aspects of drug supply and globalization

◆International and regional courses on drug management and
pharmacoeconomics

◆New research and development policy initiatives and how-to guidance
on drug supply strategies and health reform, reimbursement insurance
for drugs, promoting generic drug use and user fees for drugs

◆Collaboration with WHO and other UN programmes on access to
essential drugs for specific health problems, including HIV/AIDS,
malaria and childhood illnesses

◆Assessment and strengthening of information services on prices of
pharmaceutical starting materials and finished products

◆Support to regulation and quality assurance activities in 18 countries
and to drug regulation networks in each of the 6 WHO regions

◆Workshops and training courses on inspection, registration and quality
control, in 5 WHO regions

◆10-country working group on effective drug regulation established to
document experience and develop guidance in organizing and
financing drug regulation; study results analysed

◆Launch of a 3-year project to strengthen good manufacturing practices
◆10 new guidelines on WHO quality assurance adopted by WHO Expert

Committees
◆300 international nonproprietary names published for new

pharmaceutical substances

◆Direct assistance for rational drug use in 23 countries, including
countries from each of the 6 WHO regions;

◆Cosponsorship and support for 9 international, regional and national
courses on pharmacotherapy teaching and promoting rational drug use 

◆Intervention research on effective means of improving use of drugs in
hospitals and the community

◆Collaboration with professional, consumer and other organizations on
projects for ethical drug promotion, improving drug bulletins and
promoting responsible self-medication — including study on impacts
of drug promotion and development of training course on information,
education and communication

◆Global inventory of WHO treatment guidelines

▼ Country progress
▼ indicators* by end of
▼ 1999

◆ 70 countries have adopted official national
drug policies within the last 10 years and
an additional 19 have policies in
preparation; a further 17 countries adopted
national drug policies more than 10 years
ago

◆39 countries have current national drug 
policy implementation action plans

◆at least 25 countries have a national policy
on traditional medicine

◆two-thirds of the world’s population is
estimated to have access to essential drugs,
up from half of the world’s population 25
years ago, an increase of 2000 million
people

◆72 countries have some form of social
health insurance which covers drugs

◆83 countries allow generic substitution in
private pharmacies

◆71 reporting countries use an essential
drugs list as the basis for public sector drug
procurement

◆142 countries participate in the WHO
Certification Scheme on the Quality of
Pharmaceutical Products Moving in
International Commerce

◆53 countries have laws and regulations
covering herbal medicines

◆52 countries have regulation covering
pharmaceutical promotion

◆157 countries have national essential drug
lists, 32% of which were new or updated
within the last two years and 75% within
the last five years

◆88 countries include the concept of
essential drugs in basic medicine and/or
pharmacy curricula

* Percentage refers to number of countries providing information on that particular indicator. Data taken from World Drug Situation 2000, now being finalized by EDM.

Box 1 WHO achievements and country progress
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international agreements such as the

World Trade OrganizationÕs agreement

on TRIPS (Trade-Related Aspects of

Intellectual Property Rights). 

1.3 Extending our
partnerships

Given the magnitude of its tasks in

pharmaceuticals, WHO has worked hard

to consolidate and expand partnerships

with WHO Collaborating Centres and

expert panels, other UN agencies, finan-

cial partners, industry, nongovernmental

organizations (NGOs) and professional

associations.

Work with UN agencies has expand-

ed in several areas. The Interagency

Pharmaceutical Coordination (IPC) group

now includes WHO, UNICEF, the World

Bank and UNFPA.  The group works

through six-monthly coordination meet-

ings, joint consensus documents on

various aspects of drug policy, technical 

briefings, information exchange on

individual country programmes, and

joint field missions. In this biennium

technical collaboration addressed good

drug donation practices, pharmaceutical

procurement practices, quality

assurance, pharmaceuticals and trade

agreements, drug financing, and supply

reforms.

Work with international agencies

also involved close collaboration with

UNAIDS on access to HIV-related drugs,

and creation of a contact group on phar-

maceuticals and trade with the United

Nations Conference on Trade and

Development (UNCTAD), the World

Intellectual Property Organization (WIPO)

and the World Trade Organization

(WTO).

The roundtable process initiated by

the Director-General in 1998 did much to

expand WHO collaboration with external

partners. In this biennium, WHO con-

ducted a series of roundtables with

public-interest NGOs (M�decins Sans 

Fronti�res, Consumers International/

Health Action International and others),

the International Generic Pharmaceutical

Alliance (IGPA), the International

Federation of Pharmaceutical

Manufacturers Associations (IFPMA) and

the World Self-Medication Industry. 

WHO also expanded collaboration

with specialized WHO Collaborating

Centres, with the WHO Expert Panels

guiding WHOÕs normative work, and with

professional associations such as the

International Pharmaceutical Federation

and the Council for International

Organizations of Medical Sciences. And

of course, discussions with financial

partners in donor governments and

other organizations provided rich

opportunities for exchange on a wide

range of policy and technical matters.

Box 2 Resolution WHA52.19 on the Revised Drug
Strategy requests WHO to expand its efforts in
six key areas

National drug policies
◆ by strengthening support to Member States in development, implementation and 

monitoring of national drug policies

Drug quality
◆ by supporting mechanisms to extend the WHO Certification Scheme on the Quality

of Pharmaceutical Products Moving in International Commerce to cover control of
starting materials; establishing guidelines on drug quality issues relating to export,
import and transit of pharmaceutical products; and promoting implementation of
good manufacturing practices

Pharmaceutical and trade issues
◆ by monitoring and analysing the public health implications of trade agreements, and

advising Member States on trade issues within the framework of national drug
policies and regulatory measures

Drug information and drug promotion
◆ by helping Member States to strengthen their own independent drug information

capacity, providing information on counterfeit drugs and medicines, developing tools
to help stakeholders actively apply the WHO Ethical Criteria for Medicinal Drug
Promotion, and monitoring new forms of promotional activity

Drug donations
◆ by improving implementation of good drug donation practices

Partnerships
◆ by encouraging continuing dialogue and collaborative partnerships between Member

States, UN agencies, nongovernmental organizations and the private sector on issues
related to access to essential drugs
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1.4 Contributing to
One WHO

WHO recently set out four strategic

directions (see Figure 1) to ensure clear

priorities and a shared agenda among

all WHO staff.1

Work in essential drugs and

medicines policy falls within all four

strategic directions. Specifically, it has

contributed to:

■ Reducing the burden of excess
mortality and disability by

increasing access to essential drugs

■ Reducing risk factors for
human health by monitoring the

emergence of anti-infective drug

resistance, and creating safer

environments for drug prescription,

distribution and consumption

■ Assisting with the development
of health systems by building

sustainable management capacity

in pharmaceuticals as a fundamen-

tal component of functional and

reliable health systems

■ Developing an enabling policy
and institutional environment in
the health sector by helping

countries to develop national drug

policies within the framework of

national health policies and involv-

ing all partners in the pharmaceuti-

cal sector.

At headquarters in

Geneva, EDM worked

regularly with over a

dozen other WHO

departments and initia-

tives, including the Stop

TB Initiative (Stop-TB),

Roll Back Malaria and

Integrated Management

of Childhood illness

(IMCI). It also established

much closer ties with

the regional offices. Staff

have been seconded

from headquarters to

AFRO and EMRO, there

has been joint biennial

planning with each region, and the EDM

team leaders now meet quarterly (in

person or via videoconference) with the

regional pharmaceuticals advisers. The

result of this increased collaboration is

that planning for essential medicines

and policy work is now both truly repre-

sentative and comprehensive. One

important outcome with a long-term

impact is the new WHO medicines strat-

egy for 2000Ð2003.

1.5 Looking ahead —
WHO medicines
strategy: 2000–2003

The WHO Strategic Plan for Essential

Drugs and Medicines Policy: 2000Ð20032

is set within the context of the

corporate strategy for WHO as a whole3

and the strategic plan for the Health

Technology and Pharmaceuticals

Cluster, in particular.4 It aims to:

■ integrate all WHOÕs work in the field

of essential drugs and medicines

policy

■ provide a common policy and

technical framework for working

with countries

■ strengthen operational linkages

among WHO groups dealing with

medicines, health systems, commu-

nicable diseases and noncommuni-

cable diseases 

2 Document WHO/EDM/2000.1
3 Document EB105/3
4 Document WHO/HTP/2000.1

1 A Corporate Agenda for the WHO Secretariat. Report by the Director-General,
Document EB105/3

Figure 1 Work in essential drugs and medicines
policy contributes to WHO’s four strategic
directions

Strategic direction 4
develop an enabling policy and institutional

environment in the health sector, and promote
an effective health dimension to social,

economic and development policy

Strategic direction 2
reduce environmental, economic, social and

behavioural risk factors for human health

Strategic direction 1
reduce excess mortality and disability, especially in poor and

marginalized populations

Strategic direction 3
develop health systems that are financially fair,

equitably improve health outcomes and
respond to people’s legitimate needs
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■ provide a clear framework for work-

ing with development partners,

including UN agencies, govern-

ments and NGOs.

The medicines strategy is innovative

in several ways. Firstly, like this biennial

report, it covers all WHOÕs activities in

pharmaceuticals: that is, normative and

operational work to be carried out at

country, regional and headquarters

level. Secondly, it was developed

through a truly global consultation

exercise, involving all partners within

and outside WHO. Thirdly, it is designed

as a systematic ÒpyramidÓ with one

mission, four objectives, twelve main

components and over forty expected

outcomes. Fourthly, the twelve compo-

nents represent the main targets of a

comprehensive national drug policy.

This underscores the principle that all

activities by headquarters and regions

must aim only at facilitating the work of

countries.

WHO works to carry out this mis-

sion by providing global guidance and

by working with countries to implement

national drug policies and programmes

that ensure equity of access to essential

drugs, drug quality and safety, and

rational use of drugs within the context

of the national health policy. Integration

of traditional systems of medicine with

national drug and health policies also

forms an integral part of WHOÕs work in

medicines.

Within WHOÕs overall mission in

essential drugs and medicines policy,

there are four objectives: policy, access,

quality and safety, and rational use.

Among these, the greatest emphasis for

the next four years will be on securing

access to essential drugs for priority

health problems.

Policy — Ensure the commitment

of all stakeholders to national drug

policies, to coordinated policy

implementation and 

to monitoring policy impact. 

The emphasis is on working with

countries to integrate their essential

drugs programme with their national

health system, supporting policy imple-

mentation and establishing systems to

monitor progress. 

Access — Ensure equitable

availability and affordability of 

essential drugs, with an emphasis on

priority health problems and poor

populations.

Work on access to medicines focuses

on: affordable prices to ensure the best

value for money in drug expenditure for

government and consumers; sustain-

able financing through public funds and

social health insurance, and temporary

solutions such as user charges and

donations; and reliable supply systems,

using a mix of public and private

services.

Quality and safety —
Ensure the quality, safety and

efficacy of all medicines by

strengthening and putting into

practice regulatory and quality

assurance standards. 

Emphasis is placed on: strengthening

global norms and standards essential

for securing the safety, efficacy and

quality of drugs; putting regulatory and

quality assurance standards into prac-

tice through effective drug regulation

within countries; information support

for pharmaceutical regulation; and

collaborating with other UN agencies on

psychotropic and narcotic substances.

Box 3 WHO’s mission in
essential drugs and
medicines policy

WHO’s aim is to help save lives and improve health by
closing the huge gap between the potential that essential
drugs offer and the reality that for millions of people —
particularly the poor and disadvantaged — medicines
are unavailable, unaffordable, unsafe or improperly used.
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Rational use — Ensure

therapeutically sound and cost-

effective use of drugs and traditional

medicine by health professionals and

consumers. 

Together with countries, WHO will:

develop and update treatment guide-

lines, national essential drugs lists and

formularies; provide rational drug use

training programmes; establish effective

systems of drug information; promote

successful rational use strategies; and

secure responsible drug promotion.

1.6 Working for
equity, integration and
sustainability

The health care systems of many

developing countries are overstretched,

underfunded and faced with multiple

problems such as the HIV/AIDS epi-

demic, resistant malaria and multidru-

gresistant tuberculosis (TB). At the

same time, poor communities continue

to witness the death of hundreds upon

hundreds of children from diarrhoea

and respiratory infections, for which

effective treatments have long

existed.

Given the urgency of these health

problems and the suffering they inflict,

development of vertical drug manage-

ment and drug supply systems is very

tempting. But long-term solutions to

long-standing health problems demand

a comprehensive approach. Ministries

of health, development agencies, and

private and voluntary sectors must

therefore work together to ensure

equitable, integrated and sustainable

health systems. National drug policies

and the essential drugs concept are

thus needed more than ever before Ñ

to provide a common framework for

action to secure access, quality and

national use of medicines.

In helping to attain these goals,

WHO can reduce the burden of ill-

health that creates and perpetuates

poverty and delays development.  ❒
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Essential drugs —

essential to health

systems

2
Chapter

I n the past decade, significant

economic and political change has

hindered many low- and middle-income

countries in their efforts to provide

health care for their populations. For

low-income countries especially,

reduced public sector health budgets

have meant cutbacks in primary health

care provision. At the same time,

demand for health care has increased

due to the emergence and spread of

new diseases such as HIV/AIDS, the

ageing of populations and the

reemergence of old diseases such as

TB and sleeping sickness. Many low-

and middle-income countries have

therefore been forced to reconsider how

best to provide health care, particularly

essential drugs, for their populations.

For health systems to be effective,

they must improve the health of the

populations they serve, respond to

peopleÕs legitimate expectations and

provide financial protection against the

costs of ill-health. This in turn demands

health system performance of three key

functions: delivery, financing and

stewardship (see World Health Report

2000, in press).

Health sector reform should there-

fore improve managerial efficiency,

quality of services, and equity of access

to health care. WHO believes too that

when health sector reform is undertak-

en, drug policy development or reform

should be integrated with work on the

relevant countryÕs national health policy.

This increases opportunities for the

policies to be mutually supportive.

Additionally, given the many demands

on health care systems, integrated

rather than vertical responses must be

developed that are realistic, equitable

and sustainable.

“...when it comes

to health and

survival, perhaps

nothing is as

immediately

important in many

poor countries as

the lack of

medical services

and provisions of

health care.”

1998 Nobel laureate in

economics 

Amartya Sen,

World Health Assembly

1999, keynote address.

▼ Health system
▼ function

Delivery

Financing

Stewardship

▼ Pharmaceutical activity

◆Cost-effective selection of essential drugs
◆Evidence-based treatment guidelines
◆Drug supply systems based on integration, efficient public–private mix and selective

decentralization
◆Good pharmacy practice

◆Public drugs expenditure for priority public health problems
◆Drug benefits within health insurance
◆Cost control through generic competition, bulk purchasing and reduced distribution costs
◆Better household drug spending

◆Formulation and implementation of national drug policy within health policy
◆Monitoring of policy implementation and impact
◆Effective regulation of pharmaceutical products, manufacturers, distribution channels and

health care providers

Box 4 Improved pharmaceutical sector management contributes
to performance for each critical health system function
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▼ Course 

Drug policy issues for developing countries
(April 1998)

Seminar on drug policy issues for developing
countries 
(June–July 1998)

WHO technical briefing seminar for
international staff active in pharmaceuticals
(November 1998)

Drug policy and drug control
(April 1999)

Flagship course: health sector reform and
sustainable financing 
(October–November 1999)

WHO technical briefing seminar for
international staff active in pharmaceuticals
(November 1999)

Drug policy issues for developing countries
(November–December 1999)

▼ Location, Cosponsor(s)

Rio de Janeiro, Brazil
With Brazilian School of Public Health, Oswaldo
Cruz Foundation, Rio de Janeiro

Medunsa, South Africa
Organized by Medunsa University, South Africa
and Boston University, USA 

WHO HQ, Geneva, Switzerland

Berlin, Germany
With German Foundation for International
Development (DSE)

Washington, USA
World Bank

WHO HQ, Geneva, Switzerland

Mumbai, India
Organized by Boston University, Seth G.S. Medical
College and King Edward Hospital, India

▼ Participant group

40 participants in total, including15 ministry
of health participants from Latin America 
and 4 from Lusophone Africa

30 participants

28 staff members from World Bank, UNICEF
and WHO

30 participants

17 mid-career or senior World Bank
participants

24 participants from NGOs, essential drugs
programmes, and schools of public health

39 policy-makers and senior managers
working in the pharmaceutical sector in
developing countries, or in funding agencies

Table 1 Understanding drug policy issues: selected training 1998 and 1999

Figure 2 WHO support to countries for essential drugs and medicines policy 1998–1999

Comprehensive programme support
Specific technical support

Situation analysis Note: Several intercountry activities were also organized in all regions during 1998–1999.
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2.1 Integrating
health and drug policies

About 65%of WHO resources for

essential drugs and medicines policy is

invested directly in country work aimed

at implementing national drug policies

and programmes which contribute to

overall health system development.

During 1998Ð1999, WHO provided

support in the medicines field to nearly

100 countries (see Figure 2). In particu-

lar, it was heavily involved in health

sector reform and integration of national

health and national drug policies in the

Newly Independent States (NIS) and in

Latin America.

In the Newly Independent States,

WHO through the Special NIS Project for

Pharmaceuticals continued to tackle the

problems of deteriorating health status,

inefficient health care systems and

insufficient budget allocations for health.

During this biennium it helped Armenia,

Georgia and Kyrgyzstan to integrate

their national health and national drug

policies. In Armenia and Georgia, devel-

opment of a national drug policy includ-

ed abolition of value added tax on

essential drugs, bringing their prices

down and effectively increasing access.

In Turkmenistan, WHO assisted with

development of a national drug policy

Ñ including plans to establish a drug

agency and draft drug legislation Ñ for

incorporation into the health reform

masterplan.

In Latin America, publication of

Pharmaceuticals and Health Sector

Reform in the Americas in 1998 provided

health and finance policy-makers with

information for evaluating and acting on

issues central to the pharmaceutical

sector in the context of health sector

reform. Since then, WHO has held

various workshops and undertaken

training in the region to help policy-

makers develop their capacity in this

area. It also helped Argentina, Bolivia,

Brazil, Nicaragua and Venezuela in

particular to integrate drug policy and

national health policy planning.

Progress in this area was also seen

in Africa. WHO helped the Government

of Chad to develop a national drug

policy and a pharmaceutical master-

plan, for incorporation in the countryÕs

national health policy. These efforts

meant that the Government of Chad

was able to present a comprehensive

health package to the donor community

for funding. South AfricaÕs new national

drug policy, introduced in 1996, has like-

wise since been incorporated in the

countryÕs health policy. WHO support for

this process was channelled through

South AfricaÕs Drug Action Programme.

2.2 Putting policy
into action —
national drug policy
implementation

A national drug policy can help secure

optimal availability and use of drugs if

developed through a well-informed

consultation process. The challenges

are to encourage countries without

national drug policies to develop and

officially adopt them, to ensure that

Box 5 Evidence-based and
cost-effective — the essential
drugs concept

The essential drugs concept is widely accepted as a
pragmatic approach for providing the best of modern,
evidence-based, cost-effective health care. This concept
does not exclude all other drugs, but it does focus
therapeutic decisions, professional training, public
information and financial resources on those drugs that
best represent the best balance of safety, efficacy, quality
and cost for a given health care setting. Health systems of
all types, from basic health systems in the poorest
countries to highly developed national health insurance
schemes in the wealthiest, have recognized the
therapeutic and economic benefits of an essential drugs
approach. Moreover, the concept of essential drugs is
forward-looking. It incorporates the need to regularly
update drug selections to review new therapeutic options
and changing therapeutic needs, the need to ensure drug
quality, and the need for continued development of
better drugs, drugs for emerging diseases and drugs to
meet changing resistance patterns.
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countries with such policies implement

them effectively, and to foster a Òculture

of monitoringÓ which uses the results of

monitoring to inform policy action. 

During this biennium, mostly with

WHO assistance, 23 countries Ñ includ-

ing Angola, India, the Maldives and

Oman Ñ developed, adopted or sub-

stantially revised their national drug

policies. In others, such as the Czech

Republic, Slovakia, Romania and

Uzbekistan, the national drug policy

process was initiated, and is being

supported by a WHO project on inter-

country collaboration covering drug

policy issues, pharmaceutical education

reform and development of a rational

drug use network. 

Following WHO guidance, and often

with WHO assistance, over three dozen

other countries are moving from policy

to action by developing a masterplan

for policy implementation. Masterplans

not only provide a useful guide to

policy implementation, but also provide

lenders or donors with specific indica-

tions of what they can most usefully

fund. This was the case in Kenya, for

example, whose national drug policy is

now being implemented.

Given the importance of national

drug policies to addressing and resolv-

ing pharmaceutical issues, WHO has

established a programme to help its

Member States in its Eastern

Mediterranean region to develop,

implement, monitor and evaluate their

national drug policies. The programme

involves a series of consultative meet-

ings Ñ one on each step of the policy

process Ñ between WHO and key

country health personnel. The first of

these meetings, held in Alexandria,

Egypt, in September 1998 focused on

drug policy development, priority

setting, implementation strategies and

indicators for evaluation. The second

took place in Teheran (in the Islamic

Box 6 National drug policies — a versatile framework for
contributing to health sector development

Brazil: In 1996, Brazil’s drug market generated US$ 9600 million and provided 47,100 jobs. However, pharmaceutical
resources were being put to poor use. Brazil’s tradition of self-medication was weakened by irrational use, and worsened in turn
by shifting patterns of communicable and noncommunicable diseases. At the same time, irregular provision of drugs was
contributing to decreased access to health care for outpatients. In response, the Brazilian Ministry of Health instigated a broad-
based national drug policy consultation. The resulting national drug policy was launched in November 1998. It places strong
emphasis on use of a national essential drugs list as the basis of state and municipal drug lists. It also stipulates mandatory
adoption of generic names in bids, proposals, contracts and invoicing, and in all purchases made by the public sector. As well as
contributing to the drafting of national drug policy, WHO has been heavily involved in its implementation — for example, by
helping to draw up Brazil’s essential drugs list and formulary, and providing technical support for preparation of legislation
relating to generics.

Kenya: Endorsed in 1994, Kenya’s national drug policy became a prime engine for health sector reform. WHO (with funds
from the Netherlands) and DANIDA supported the government in this process — WHO for the pharmaceutical sector and DANIDA
for the health sector. Increasing the financial and political independence of essential health services was an important element
of reform. The Medical Supply Coordinating Group has now been developed as a parastatal body and operates independently of
the Ministry of Health, requiring neither staff nor direct government funding from the latter. Authorized to sell drugs, it raises
sufficient funds to pay for its own staff. Similarly, the Pharmacy and Poisons Board, formerly part of the Ministry of Health, is now
an independent body, able to undertake drug regulation without conflict of interest.

India: The India Essential Drugs Programme started in 1994 with a successful drug policy programme in Delhi State. The
programme focused on rational selection of drugs for the public sector, pooled procurement, treatment guidelines and a rational
drug use programme. Other states in India became interested in the programme, and from 1997 onwards WHO helped expand it
through modest technical and financial support to the Delhi Society for the Promotion of Rational Drug Use, a national NGO. By
the end of 1999, 10 other states had joined the programme, covering a total population of 580 million. The programme is totally
needs-driven, with states joining at their own request, on the basis of their own action plan. Emphasis is put on developing
state-level drug policies, treatment guidelines and essential drugs lists, with pooled procurement for public sector hospitals and
clinics. Core staff receive international training in important technical areas, and help to replicate international training courses
in India. For example, both the WHO/INRUD rational drug use training course and the WHO/Boston University international
training course on drug policy issues were held in India during this biennium, with a large number of Indian participants.
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Republic of Iran) in December 1999 and

concerned rational drug use. It outlined

activities to be undertaken to promote

rational drug use by country participants

at national level and by WHO at regional

level. An even more ambitious pro-

gramme to support national drug poli-

cies was launched in 1998 in the

African region (Box 7).

Finding out what works —
monitoring national drug
policies

Monitoring and evaluation are crucial to

successful implementation of national

drug policies. They encourage setting of

common targets and objectives, help in

the review of strategies to meet goals

and help identify successful interven-

tions. For example, in 1998, Pakistan

started using WHO drug policy indica-

tors to monitor its pharmaceutical situa-

tion and, in 1998/1999, South Africa

used them to identify pharmaceutical

priorities in each of its nine provinces.

A Òcore indicators toolÓ, for which

information can be collected easily, is

now being tested and will include a sys-

tem for reporting results and the impact

of pharmaceutical strategies. Core indi-

cators are also known as Level I indica-

tors and have been used to collect

information for the World Drug Situation

2000 report. The Level II indicators give

Figure 4 Cumulative number of national drug policies by region

Figure 3 Improving access, quality and rational use — national drug
policies in 1999
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more detailed information and can be

used to collect systematic data to

describe the outcome and attainment of

national drug policy objectives.

Developing human resources in
drug policy

Building human resource capacity in

drug policy so that countries can

develop and implement national drug

policies is a key activity. WHO has

focused on providing ÒumbrellaÓ

courses Ñ for instance, in Rio de

Janeiro with the Brazilian School of

Public Health, at WHO/HQ in Geneva,

with Boston University and Medunsa

University in South Africa, and with the

Medical School in Mumbai, India Ñ that

enable senior health officials to share

current problems and experiences in

the pharmaceuticals area with each

other. Most importantly, the courses

have taught participants how to apply

problem-solving skills in tackling

problems associated with developing a

national drug policy, and with planning

or managing government-initiated health

sector reform programmes.

Course content has not been fixed,

however, but has rather evolved to

reflect the current challenges that

policy-makers face when attempting to

design or implement a national drug

policy. By securing cosponsors for

some of these courses, WHO has been

able to maximize use of its own limited

resources, be these financial or human.

2.3 Tried, trusted
but not always
tested — traditional
medicine

Up to 80% of the population in develop-

ing countries uses plant-based tradition-

al medicine to help meet its health care

needs. Use of herbal medicines and

other traditional medicine (often referred

to as complementary or alternative

medicine) is also growing in developed

countries. Yet all too often national drug

and national health policies do not

cover traditional medicine. In this bienni-

um WHO moved ahead to help resolve

this issue and ensure that traditional

medicines reach their full potential for

improving health care. Examples of

WHO global and regional work in the

field of traditional medicine included:

■ Direct assistance in the develop-

ment of national traditional medi-

cines policy or programmes in near-

ly 20 countries or territories, includ-

ing Australia, Bangladesh, Belgium,

Bhutan, Canada, Democratic

PeopleÕs Republic of Korea, French

Box 7 Renewing commitment to national
drug policies in the African region

Despite some success in developing and implementing national drug policies, access to
essential drugs in Africa remains lower than in the world’s other regions. In 1998 WHO
therefore decided to strengthen the activities of its Essential Drugs Programme in
Africa — now known as the AFRO Intensified Essential Drugs Programme (IEDP), and
adopted by the Regional Committee for Africa in 1999 — to help African Member
States improve their national drug policy implementation. Building on existing
activities, this initiative has five major components:

1. capacity building in drug regulation and quality assurance
2. information exchange to improve policy implementation and cost control
3. improving drug supply systems for health care
4. improving rational use of drugs by prescribers, dispensers and the public
5. building institutional capacity in Africa

So far, the following activities have been undertaken:
◆ bulk drug purchasing by three West African countries
◆ publication of the first edition of the AFRO Essential Drugs Price Indicator and

the AFRO Pharmaceuticals Newsletter
◆ creation of the African Drug Regulatory Authorities Network
◆ launch of a comparative analysis of drug supply systems in Africa

The IEDP will become fully operational once funding of US$ 16.1 million has been
secured.

Figure 5 Indicators for assessing impacts of
national drug policies
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Box 8 Monitoring drug supply during Indonesia’s economic crisis

In November 1997, the impacts of Indonesia’s national drug policy were monitored using
indicators developed by WHO. Concurrently, the first tremors of the Asian economic crisis
were being felt. WHO decided to repeat some of this monitoring for drug prices and drug
availability. The repeat monitoring was carried out every three months during 1998 and
1999.

By mid-1998 Asian currencies had undergone rapid devaluation, leading to extensive
unemployment and massive downturns in economic production. In Indonesia, although drug
shortages were rare in the first days and weeks of the crisis, affordability of drugs was a
serious problem. The effect of drug price increases was exacerbated for many people by job
loss, as well as by the escalating prices of other commodities. And as the crisis deepened,
major general shortages grew increasingly likely.

Fortunately, the Indonesian Ministry of Health took effective, focused action. Priority
was given to ensuring the availability and affordability of generic essential drugs in private
pharmacies and to ensuring generic drug supply to health centres (Figure A). The Ministry:

◆ allocated additional funds to ensure importation of raw materials for generic drug
production

◆ negotiated an additional budget for provision of generic drugs to health centres
◆ monitored availability of “key drugs” continuously in the districts
◆ set and published maximum prices for generic essential drugs in the private sector.

WHO assisted the Ministry by:
◆ helping the Ministry and donors to coordinate their activities and pre-empt any

panic reactions
◆ communicating with donors to ensure that their assistance would support and not

disrupt the existing public sector drug supply system
◆ providing assistance for drug supply surveys, the results of which reinforced the

“don’t panic” message
◆ helping the Ministry to resist pressure and calls to abandon existing decentralized

drug supply to health centres.

As a result, the health centre drug supply system weathered the economic crisis fairly
well, as can be seen in Figure B. Indeed, the Indonesian Government used this outcome to
support its position that centralized drug supply for rural areas should be maintained.
Meanwhile, the private sector followed the market and switched to generic supplies for essential drugs.

Unfortunately, Indonesia’s hospitals coped less successfully. Operating decentralized drug supply systems, and caught between rising drug
prices and decreasing income, they suffered drug shortages much more rapidly. In some cases, this led to over-hasty purchases and donations,
which were difficult to coordinate and expensive, and at times the major factor in a mismatch between supply and need.

Data collected by WHO Collaborating Centre for Research and Training in Rational Drug Use,Yogyakarta, Indonesia.

Polynesia, India, Mongolia,

Myanmar, Nepal, Norway, Papua

New Guinea, Saudi Arabia, Sri

Lanka, the United Arab Emirates

and Viet Nam.

■ A regional consultation in South-

East Asia on strengthening national

traditional medicine programmes

and the role of traditional medicine

expertise in improving district health

systems.

■ A regional workshop in Beijing for

17 Western Pacific countries on

development of national policy on

traditional medicine, and an expert

meeting on harmonizing traditional

and modern medicine.

■ Subregional meetings for chief

pharmacists of Pacific Island

countries on information exchange

on pharmaceutical and traditional

medicine.

■ In Latin America, two traditional

medicine situation analyses and a

preparatory survey for the creation

in 2000 of a working group on

traditional, complementary and

alternative medicines and therapies.

■ Adoption by African countries of a

WHO regional strategy for traditional

medicine, major elements of which

cover national policy implementa-

tion, capacity building, advocacy

and resource mobilization, and local

production of traditional medicines.
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National legislation and organization
Passed legislation for the practice of traditional medicine 53%
National bodies in charge of management of traditional medicine 57%
Associations of traditional medicine practitioners 73%
Directory of traditional medicine practitioners 33%

Training
Specific traditional medicine training programmes for traditional medicine practitioners and traditional birth attendants 13%
Modules on traditional medicine included in doctors’ training programmes 7%
Modules on traditional medicine included in pharmacists’ training programmes 6%
Modules on traditional medicine included in nurses’ training programmes 10%

Research and access
One or more institutions conducting traditional medicine related research 67%
Local production of traditional medicines 50%
Conservation of medicinal plants in botanical gardens or cultivated arboreta 59%

Financial support
Dedicated country budgets for traditional medicine activities 27%
WHO country office budget allocation for traditional medicine activities 20%

Box 9 Traditional medicine in Africa — an area of significant
interest and activity

In 1998 WHO sent a questionnaire on the country situation of traditional medicine
to its African Member States. Completed questionnaires were received from 30
(65%) of the 46 countries. The responses showed that traditional medicine is an
area of interest and significant activity in Africa, with considerable potential for
growth and development. Percentages below refer to the 30 countries that
completed their questionnaire.

Although the specific focus may

vary, many of the basic questions

regarding traditional medicine in relation

to health systems are similar from

region to region and country to country.

For example, the Chinese and Indian

Governments are each concerned with

how best to use traditional medicine to

strengthen primary health care in

remote areas. Similarly, in Africa, the

emphasis is on use of local resources

and making traditional medicine an inte-

grated component of minimal health

care packages. Meanwhile, in

developed countries, the growing

interest and application of traditional

medicines have created a common

need for governments to both regulate

its use and ensure that demand for

treatment involving traditional medicine

is met safely. ❒
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Getting medicines

to the people —

improving access

3
Chapter

“Many factors

determine the

complex question

of access; among

them, distribution

systems,

financing and

prices. WHO will

support any

measure which

realistically and

sustainably

improves access

to essential

drugs…”

Director-General 

Dr Gro Harlem

Brundtland,

Statement to the Executive

Board at its 103rd Session,

January 1999.

I n low-income countries, public drug

supply and distribution are limited.

And even when drugs are available,

they must usually be bought out of

pocket. Not surprisingly, therefore,

economically vulnerable and disadvan-

taged groups in society tend to have

neither geographical nor financial

access to drugs.

During this biennium WHO has

consolidated its strategy for improving

access to drugs, by focusing on three

critical objectives:

■ sustainable financing through

equitable long-term funding from

general government revenues and

social health insurance, and through

transitional measures such as

development assistance and

donations.

■ affordable prices to ensure that

drug expenditure by governments,

other health care providers and con-

sumers represents best health care

value for money.

■ reliable supply systems using

a mix of public and private services,

to ensure the regular supply of

essential drugs of assured quality.

WHO has pursued these objectives

by working in partnership within the

Organization, across the UN system,

and with many development partners.

In addition to work on financing, pricing

and supply systems, WHO has

addressed pharmaceutical and trade

issues.

3.1 Working in
partnership for
sustained impact

Virtually every aspect of WHOÕs work on

policy, access, quality and safety, and

rational use of drugs involves partner-

ships with other UN agencies,

collaborating institutions, professional

associations, NGOs and the private

sector.  However, such partnerships are

perhaps most vital in the area of access

to essential drugs.

Essential drugs for HIV/AIDS,
malaria and other priority
health problems

WHO efforts to increase access to

HIV/AIDS drugs are a good example of

the synergy that can be created when

partners come together to try and solve

major health problems.

In May 1998 a drug management

adviser was appointed in WHO/EDM Ñ

jointly supported by WHO and UNAIDS

Ñ with a mandate to work with UNAIDS

and HSI (WHOÕs HIV/AIDS/STI Initiative)

to increase access to drugs for sexually

transmitted diseases (STDs), HIV-related

opportunistic infections and clinical

AIDS. Specific work in 1998 and 1999,

involving not only UNAIDS and HSI, but

also UNICEF, NGOs and community

groups, sought to increase generic

supplies, improve community supplies

and improve the quality of prescribing.

This work has become the basis for

efforts on access to HIV-related drugs

within the UNAIDS unified workplan and

the new International Partnership

Against HIV/AIDS in Africa.
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The partnership approach is also

crucial to working across WHO and with

countries on access to drugs for priority

health problems such as malaria, TB

and childhood illnesses. In 1998 and

1999, collaboration within WHO and

with countries was expanded in each of

these areas.

Finally, partnerships are also work-

ing well at country level. For example,

WHO provides assistance to South

AfricaÕs Drug Action Programme. In this

biennium it helped develop standard

treatment guidelines and select

essential drugs for use in HIV-related

opportunistic infections and palliative

care. And at the request of the

Department of Health, WHO assisted

with a report on the safety of

zidovudine (AZT), and on guidelines for

performing clinical trials. Additionally,

Box 10 Towards a common framework for increasing access to HIV-
related drugs

WHO is working with UNAIDS and UNICEF through an integrated workplan to support countries in increasing access to HIV-related drugs.
Below are the four objectives of this work, and examples of realized and expected outcomes.

1. Rational selection and use — ensure selection based on local morbidity and drug efficacy; ensure safety, quality and
affordable prices; ensure appropriate use by health professionals and people living with AIDS:

◆ Technical Update: Access to Drugs — UNAIDS, substantial WHO input
◆ Prescribing Information for Drugs Used in HIV-related Infections — WHO with UNAIDS and others
◆ Standard Treatments and Essential Drugs for HIV-related Conditions — WHO
◆ 11th Model List of Essential Drugs — 15 drugs of importance to HIV-positive people

2. Affordable prices — ensure “best prices” for health services and individuals through price information, negotiation,
competition and reduction of duties, taxes and distribution costs:

◆ Essential Drugs Used in the Care of People Living with HIV: Sources and Prices — WHO/UNICEF/UNAIDS project to provide prices
and sources for 44 HIV-related drugs 

◆ Engagement of the research-based industry in measures to make new HIV-related drugs accessible to those in need
◆ WHO/UNAIDS study of the patent status of anti-infective and antiretroviral drugs in 80 countries 
◆ Promotion of generic competition and pooled procurement 

3. Sustainable financing — ensure that HIV/AIDS drugs can be purchased regularly and in the necessary quantities, without
diverting resources from HIV prevention or other health priorities:

◆ Assessment of the role of public financing for HIV/AIDS treatment (in process)
◆ Exploration of alternative funding mechanisms, including trust funds, solidarity funds and donor financing 

4. Reliable health systems — ensure that HIV infection and associated illnesses are diagnosed rapidly, new HIV-related
drugs used rationally, treatment monitored, development of resistance prevented and drug quality ensured:

◆ Guidance on Antiretrovirals for Health Planners and Policy-makers — WHO initiative on HIV/AIDS
◆ WHO/UNAIDS rapid assessment for improving supply of essential drugs for community care
◆ How-to Manual for Improving Access to Drugs for HIV and HIV-related Illness — for NGOs and groups of people living with

HIV/AIDS (in preparation)

List of 
HIV-related

priority
drugs

Patient
information

and
treatment

Clinical 
guidelines

for HIV conditions
and training of 

health providers

Financing
and 

supply of
drugs

Figure 6 HIV-related morbidity pattern
guides local selection, training, supply
and drug use

HIV-related 
morbidity pattern
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WHOÕs document Globalization and

Access to Drugs: Perspectives on the

WTO/TRIPS Agreement provided useful

arguments for the South African

Government when negotiating with its

trading partners to secure parallel

imports and compulsory licensing, to

help make costly patented drugs for

treatment of STDs, TB and HIV-related

diseases more affordable.

Roundtables — bringing
stakeholders together

Roundtables have been a new tool for

stimulating partnership. The concept

was introduced to WHO by Dr

Brundtland as a means of bringing

together the various players in a

specific area to work together more

closely and more productively. The

roundtable process has been estab-

lished with the following four groups.

■ Public-interest NGOs — Ten

NGOs covering professional, not-for-

profit supply, consumer, social

policy and relief organizations met

with Dr Brundtland and senior WHO

staff and identified specific areas in

which WHO and NGOs can best

work together. These include drug

promotion and access to drugs.

■ Research-based pharmaceu-

tical industry — Through the

International Federation of

Pharmaceutical Manufacturers

Associations (IFPMA), a broad cross-

section of the pharmaceutical

industry has become actively

engaged in three main areas of

collaboration: research and devel-

opment for neglected infectious

diseases (coordinated by WHOÕs

Communicable Diseases cluster);

access to essential drugs (with the

development of country projects on

access to antimalarial drugs); and

combating substandard and

counterfeit drugs.

■ Generic pharmaceutical

industry — Working through the

International Generic

Pharmaceutical Alliance (IGPA),

WHO and generic producers are

addressing intellectual property

rights and generics, mechanisms to

Box 11 Access to essential drugs for priority health problems

Improving access to drugs for priority health problems requires an integrated, sustainable approach. The work of essential drugs experts in
areas such as selection, rational use, drug financing, drug management, quality assurance and regulatory control must be closely linked with
the work of experts in areas such as malaria, TB and childhood illnesses.

Improving access to antimalarials
◆ Appointment of a WHO/EDM technical officer to work with Roll Back Malaria (RBM — WHO’s sector-wide partnership to combat the

disease) to improve interaction between disease control and drug supply personnel
◆ Collaboration between WHO/EDM and RBM to reduce regulatory bottlenecks in supply of antimalarials and conduct affordability

analysis of antimalarials
◆ Creation of Network on Access to and Quality of Antimalarials and start-up of a study to evaluate the extent of poor-quality

antimalarials in Africa and to improve access to good-quality antimalarials
◆ Launch of projects to improve access to antimalarials in three African countries with research-based pharmaceutical industry via

WHO’s roundtable process
◆ Start-up of WHO project to improve access to cheap and effective traditional herbal antimalarials

Improving access to anti-TB drugs
◆ Collaboration between WHO/EDM and WHO’s Stop-TB initiative on: standardizing drug treatment for TB; estimating anti-TB drug

requirements; and bulk procurement of anti-TB drugs
◆ Collaboration initiated, together with UNICEF, to assist anti-TB World Bank project in the Russian Federation by organizing

prequalification of Russian suppliers of anti-TB drugs

Improving access to drugs for childhood diseases
◆ Analysis of drug treatment recommendations contained in IMCI case-management guidelines, essential drugs lists and national

standard therapeutic guidelines for six countries, highlighting discrepancies that could affect implementation of IMCI
◆ Development of training materials to improve drug supply management for IMCI
◆ Sharing of research findings on promoting rational prescribing for childhood illnesses in the public and private sectors
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promote generic medicines, and

quality control. An IGPA/WHO/MSF

working group has been estab-

lished to investigate how to ensure

supply for generic essential drugs

such as ether, for which the

commercial market is becoming

increasingly limited.

■ Self-medication industry —

The World Self-Medication Industry

brought together a group of compa-

nies marketing over-the-counter

medications. This group has

focused on   responsible self-med-

ication and, through WHOÕs

Tobacco-Free Initiative, smoking

cessation.

Strong emphasis on securing

access to drugs has been a common

thread among these groups.

3.2 Paying for
drugs — sustainable
financing

Spending on medicines varies greatly

among countries. Not surprisingly,

high-income countries spend substan-

tially more per capita on drugs than

low- and middle-income countries.

Among   developing countries, inade-

quate and misdirected financing is

arguably the greatest current barrier to

access to life-saving essential drugs.

Helping governments establish

equitable drug financing

During the biennium WHO not only

published guidance on drug financing

mechanisms but also put it into prac-

tice. For example, it worked with over a

dozen governments to develop more

equitable, sustainable approaches to

drug financing. Efforts included assess-

ment of public drug financing support

for drug benefits in health insurance, a

review of experience with user fees for

drugs, and greater involvement with

development banksÕ pharmaceutical

projects.

In one regional effort, a working

group of essential drugs managers and

health reform staff from Indonesia,

Mynamar, Nepal and Thailand was

formed. Group members work to help

each other to make more efficient use of
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available funds, increase health and

drug budgets, improve cost-sharing

schemes in the region and reduce

prices. Financing Drugs in South-East

Asia (publication No. 7 in EDMÕs Health

Economic and Drugs Series) describes

drug financing indicators developed by

the group and drug financing

experiences of the four countries.

Similarly, sixty policy-makers from

western and central European countries

have started to meet annually with WHO

to discuss and explore solutions to

common problems and drug

reimbursement schemes.

Towards more equitable drug
financing — expanding drug
benefits in health insurance

One promising trend is the increase in

health insurance coverage and expand-

ed drug benefits in countries as diverse

as Argentina, Egypt, Georgia, India, the

Islamic Republic of Iran, the PeopleÕs

Republic of China, South Africa,

Thailand and Viet Nam. Some health

insurance programmes have special

arrangements for rural and low-income

populations. Increasingly, WHO is work-

ing with such programmes to apply the

essential drugs concept and to address

the particularities of drug management

within health insurance. The aim is to

reduce drug costs, which can be as

high as 70% of total programme costs.

In the first of a series of regional

projects, WHO reviewed health

insurance schemes in Argentina, Chile,

Colombia, Costa Rica, Guatemala and

the United States. The review consid-

ered a variety of schemes Ñ from total-

ly privatized (as in the United States) to

100% state-funded (as in Costa Rica) Ñ

and the schemesÕ impact on access to

essential drugs. The aim was to obtain

information on what types of scheme

might work best in Latin America.  The

next phase of the project will focus on

how best to expand drug financing

through social health insurance.

In the NIS, the need to increase

access to drugs has been the impetus

behind a project in Kutaisi, Georgia, to

test a new drug reimbursement

scheme. Membership of the scheme,

which is known as ÒDrug PolisÓ, is

Box 12 Guidance on drug financing

Public financing and drug benefits within social health insurance:
◆ have created the greatest equity and solidarity where actively pursued and are therefore the preferred approach to drug financing
◆ require mechanisms to ensure that financing from general revenues is targeted at priority health problems and poor populations
◆ depend on specialized knowledge and experience with drug benefits in health insurance

Out-of-pocket payment by households:
◆ is the most common drug financing source in low-income countries
◆ creates significant barriers to access for impoverished populations and is associated with wasteful and often dangerous use of drugs
◆ benefits from policies aimed at promoting availability, best prices and rational use

User charges at government facilities:
◆ can complement government allocations, but should not replace them
◆ can be seen as a transitional measure to other more equitable, sustainable approaches
◆ often create barriers to access with little or no improvement in care unless lessons from experience are applied to minimize problems

Voluntary and other local financing through NGOs, community groups and employers:
◆ varies widely among countries, but accounts for up to 50% of rural curative services in some countries
◆ can provide greater benefit with supportive government policies

Development assistance and loans:
◆ should be directed at sustainable long-term development of health services, including drug services
◆ should reinforce national policy
◆ (loans) not suited for recurrent costs such as drugs, except under specific conditions

Source: Health Reform and Drug Financing (publication No. 6 in EDM’s Health Economics and Drugs Series); Scholtz M,
WHO’s role in ensuring access to essential drugs. Drug Information, 1999, 13(4).
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based on a fixed fee per member per

year, irrespective of personal income.

Members purchase a booklet for the

registration of their expenditure on pre-

scription drugs. Children aged 5 to 16

years are included free in their mothersÕ

membership. A total of 12 000 booklets

had been sold by the end of 1998.

Work on drug reimbursement in the

NIS also included a roundtable in

November 1998 on reform of the

Russian FederationÕs drug reimburse-

ment system, with multisectoral repre-

sentation from federal and regional lev-

els. Drug pricing strategies were agreed.

Several regions have since based their

drug reimbursement on an essential

drugs list and implemented policies on

drug pricing. WHO also organized sev-

eral nationwide meetings to facilitate

information exchange on drug financing

between the Federal Ministry of Health

and regional health authorities. 

In Viet Nam, WHO technical assis-

tance on health insurance has been

ongoing since 1993. In 1998, school

health insurance was formally estab-

lished by decree and in 1999 the

Vietnamese Government announced

that 10 million poor people would be

included in the national health insur-

ance scheme. However, as of 1997

drug expenditure had been rising dra-

matically, threatening the financial via-

bility of both the school and national

health insurance schemes. WHO

responded by helping to implement a

national essential drugs list, standard

treatment guidelines to ensure cost-

effective drug expenditure, public infor-

mation and communication to reduce

unnecessary drug use, and more effi-

cient drug supply.

3.3 Getting drugs
to people for less
money — affordable
prices

Sustainable financing is critical. But

equally important, drug prices must be

affordable for governments and

consumers. A variety of measures exist

to contain pharmaceutical prices paid

by governments and the costs paid

through health insurance programmes.

Figure 8 Cumulative member count for “Drug Polis” reimbursement
scheme, Georgia, October 1997 – September 1998
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Many of these measures can be used

to contain direct consumer expenditure.

WHO work during this biennium has

included support for pooled procure-

ment arrangements, generic substitution

and improved price information.

Lowering prices and improving
quality — pooled procurement

Pooled procurement drug schemes can

improve drug quality and reduce drug

prices, ultimately increasing population

access to essential drugs. Recent WHO

efforts to promote pooled procurement

included a WHO-supported visit of the

African Association of Central Medical

Stores for Generic Essential Drugs to

Morocco and Saudi Arabia to study the

bulk purchasing systems of Maghreb

and Gulf countries. A joint bulk purchas-

ing test by Guinea, Mali and Niger was

thereafter undertaken with WHO support

for selected essential drugs. The prices

obtained were between 7 and 27%

lower than the lowest prices obtained

for over three years.

Meanwhile, in India, WHO has been

working with state governments to

lower prices and improve drug quality

through pooled procurement. The Delhi

State Capital Territory Government has

dramatically increased access to

essential drugs by bringing prices down

through a transparent, well-structured

procurement system.

Elsewhere, WHO has promoted

pooled procurement at hospital level. In

the NIS, WHO established several such

initiatives; for example, in Armenia and

Georgia. It is too early for results, but it is

expected that with a common list of

hospital drugs, and by pooling budgets

and requirements, substantial savings

will be made and drug availability in

hospitals increased. Moreover, the con-

cept of hospitals working together has

met with great enthusiasm and strength-

ened the role of the hospital pharmacy

in drug management and improved drug

use.

Critical market intelligence —
pricing information services

Good market intelligence on drug prices

is fundamental to planning, implement-

ing and monitoring affordability

measures. WHO has been involved in

several initiatives to meet this need,

including the following:

■ Sources and prices of

essential drugs used in the

care of people living with

HIV: WHO joined with UNICEF and

UNAIDS to assess prices and

sources of generic drugs used for

opportunistic infections, HIV-related

malignancies, prevention of mother-

to-child transmission and palliative

care. Included in the resultant list

Figure 9 Pooled procurement by Delhi State, India resulted in
32–75% reductions in drug prices
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Erythromycine syrup

Cloxacillin injection

Erythromycine tablet 250 mg

Amikacin syrup
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Percentage reduction in Delhi State drug price compared with drug price obtained by national drug procurement agency.
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are 22 active ingredients in 44

dosage forms. The information is

available by the Internet and has

been distributed to national AIDS

programmes, AIDS support

associations, World Bank Task

Managers, essential drugs

programmes and central medical

stores.

■ Pharmaceutical Raw

Materials/Essential Drugs

Report: Through WHO, UNCTAD

and WTO colllaboration, the

International Trade Centre publishes

monthly price information covering

more than 210 ingredients for

essential drugs. In 1998, the infor-

mation was disseminated to the

pharmaceutical authorities of all

developing countries as well as

over 2500 pharmaceutical suppliers

and manufacturers. An independent

assessment concluded that the

service had improved market

transparency, increased price and

quality competition, and should be

even more widely disseminated.

Recommendations for technical

improvements and greater trans-

parency have been implemented.

■ AFRO Essential Drugs Price

Indicator: In 1998 WHO launched

a new initiative to provide African

drug procurement services with the

latest drug tendering prices to help

them purchase a better selection of

low-cost quality drugs. The first

edition of the publication included

prices from 15 African countries, as

well as details of several interna-

tional low-cost suppliers. An

electronic version is being devel-

oped, which will include information

on essential drugs experts in the

region, local production of essential

drugs, and quality assurance and

regulation in Africa.

3.4 Getting drugs
where they are
needed — reliable drug
supply

Research findings from a number of

studies show that if public health facili-

ties are known to have poor drug

supplies, populations are reluctant to

spend time, money and effort to visit

them. Good planning and management

of drug supply are clearly essential.

However, establishing efficient

procedures to select the most cost-

effective essential drugs to treat

common diseases, to quantify the

needs for those drugs, to pre-select

potential suppliers, to ensure good

product quality and to monitor perform-

ance of suppliers is no easy task. In

1999, in a bid to make it less arduous,

WHO published the Operational

Principles for Good Pharmaceutical

Procurement on behalf of the IPC group.

Extensively reviewed by experts from

international agencies, governments,

the pharmaceutical industry, essential

drugs supply agencies and universities,

the principles can be adapted by

individual governments and organiza-

tions when developing and improving

their own internal procurement

procedures.

Additional WHO efforts to improve

drug supply have included technical

support to individual countries to

improve their drug supply systems,

drug procurement assistance to the

Box 13 Value for money — promoting generic
drug supplies

Generic drug prices can be 50% cheaper than those for the equivalent branded drugs.
However, large generic drug markets have developed in relatively few countries. Finding out
how best to promote generic drug supply was the subject of the WHO Generic Drugs Study,
Part I, commissioned from the London School of Economics. It:

◆ provides state-of-the-art analysis of generic drugs market structure in the sample
countries

◆ evaluates regulatory requirements, including whether controls of generics exist
◆ analyses the legal requirements for launching generic products
◆ provides a policy review, including approaches to implementing generic policies
◆ assesses the institutional dynamics, including which groups support or oppose

generics
◆ highlights the strength and importance of economic factors, including increase in

generic drug use where it has come to serve the economic interests of specific
groups

◆ provides public and professional information, including how drug information has
been presented to health professionals and consumers.

The study’s conclusions are being used to guide policy-makers wishing to develop generic
drugs markets in their own countries.
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World Bank, provision of drug pricing

information, improved collaboration with

partners, drug management training and

efforts to improve the quality of drug

donations.

Improving drug supply in
countries

In Latin America, WHO assistance to

individual countries in improving drug

supply has included helping Bolivia and

Ecuador to restructure their central drug

supply units. Additionally, Honduras,

Nicaragua and Peru were helped to

implement decentralized and

centralized drug procurement options Ñ

whichever was more appropriate. In

Guatemala, WHO helped the govern-

ment to develop a system whereby

drug prices are negotiated at central

level, but hospitals allowed to make

decentralized drug purchases of

specific drugs. Additionally, WHO

helped the Venezuelan Government to

develop a decentralized drug supply

system at state level, and the

Colombian Government to establish a

centralized, cooperative mechanism for

purchasing and lowering the price not

only of pharmaceuticals but also of

other medical items required by health

centres and hospitals.

Through the IPC group WHO helped

the World Bank to revise its procedures

for drug procurement under World Bank

loans. WHO also advised the Bank on

drug issues relating to its country

programmes in Gambia, Ghana, India,

Jordan, Niger and the Russian

Federation.

From disaster to development —
improving drug donations

Drug donations can alleviate suffering

and save lives. However, whether a

rapid response in an acute emergency

▼ Course 

Effective drug management and rational use
(July 1998)

Drug reimbursement and pricing policies
(October 1998)

Managing drug supply for primary health care
(November 1998)

Pharmacoeconomics 
(November 1998)

Drug procurement 
(January 1999)

Effective drug management and rational use
(May–July 1999)

Specialized course on pharmaceutical
management applied in the public sector
(August–November 1999)

Managing drug supply for primary health care
(October 1999)

▼ Location, Cosponsor(s)

Aberdeen, UK
Organized by Robert Gordon University WHO
Collaborating Centre as part of Training in Drug
Management and Pharmacy Practice Course

London, UK
With London School of Economics

Amsterdam, The Netherlands
Organized by MSH/IDA

Newcastle, Australia
With WHO Collaborating Centre, Discipline of
Clinical Pharmacology, University of Newcastle

Almaty, Kazakhstan
With USAID and MSH

Aberdeen, UK
Organized by Robert Gordon University WHO
Collaborating Centre as part of Training in Drug
Management and Pharmacy Practice Course

Mauritius
With L’ Université de Montpellier, France

Amsterdam, The Netherlands
Organized by MSH/IDA

▼ Participant group

12 participants from 9 countries

35 ministry of health officials from CCEE
health authorities

30 participants

20 participants from Asia and South Africa

44 participants from 10 NIS countries

10 participants from 7 countries

22 participants

30 participants

Table 2 Improving drug management and financing: selected training
1998 and 1999
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or an element of development aid, sup-

ply must match demand Ñ otherwise

drug donations risk becoming their own

disaster. In pursuit of this aim WHO

issued the Guidelines for Drug Donations

in 1996. A 1998 survey of experience

with the guidelines showed a very posi-

tive impact, with six donor and 13 recipi-

ent countries having developed their

own drug donation guidelines.

Additionally, 40% of all responding

organizations reported having changed

their donation practices to follow the

guidelines, 45% of recipients reported an

improvement in donation quality and

52% indicated that they now find it

easier to refuse unwanted donations. Yet

despite the success of these guidelines,

examples of bad drug donations Ñ

expired drugs, unidentifiable drugs and

inappropriate drugs Ñ have continued

to emerge with each new disaster.

WHO adopted three approaches to

meet the continuing challenge of how

to improve unsatisfactory donation

practices. It revised the 1996 guidelines,

reissuing them in 1999, in collaboration

with 15 international humanitarian

agencies. (Over 5000 copies of the

guidelines were distributed in 1999.) It

asked private voluntary organizations

and pharmaceutical companies to

Box 14 Drug supply strategies and health reform

Delivery of essential drugs for malaria, TB, HIV/AIDS, childhood illnesses, reproductive health and other public health priorities depends on a
reliable supply system. Essential Drugs Monitor Nos. 25 and 26 (1998) present three experiences from a growing number of innovative supply
strategies which countries have developed. Each involves different public–private roles and different degrees of decentralization.

Guatemala — A very poorly functioning central medical stores system was replaced with a system in which private sector suppliers were
centrally contracted to provide direct delivery to the major health units. New procedures focused on transparency, quality assurance, and
decentralized ordering and payment.

South Africa — Faced with major difficulties in its government-operated drug supply systems, one province developed a system for
contracting out the functions of warehouse operations, inventory management, distribution and human resources development to a private
“primary distributor”. Losses have been dramatically reduced and delivery performance considerably improved.

Thailand — In response to high prices and questionable quality, a collective provincial bargaining system was developed, based on a
common hospital drug list, pooled tendering with direct purchase by individual hospitals, a strict quality assurance system and performance
monitoring. The system has significantly lowered prices and improved quality.

To provide a broader basis for policy and technical advice, WHO has initiated a multi-country study of drug supply strategies aimed at providing
policy-makers and healthcare managers with practical lessons on planning and implementing reliable drug supply systems.

Box 15 NGO collaboration in drug distribution and supply

WHO has extensive experience of collaboration in drug supply and distribution. But the need for improved and extended drug supply efforts is
great. In 1998 the Organization sought to increase its capacity by reviewing its approaches to working with NGOs in drug distribution and
supply.* The resulting study concluded that the Organization has yet to fully reap the benefits that working with NGOs offers and made several
recommendations. WHO departments could:

◆ define how and why NGOs are important partners in drug distribution and supply
◆ list NGOs with which they have collaborated in order to create transparency and raise awareness of the range of their past and

present NGO partners
◆ develop an explicit policy on NGO collaboration, including guidelines for informal collaboration, an indication of what NGOs can

expect to gain from the collaboration, and criteria that NGOs must meet in order to establish informal relations with the department
◆ establish mechanisms to collect and document the knowledge and experience gained by NGOs during implementation of their

diverse and innovative activities.

WHO works with a wide range of NGOs to improve access and rational use for essential drugs. Collaboration on specific aspects of Médecins Sans
Frontières’ campaign to improve access to essential medicines is one such activity.

* Collaboration between NGOs, Ministries of Health and WHO in Drug Distribution and Supply. DAP Research Series No. 27. See Annex 3.
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underwrite those guidelines, the implicit

agreement being that those who

endorse them will keep to them. And it

updated The New Emergency Health Kit

98 publication to take account of

changes in the WHO Model List of

Essential Drugs, and to bring the kit into

line with a new UN list of drugs recom-

mended for use in acute emergencies.

As well as seeking to improve the

quality of drug donations, WHO worked

with other organizations to provide

health care to displaced populations,

while at the same time seeking to

reestablish workable and sustainable

health structures. In the first instance,

this meant proper planning and

handling of drug donations, to make

sure that drugs were where they were

needed and well used. In the second

instance, it meant working with

countries such as Albania and Bosnia

in their reconstruction phase, to

reestablish systems for proper drug

supply and regulation of drug quality. 

Finally, recognizing that although the

quality of drug donations is improving,

unwanted donated pharmaceuticals

remain a problem, WHO issued the

Guidelines for Safe Disposal of

Unwanted Pharmaceuticals in and after

Emergencies. Based on a report on the

safe disposal of unwanted and

unusable drugs in Mostar, which had

accumulated during the Bosnia and

Herzegovina conflict, these guidelines

advise on safe disposal of unusable

pharmaceuticals in emergencies and in

countries in transition where official

assistance and advice may not be

available. In common with the drug

donation guidelines, the safe disposal

guidelines are an interagency document

and represent the consensus of 13

organizations with expertise in this area.

3.5 Tackling
globalization and
trade issues

Recognizing the deep concern of many

Member States about the possible

negative impacts of trade agreements

on access to pharmaceuticals, the 52nd

World Health Assembly in May 1999

requested WHO to Òcooperate with

Member States at their request and with

international organizations in monitoring

and analysing the pharmaceutical and

public health implications of relevant

international agreements, including

Box 16 NGOs and pharmaceutical companies — sticking to the
guidelines

By the end of 1999 the second edition of WHO’s drug donation guidelines had been endorsed by:

Partnership for Quality Medical Donations — a US Alliance of private voluntary and pharmaceutical
companies, including: AmeriCares Foundation Inc.; Catholic Medical Mission Board (CMMB); Interchurch Medical Assistance Inc.;
International AID Inc.; Medical Assistance Programme International; Project Hope; Abbott Laboratories; Becton-Dickson; Bristol-
Myers Squibb Company; Johnson & Johnson; Eli Lilly and Company; Merck & Co. Inc.; Park-Davis; Pfizer Inc.; Pharmacia & Upjohn;
SmithKline Beecham; and Wyeth-Ayerst Laboratories.

Acción Internacional para la Salud, Nicaragua — AIS in Nicaragua is a country office of Health Action
International, a worldwide network of approximately 150 consumer groups and organizations in approximately 70 countries,
actively working on health promotion and appropriate use of drugs in collaboration with health professionals, health
institutions, governments and the pharmaceutical industry.

ECHO International Health Service Limited — a UK-registered charity specializing in quality-assured and
affordable procurement of health care supplies for use by governments, international agencies and others working in the
humanitarian sector.

The WHO website (http://www.who.int/medicines/) lists the companies and organizations that have endorsed the guidelines
and provides information on how unhelpful guidelines can be reported to the Organization.
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“WHO strongly

supports

development of

mechanisms for

preferential low

prices for

essential drugs in

lower-income

countries. Lower-

income countries

simply cannot be

expected to pay

the same price for

essential drugs

as the wealthier

countries.”

Director-General 

Dr Gro Harlem

Brundtland, 

address by video at

Conference on Increasing

Access to Essential Drugs in

a Globalized Economy,

Amsterdam, November

1999.

Box 17 An active response to Member States on pharmaceuticals
and trade

During the 1998–1999 biennium WHO activities on globalization and trade have included:

Monitoring and analysing the health effects of trade agreements by:
◆ identifying the key question: how will the prices, availability and production of pharmaceuticals be affected by trade

agreements?
◆ assembling an extensive literature on globalization, patents and drugs in the form of an annotated bibliography
◆ initiating monitoring of the impact of trade agreements through WHO Collaborating Centres in Brazil, Thailand and the

United Kingdom
◆ commissioning the University of Buenos Aires to produce a study on patterns of innovation and patenting in the

pharmaceutical sector

Raising international organizations’ awareness of trade and health issues by:
◆ establishing a contact group with representatives of WHO, UNAIDS, UNCTAD, WIPO and WTO to regularly discuss trade-

related pharmaceutical issues and share information.
◆ the WHO Technical Working Group on Globalization, Health and Trade

Guiding Member States on how to ensure access to drugs within the framework of
trade agreements, through:

◆ provision of technical information on the impact of international trade agreements, e.g. Globalization and Access to
Drugs: Perspectives on the WTO/TRIPS Agreement and TRIPS and the Health Sector in the South-East Asia Region

◆ defining WHO’s own policy in relation to trade and pharmaceuticals, specifically through participation in the
Conference on Increasing Access to Essential Drugs in a Globalized Economy, held in Amsterdam in November 1999
(and organized by Médecins Sans Frontières and Health Action International)

Participating in regional and national meetings highlighting trade and pharmaceutical
issues and underscoring that:

◆ essential drugs are a public good and NOT simply another commodity — patents should therefore be managed not
only to protect patent-holders but also to safeguard and promote public health

◆ market failure has occurred in pharmaceutical research and development, necessitating public involvement and
investment to ensure development of needed new drugs for priority health problems

◆ equity pricing is needed to ensure low prices for newer essential drugs in low-income countries
◆ trade agreements should not create barriers to health

Providing country support on trade and pharmaceutical issues by:
◆ working with the Thai Government to review access to HIV-related drugs
◆ making presentations on globalization to the health regulatory authorities of French African countries in Tunisia in

October 1998; to the Fourth Eastern Mediterranean Drug Regulatory Authorities Conference in Cyprus in April 1999;
and to the National Congress of Pharmacists, in Brazil, in June 1999

trade agreements, so that Member

States can effectively assess and sub-

sequently develop pharmaceutical and

health   policies and regulatory meas-

ures that address their concerns and

priorities, and are able to maximize the

positive and minimize the negative

impact of those agreements.Ó WHO has

moved rapidly to meet this request by

monitoring and analysing the impacts

of trade agreements, providing policy

guidance to Member States on ensuring

access to drugs within the framework

of trade agreements, and participating

in regional and national meetings to

raise awareness of trade and health

issues. ❒
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Vital ingredients

for health —

quality, safety and

efficacy of medicines

4

“The main

responsibility of

drug regulation is

to safeguard the

availability of

good quality, safe

and effective

pharmaceuticals

to all citizens.

This is critical to

any health care

system.”

Director-General 

Dr Gro Harlem

Brundtland, keynote

address, 9th International

Conference of Drug

Regulatory Authorities,

April 1999.

Chapter

D rugs play a major role in improv-

ing human health and promoting

well-being. But only if they are safe,

effective, of assured quality and used

rationally. Ensuring that drugs meet

these standards is a continuing,

rigorous process.

4.1 Making drugs
safe — effective drug
regulation and quality
assurance

Effective drug regulation and quality

assurance are fundamental to public

health. In the last biennium WHO helped

many countries to: improve the effective-

ness of their national drug regulatory

agencies; develop their quality assurance

capacity; improve their implementation of

good manufacturing practices and their

capacity to inspect drug distribution

channels; and combat counterfeit and

substandard drugs. The organization also

collected and exchanged a significant

amount of information on drug safety.

Improving national drug
regulation

At country level, WHO provided direct

assistance to the national drug

regulatory authorities of Brazil (to the

Pharmaceutical Inspectorate of the State

of S�o Paulo to review guidelines for

inspection of companies involved in the

production, distribution or sale of

drugs), Mexico (to organize the

Directorate General for Health Items),

Mozambique (to prepare regulations for

drug registration), Tunisia (to the

Directorate for Pharmacy and Medicines

to apply the ATC/DDD methodology, to

compare drug consumption in the

public and private sectors) and

Venezuela (to reorganize the drug

regulatory authority and draft a new

drug law). WHO also helped all 12

Newly Independent States to develop

their drug regulatory structure

This biennium saw considerable

training for drug regulatory officials. For

example, 22 officials from Benin,

Burkina Faso, Cameroon, Central

African Republic, Chad, Guinea, Mali,

Niger and Togo were trained by the

Tunisian national drug regulatory author-

ity on all aspects of assessing applica-

tions for marketing authorizations.

Despite these encouraging activities,

however, it has to be admitted that,

even now, fewer than one in six of the

193 WHO Member States have well-

developed drug regulation, and those

that do are usually industrialized

countries. About three in six undertake

drug regulation of varying levels of

development and operational capacity,

while two in six have either no drug

regulatory authority in place or a very

limited capacity that hardly functions.

WHO therefore formed a multicountry

working group in 1998 to investigate the

reasons for this dismaying picture and

to analyse and document selected

countriesÕ experience in drug regulation

(see Box 18).
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Box 18 Multicountry working group on effective drug regulation

As well as engaging in mutual problem solving, the WHO multicountry working group on effective drug regulation has launched a study to
establish the most effective approaches to drug regulation. Study methods include:

◆ collection of descriptive information
◆ use of economic, health and pharmaceutical indicators
◆ use of structural indicators to assess drug policy and legislation, organization of drug regulatory agencies, human and financial

resources, and infrastructure
◆ use of process indicators to assess key regulatory functions — licensing, inspection, product assessment and registration, quality

control, laboratory control and control of drug promotion
◆ use of outcome indicators such as compliance with good manufacturing practices, status of product registration and quality test

results.

Preliminary analysis of the data collected on the adequacy of human resources policy (see Figure A) and financial sustainability (see
Figure B) shows that the majority of the countries surveyed do not have an adequate human resources policy and that several lack financial
sustainability.

A practical study guide for investigating drug regulation and a paper synthesizing the results of the investigation are now being finalized.

Note: countries were rated on a scale of 1 to 4, with 4 being the highest score.

Figure 10 Drug regulatory status is limited in much of Africa 

Limited

Basic

Moderately developed

Developed

▲

5
▲
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▲
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▲
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Number of countries

Limited drug regulatory capacity:
Legislation and regulations exist but not formally reviewed and updated within last 10 years.
Basic drug regulatory capacity:
Legislation and regulations formally reviewed and updated within last 10 years; drug control authority and
formal licensing procedure; inspection of distribution and manufacturing premises.
Moderately developed regulatory capacity:
Basic capacity and product registration, some in-country quality control, basic adverse drug reaction reporting.
Developed capacity:
Moderately developed capacity and post-marketing surveillance system for safety, quality and efficacy, and full
range of quality control in-country.

Source: Based on an informal WHO survey 1998–1999 of 46 African countries.
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Figure A Adequacy of human resources policy
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Figure B Financial sustainability of regulatory capacity
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Developing quality assurance
capacity

Much of WHOÕs work in quality

assurance involves providing best

advice based on the best information

available. For example, development of

quality control specifications for

essential drugs Ñ for inclusion in Basic

Tests publications and The International

Pharmacopoeia Ñ has been ongoing

since the 1950s. In this biennium, 85

new monographs and 85 new basic

tests were finalized and published.

Similarly,  WHOÕs contribution to quality

control in laboratories was initiated in

1970, and has included drafting of

guidelines for national quality control

laboratories, and provision of further

guidance on samples and validation.

Such work entails keeping up to

date with new standards and new

technologies. (Thus in 1999, the WHO

Expert Committee on Specifications for

Pharmaceutical Preparation adopted ten

new guidance texts.) Only by so doing

can WHO provide the best advice on,

for instance, the interchangeability of

drugs or the use of comparator

products for assessing the bioequiva-

lence and interchangeability of generic

drugs. WHOÕs role as lead agency in

health clearly puts it in the strongest

possible position to undertake such

vitally and globally important work for

all Member States.

Improving GMP implementation

GMP is a system Ñ good manufacturing

practices Ñ for ensuring that pharma-

ceutical products are consistently pro-

duced according to quality standards. It

focuses on: 

■ the infrastructure and competence

of manufacturing plants

■ national regulatory and quality

assurance capacity, particularly

capacity to inspect manufacturing

plants.

In 1998 and 1999, WHO developed

two packages of GMP training materials

Basic Principles of GMP and The GMP

Inspection Process. It also produced a

GMP brochure advocating the systemÕs

health and economic advantages, and

ran regional GMP training courses in

China, Colombia and Egypt for a total of

58 inspectors from 26 national drug

regulatory authorities. And, at their

request, it helped China, Myanmar,

Nepal and Zimbabwe to review the

GMP inspection capacity of their

national drug regulatory authorities and

the GMP implementation of their

national pharmaceutical manufacturers.

Box 19 Securing health impact — improving the quality of
antimalarials in Africa

In 1999, as part of its efforts to counteract poor-quality antimalarials, and in collaboration with the Roll Back Malaria cabinet
project, WHO established the Network on Access to and Quality of Antimalarials. Consisting of health professionals from Gabon,
Ghana, Kenya, Mali, Mozambique, Sudan, the United Republic of Tanzania and Zimbabwe, the network carried out “snapshot”
antimalarial quality assessments in Africa and used these to plan a study, now being undertaken, to determine the prevalence of
poor-quality antimalarials. The network is also examining the quality of anthelmintic mebendazole and antitubercular
rifampicin.

Concurrently, country capacity to test drug quality has been enhanced. The German Pharma Health Fund (GPHF), a charity
organization supported by voluntary contributions from research-based pharmaceutical companies in Germany, recently
developed a portable “minilab” which can be used to screen samples and identify substandard and counterfeit pharmaceuticals
rapidly. GPHF has offered to provide the network countries with one Minilab each. Training in these screening methods has
already been carried out, and will be used to test samples of antimalarials, anti-TB drugs and mebendazole from households and
various levels of health services and drug distribution systems. Samples that appear to be of poor quality will be sent to more
sophisticated national laboratories for further investigation and complete analysis.



▼ Course 

Regulatory affairs and drug registration 
(1998)

Evaluation of safety and efficacy 
(March 1998)

Detection and screening of counterfeit drugs
(July 1998)

EMRO pharmacovigilance training workshop
(October 1998)

Inspection of distribution channels 
(November 1998)

Training course on good manufacturing
practices 
(February–March 1999)

Drug registration and drug regulation 
(March 1999)

Drug policy and drug control 
(April 1999)

Assessment of applications for marketing
authorizations for generic products 
(May 1999)

Assessment of applications for marketing
authorizations for multi-source products 
(June 1999)

Inspection of distribution channels 
(August 1999)

Assessment of applications for marketing
authorizations for generic products 
(November 1999)

Training workshop on good manufacturing
practices 
(November 1999)

10th study programme on manufacturing of
essential drugs — GMP course 
(November 1999)

Workshop on detecting and testing counterfeit
drugs 
(December 1999)

▼ Location, Cosponsor(s)

Harare, Zimbabwe
AFRO provided fellowships for training 

Oslo, Norway
With Norwegian Medicines Control Authority

Bangkok, Thailand

Rabat, Morocco

Kampala, Uganda

Cairo, Egypt
With National Organization for Drug Control and
Research

Berlin, Germany 
With German Federal Institute for Drugs and
Medical Devices

Berlin, Germany 
With German Foundation for International
Development (DSE)

Panama City, Panama

Warsaw, Poland
With Drug Institute of Poland

Lusaka, Zambia

Manila, Philippines

Beijing, China

Tokyo
Organized by Japan International Corporation of
Welfare Services with input from WHO

Manila, Philippines

▼ Participant group

4 drug regulatory staff from English-speaking
African countries

25 participants from CCEE and NIS countries

10  participants

12 country participants

15 participants from 9 countries

23 participants from 15 EMRO countries

12 participants from NIS countries

18 participants from 18 countries

Participants from 11 Latin American countries

20 participants from 19 CCEE and NIS
countries

16 participants from 10 countries

13 country participants from SEARO and
WPRO regions

17 participants, including 4 country
participants from SEARO region and 4 from
WPRO region

16 participants from 12 countries

Table 3 Promoting quality, safety and efficacy of medicines: selected training
1998 and 1999
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Improving capacity to inspect
distribution channels

Drug quality assurance is vital for drug

distribution channels. In this biennium,

as well as providing relevant training in

Africa, where drug distribution is often

poor, WHO produced guidelines for

inspection of drug distribution

channels.5 Intended for use by pharma-

ceutical inspectors of national drug reg-

ulatory authorities, the guidelines are

presented in a format that allows for

easy reference in the field. Compliance

with these guidelines ensures that prod-

ucts released for distribution are of

appropriate quality.

Information exchange

WHO depends in part on information

received from drug regulatory authori-

ties and officers to inform its efforts to

improve drug regulation, quality and

safety. The International Conferences of

Drug Regulatory Authorities (ICDRA) are

a good source of such information. Held

biennially, they have proved fertile

ground for debate of drug regulation

issues, Such debate has often led to the

development of World Health Assembly

5 WHO Expert Committee on Specifications for Pharmaceutical Preparations. Thirty-fifth
report. WHO Technical Report Series, No. 885. See Annex 3.

Box 20 GMP compliance in Thailand improved through
inspection, training and positive incentives

Strategies used in Thailand to improve compliance with good manufacturing practices (GMP) have included:
◆ classification of pharmaceutical manufacturing companies into three categories: 1) those that comply with GMP; 2)

those that comply partially with GMP and 3) those that do not comply with GMP
◆ routine or frequent inspection of companies that do not comply with GMP and/or allocation of a timeframe within

which they must improve their performance, with an indication that if they do not meet this request they risk closure or
suspension of production

◆ positive incentives, such as participation in public sector tenders, for companies that comply with GMP
◆ organization of training seminars and workshops for company staff responsible for production and quality assurance
◆ less frequent inspection of companies that comply with GMP (“self-regulation”)

Box 21 Training Modules on
Good Manufacturing
Practices (GMP)

Basic Principles of GMP
1. Introduction to GMP
2. Quality management
3. Sanitation and hygiene
4. Validation
5. Complaints and recalls
6. Contract production and analysis
7. Self-inspection processes
8. Personnel
9. Premises
10. Equipment
11. Materials
12. Documentation
13. Sterile production
14. Active pharmaceutical ingredient production

The GMP Inspection Process
15. Introduction to inspection
16. The role of the inspector
17. Preparation for the inspection
18. Types of GMP inspection
19. The inspection
20. Trainers’ notes

60%

80%

70%

50%

30%

20%

10%

40%

0%
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Box 22 The battle continues — combating counterfeit and
substandard drugs

Despite efforts to ensure the quality and safety of drugs, counterfeit and substandard drugs are a growing problem. By April
1999, for example, reports of 771 cases of counterfeit drugs — 77% from developing and 23% from developed countries — had
been entered into the WHO database on counterfeit drugs.

A waste of money for the people who buy them, counterfeit and substandard drugs prolong treatment periods, exacerbate
the conditions being treated, help create drug resistance and can even cause death. There are important differences between the
two, however. Counterfeit drugs are illegal imitations of recognized drugs, or drugs that have been deliberately mislabelled.
Substandard drugs are mainly the result of failure to comply with good manufacturing practices (GMP), and often linked to
limited resources rather than bad intent. That said, it is not always easy to detect whether a drug is counterfeit or substandard.

For counterfeit drugs, preventive efforts must start at national level, and should be a shared responsibility between
government agencies, pharmaceutical manufacturers, distributors, health professionals, consumers and the general public. To
help Member States in this task WHO developed Guidelines for the Development of Measures to Combat Counterfeit Drugs (see
Annex 3). It also undertook a counterfeit and substandard drugs study in Myanmar and Viet Nam, which confirmed that
regulatory measures such as drug registration can greatly enhance the quality of drugs on the market if implemented
effectively.

Efforts at international level — in terms of information exchange and establishing effective responses — are also crucial,
however. In 1998, WHO set up the Anti-counterfeit Pharmaceuticals Network, which now has more than 140 Member States as
members. Members provide information to WHO on the extent and type of counterfeit drugs in their country. Then in 1999, WHO
established the Working Group on Drug Quality and Counterfeits, members of which include representatives of the International
Federation of Pharmaceutical Manufacturers Associations and the International Generic Pharmaceutical Alliance. The group is
raising awareness of the issue of counterfeit and substandard drugs among ministers of health and of the need to strengthen
drug regulatory authorities.

Concurrently, efforts have continued to promote use of the WHO Certification Scheme on the Quality of Pharmaceutical
Products Moving in International Commerce. Participating regulatory authorities of exporting countries issue certificates for
exported drugs to certify that (i) the drugs are registered and permitted for sale in the exporting country, or if not, why not, and
that (ii) the manufacturers’ facilities are inspected regularly and comply with GMP standards and quality control. The scheme is
going a long way to helping countries with weak drug regulatory authorities to ensure the safety, quality and efficacy of their
imported pharmaceutical products. A total of 142 countries now participate in the scheme.

Figure A. Antibiotics and other life-saving drugs are commonly
counterfeited

Antibiotics 45.3%

Antihypertensives 1.7%

Antidiabetic agents 1.7%

Gastrointestinal agents 7.0%

Respiratory agents 5.8%

Tranquilizers 4.0%

Vitamins 2.6%

Anabolic steroids 2.5%

Analgesics 7.0%

Herbals 3.0%

Hormones 1.9%

Corticosteroids 7.5%

Androgens 4.2%
Antimalarials & anti-TB drugs  5.9%

Source:WHO database on counterfeit drugs.
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resolutions on drug regulation.

The 9th ICDRA, held in Berlin

in April 1999, attracted 250

participants, most of whom

were representatives of drug

regulatory authorities. They

provided WHO technical staff

with important insight regard-

ing the support needed by

developed and developing

countries in their drug regula-

tion work, the impact of WHO

work in this area and its rele-

vance to such initiatives as

the International Conference

on Harmonisation.

WHOÕs own efforts to

provide information in support

of drug safety often take the form of

publications. A total of 8 issues of the

WHO Drug Information periodical were

produced during this biennium and

each issue was distributed to around

4500 people. Additionally, 27 WHO

Drug Alerts were issued in both French

and English to around 400 drug regula-

tory officers and national adverse drug

reaction centres to warn of newly dis-

covered drug safety problems, and 11

issues of the WHO Pharmaceuticals

Newsletter were distributed to around

2000 individuals.

WHO also published the second

volume of Quality Assurance of

Pharmaceuticals: a Compendium of

Guidelines and Related Materials, which

brings together the texts of the various

recommendations on good manufactur-

ing practices and inspection made by

the WHO Expert Committee on

Specifications for Pharmaceutical

Preparations, complementing those in

Volume 1 on drug regulation. Combined

in this way they are more accessible

and of greater practical value to those

working in pharmacy faculties, in drug

regulation and control, and in the phar-

maceutical industry. The manual on

Marketing Authorization of

Pharmaceutical Products with Special

Reference to Multisource (Generic)

Products performs a similar function.

WHO partners themselves con-

tribute substantially to distributing drug

regulation information. For example, the

Instituto Catal� de Farmacologia in

Barcelona, Spain, is a WHO

Collaborating Centre for Research and

Training in Pharmacoepidemiology,

which has created a website containing

commented abstracts in Spanish on

drug regulatory journal articles. By the

end of 1999 the abstracts numbered

around 12 000 and constituted the

biggest scientific database in Spanish

concerning essential drugs, drug poli-

cies and drug regulation. Spanish-speak-

ing drug regulatory officials are making

increasing use of the wealth of informa-

tion it provides.

4.2 Creating a
common
understanding —
nomenclature and
classification

Introduced by WHO in 1950, the system

of international nonproprietary names

(INNs) ensures that each pharmaceutical

substance or active pharmaceutical

ingredient is identified by a unique

name that is universally recognized and

universally accessible as public

Box 23 Meeting the demand for traditional
medicine information

The clear need for, increased use of and interest in many types of traditional medicine is
mirrored by the demand for clear, accurate information on the quality and safety
aspects of traditional medicine. Recent materials produced by WHO in this area include:

◆ Quality Control Methods for Medicinal Plant Materials (1998): aiming to support
the development of national standards, this publication describes the best test
methods available for assessing the quality of medicinal plant materials.

◆ Regulatory Situation of Herbal Medicines: Worldwide Review (1998): providing
information from 50 countries on the regulation of herbal medicines, this
publication is helping other countries to develop their own systems for
regulation and registration of herbal medicines.

◆ Guidelines on Basic Training and Safety in Acupuncture (1999): intended for
hospitals, clinics and practitioners, these guidelines cover basic requirements
for training non-physician acupuncturists and physicians wishing to use
acupuncture in their clinical work.

◆ WHO Monographs on Selected Medicinal Plants. Volume I (1999): with scientific
information on the safety, efficacy and quality control of widely used medicinal
plants.
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property. Medicinal drugs can then be

clearly identified, safe prescribing and

dispensing encouraged, and internation-

al scientific communications facilitated.

Given the growth in global

pharmaceutical markets and internation-

al pharmaceutical trade, use of INNs by

all countries has become increasingly

important. This biennium saw an

impressive number of proposed and

recommended INNs Ñ 297 and 305

respectively. Eighty-three INNs were

published. Use of INNs in the Russian

Federation and China was also actively

promoted.

Additionally, close collaboration with

WIPO has been reinitiated. The resultant

cooperation between national patent

offices, national drug regulatory authori-

ties and WHO will help to protect INNs

by ensuring that they do not conflict

with new trade names. This is important

because similar names and the use of

common stems (used to select INNs)

can cause confusion among prescribers

and dispensers and put patientsÕ safety

at risk.

The Anatomical and Therapeutic

Classification and designation of the

Defined Daily Dose system (ATC/DDD) is

another tool that contributes to rational

use of drugs. Allowing comparison of

different countriesÕ drug consumption

statistics, the system facilitates identifi-

cation of possible overuse, underuse or

misuse of drugs. The system is operat-

ed by the WHO Collaborating Centre for

Drug Statistics Methodology in Oslo,

Norway, which is advised by the

International Working Group for Drug

Statistics Methodology. In this biennium

the Working Group continued to encour-

age the systematic collection of com-

prehensive drug statistics in all coun-

tries and regions, using the ATC/DDD

system as the international standard.

Tackling newly emerging problems

such as the development of antimicro-

bial resistance will depend upon such

statistics.

4.3 Optimizing
drug regulatory
resources —
harmonization,
networking and
information support

The benefits of harmonization of drug

regulation include: identification and

elimination of the need to duplicate

studies to meet different drug regulatory

requirements; more effective use of

resources during research and develop-

ment; quicker patient access to safe

and effective new medicines;

transparency of standards; and

harmonization of standards.

WHO is involved in a number of

harmonization initiatives. In this

biennium it:

■ worked with the African Financial

Community and Associated

Countries, French Cooperation and

the EU to harmonize drug registra-

tion procedures for essential

generic drugs, including production

of R�f�rentiel pour lÕHarmonisation

des Proc�dures dÕEnregistrement des

M�dicaments essentiels g�n�riques

dans les Pays de la Zone franc et

Pays associ�s

■ helped the Gulf countries to start

the process of harmonizing and uni-

fying their drug regulatory systems

■ participated as an observer in the

Steering Committee of the

International Conference on

Harmonisation of Technical

Requirements for Registration of

Pharmaceuticals for Human Use.

Networking

WHO also promotes networking among

countries as a means of optimizing

quality assurance and regulatory per-

formance. For example, in April 1999 it

participated in the Fourth Eastern

Mediterranean Drug Regulatory

Authorities Conference in Nicosia. The

main professional meeting for
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regulators in the EMRO region, the con-

ference provides a forum for frank and

in-depth discussion of drug regulation

issues, and quality assurance of phar-

maceuticals, biotechnological products

and herbal medicines.

Other drug regulatory networks to

which WHO provided support in 1998

and 1999 include the African Drug

Regulatory Authorities Network and

Drugnet. Drugnet is particularly active.

A network for sharing experience and

knowledge of regulatory mechanisms

among the head officers of the drug

regulatory authorities of the 12 NIS, it

also develops joint strategies for shared

drug regulation problems. In this bienni-

um it held meetings in Kiev,

Copenhagen, Berlin and Kishinev

(Republic of Moldova).

Information support for speed
and efficiency

Electronic information support to enable

drug regulatory authorities to respond

rapidly to newly emerged drug safety

problems is becoming ever more nec-

essary. In 1999 the WHO Electronic

Discussion Group for Drug Regulatory

Authorities was established as a forum

for closed and moderated Email

discussion between regulatory officials

of national drug regulatory authorities

and WHO. In addition, an electronic

WHO alert system for distribution of

Drug Alerts and other drug safety

information has been developed.

Meanwhile, the WHO model system

for computer-assisted drug registration

(SIAMED) has been promoted to help

drug regulatory authorities maintain a

clear picture of what drugs are actually

circulating. A complete and comprehen-

sive inventory of the drugs available on

a national market can be a preliminary

step to defining and making operational

any rational drug use policy. SIAMED

uses a cheap, specifically designed,

locally adaptable computer system and

WHO provides technical assistance on

how to make the best use of it. The

countries using the SIAMED system

(including Brazil and Poland, which pro-

vided their own funding to do this) were

joined by the European Medicines

Evaluation Agency in 1999, which

chose to adopt SIAMED rather than

create its own computerized drug

registration system.

Exchange of drug information has

also been improved at regional level.

The Electronic Network for Drug

Information Exchange for Pacific Island

Countries was established in 1999.

Box 24 Harmonizing drug regulation in the American region

In 1997 WHO speeded up the harmonization process in the American region by convening the Pan American Conference on Drug
Regulatory Harmonization. Following a second conference in 1999 and a number of regional activities, the Pan American
Network for Drug Regulatory Harmonization was established. The network’s mission is to promote harmonization of regulatory
requirements pertaining to the quality, safety and efficacy of pharmaceutical products as a means of improving the quality of
life and health care of the citizens of the Americas. It reports to the conference, which is held biennially.

The network consists of a steering committee and working groups. The steering committee consists of ten representatives
from the regulatory authorities of ten countries, one representative from a research-based pharmaceutical industry regional
association and another from a regional association of national or local pharmaceutical manufacturers.

The conference itself:
◆ promotes and maintains constructive dialogue among regulatory agencies in the Americas, the pharmaceutical

industry and consumer associations
◆ encourages harmonization of drug regulatory systems in the Pan American region
◆ adopts recommendations for implementation at national and regional levels
◆ encourages and facilitates technical cooperation among countries.

The steering committee, together with WHO, organizes working groups on specific topics, the results of which are
presented at the conferences as recommendations. To date, the conference has adopted recommendations on good clinical
practices and bioequivalence studies. It has also discussed good manufacturing practice standards (GMP), guidelines for GMP
inspection, counterfeit drugs and drug classifications.

WHO provides the secretariat for both the steering committee and the conference.
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A closed network, it is managed and

operated by the WHO Collaborating

Centre for Drug Information based at

the Universiti Sains Malaysia in Penang,

Malaysia. Network participants are

designated drug regulatory officials of

Pacific Island countries. Areas covered

include drug supply and management,

drug regulation and drug use.

4.4 Balancing
control and supply —
psychotropics and
narcotics

Critical review of psychoactive sub-

stances is a routine procedure but

nevertheless crucial to efforts to fight

misuse of psychotropics and narcotics.

In 1999 the UN Commission on Narcotic

Drugs accepted two out of WHOÕs three

recommendations for substances to be

placed under international control. Also

in 1999, a WHO working group revised

the Guidelines for the WHO Review of

Dependence-producing Psychoactive

Substances for International Control. The

new guidelines reflect the interests of

regulators, NGOs and the IFPMA, and

clarify the roles of the different conven-

tions that seek to prevent illicit traffic in

narcotic drugs and psychotropic sub-

stances.

Paradoxically, however, the strict

control of psychotropics and narcotics

can mean that their supply during emer-

gency situations is overly restricted.

Emergency victims may then be

deprived of adequate pain relief and

sedation, particularly during or following

surgery. International agencies working

in the field of humanitarian relief

brought this issue to the attention of

WHO. In response, the organization

produced a consensus document,

Model Guidelines for the International

Provision of Controlled Medicines for

Emergency Care in 1996. During the

1998Ð1999 biennium, these guidelines

were actively promoted and then

adhered to during the Kosovo crisis,

when their usefulness was fully

appreciated.

However, even under normal

circumstances, drug control regulations

if overly restrictive can hamper access

to controlled medicines for therapeutic

use. A balance has therefore to be

struck between medical and regulatory

requirements. To this end, WHO

collaborated with drug control experts

in 1999 to draft Achieving Balance in

National Drug Control Policy: Guidelines

for Self-assessment. ❒

▼ Africa

Botswana
Cameroon
Chad
Guinea
Niger
South Africa
Tunisia
Uganda

Benin
Kenya
Namibia
United Republic of Tanzania

▼ South America

Brazil
Cuba
Dominican Republic
Guatemala
Mexico
Nicaragua
Venezuela

Panama

▼ Asia

Maldives
Nepal

Cambodia
Philippines

Europe and the
▼ Middle East

Egypt
Poland
Syrian Arab Republic

Lebanon
Yemen

Table 4 WHO SIAMED system for computer-assisted drug
registration is used worldwide

Countries planning to use SIAMED: 



37

WHO
Progress in 
Essential Drugs and
Medicines Policy
1998–1999

Contributing to

health care impact  —

rational drug use

5
Chapter

“All efforts to

select, fund,

procure and

distribute

essential drugs

are in vain if, in

the end, the

patient gets the

wrong drug

prescribed or fails

to take it

correctly.”

WHO Strategic Plan for

Essential Drugs and

Medicines Policy:

2000–2003.

R ational drug use is important for

medical and for economic rea-

sons. Therapeutically sound and cost-

effective use of drugs by health workers

and consumers reduces morbidity and

mortality from communicable and non-

communicable diseases, and also helps

contain drug expenditure. Indeed, with-

out rational use, most of the benefit of

efficient selection, procurement, distri-

bution and management of drugs is

lost.

Yet irrational drug use is wide-

spread, and not limited to either devel-

oped or developing countries. (Many of

the latter, however, have experienced

proliferation of pharmaceutical products

due to the expansion of domestic

pharmaceutical industries, and

increased pharmaceutical importing

following the opening up of their eco-

nomic markets.) In most countries

spending on pharmaceutical products is

rising by 8Ð12% per year, which is

usually much more than the consumer

index and mostly due to the introduc-

tion of new drugs.

Irrational drug use is caused by

many factors, though, and not just

increased numbers of new pharmaceu-

tical products. Programmes to promote

rational drug use should therefore

involve many groups: public and private

sector health personnel, university staff,

regulatory officials, the pharmaceutical

industry, NGOs and consumers. 

The WHO India Essential Drugs

Programme is a powerful example of

what political commitment to rational

drug use can achieve even when finan-

cial resources are limited. Starting in

Delhi State in 1994, the programme has

many partners and since 1997 has

expanded to 11 states. Principal activi-

ties have included the development, at

state level, of essential drugs lists,

standard treatment guidelines, formula-

ries and state drug policies, leading to

better procurement of essential drugs

and substantial savings. In 1999, for

example, the States of Himachal

Pradesh, Mumbai and Rajasthan pub-

lished essential drugs lists. Mumbai also

published standard treatment guidelines

and Himachal Pradesh also published

its drug policy statement.

5.1 Making the
most of essential
drugs — research to
promote rational drug
use

At the first International Conference on

Improving Use of Medicine in Thailand

in 1997 a rational drug use research

agenda was drawn up. Following this

agenda, WHO has been involved in a

collaborative programme with the

International Network for the Rational

Use of Drugs (INRUD) and the Applied

Research in Child Health project. This

collaborative programme gives
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technical and financial support to

research projects in Asia on rational

drug use interventions in developing

countries. After a joint call for proposals

a two-week training course on research

protocol development was held in

Yogyakarta in April 1998 for the ten

teams that had submitted the most rele-

vant research proposals. After this

course the proposed studies were

supported by the three organizations.

WHO supported three studies, one in

the Philippines and two in Indonesia.

The Philippines project consists of a

controlled study to test the impact of

training in the rational use of antibiotics

among private practitioners. 

A similar training course on protocol

development was held in Uganda in

1999. Following the course, several

research projects were started in Africa.

A project was also started in Zimbabwe

to support hospital and therapeutics

committees in various public, private

and mission hospitals. Five committees

are working to improve antibiotic use.

5.2 Essential
information for
rational drug use

Essential drugs lists and health
guidlines 

First published in 1977, the WHO Model

List of Essential Drugs has contributed

hugely to the process of rationalizing

drug use. Listing just over 300 drugs

that are considered crucial to meeting

the health needs of most populations, it

is especially useful in guiding the selec-

tion of drugs in countries where needs

are great but resources small. In

November 1999 WHOÕs Expert

Committee on the Use of Essential

Drugs updated the list; ten new drugs

and four new dosage forms were

added, and four drugs deleted. Notable

additions included four-drug combina-

tion therapies for TB and fluconazole.

The latter is an important anti-fungal

drug which is of particular importance

for AIDS-related meningitis. The

Committee also recommended review

of the development, dissemination and

use of the Model List.

At regional level, thirty experts from

ministries of health, professional associ-

ations and universities in western and

central European countries met to dis-

cuss their national approaches to ration-

al drug use, particularly therapeutic

guideline development, and local

pharmacotherapeutic committees.

A follow-up meeting is planned for

May 2000 to discuss an agenda for

combined action.

At country level, essential drugs lists

continue to prove an excellent starting-

point for responding to a countryÕs

health needs. As well as providing a

basis for estimating national drug

needs, they give guidance on public

drug procurement and drug insurance

reimbursement schemes. Countries

developing or updating their essential

drugs lists with WHO assistance during

this biennium included Albania, Bolivia,

Bosnia and Herzegovina, Croatia, India,

Indonesia, the Islamic Republic of Iran,

Box 25 Post-conflict pharmaceutical services
in Kosovo

Kosovo currently has no law and the practice of pharmacy is no exception. Reports claim
that several private pharmacies have been opened by individuals who are not pharmacists
but lawyers, economists or recent high-school graduates. Huge profiteering from sales of
drugs, including narcotics and sedatives, has been observed. Even worse, dispensing errors,
such as amitriptyline being dispensed instead of amoxil‚ and aspirin instead of
aminophylline, have occurred. WHO has responded by drafting temporary regulations for:

◆ establishing pharmacies in Kosovo
◆ wholesale distribution of pharmaceutical products in Kosovo
◆ import of pharmaceutical products.

The aim of the regulations is to quickly stop the irrational sale and use of drugs.
Implementation will require establishing a Drug Regulatory Office, to work in
collaboration with the United Nations Mission in Kosovo.

Source: Pharmaceutical Journal, 264(7079):98–100.

Box 26 An expensive threat to health —
antimicrobial resistance

Irrational use of antibiotics often leads to increased antimicrobial resistance. Prevalent
diseases for which increased antimicrobial resistance is being observed include malaria,
TB, gonorrhoea, pneumonia, bacterial meningitis and diarrhoea. When first-line
treatments fail, the cost of second-line treatment can be overwhelming. For example, one
year of first-line treatment for tuberculosis costs about US$ 40, whereas one year’s
treatment of multidrugresistant-TB costs US$ 8 000–12 000.

WHO is involved in a series of activities to combat antimicrobial resistance. They
include development of a global strategy on the containment of antimicrobial resistance,
and development of global assessment tools and guidance on national and hospital-based
programmes to ensure rational use of antibiotics. The programme was started in 1998 and
will continue for at least another five years.
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Jordan, Kazakhstan, Mexico, Myanmar,

Nicaragua, the Russian Federation,

Romania and South Africa. 

Objective drug information

The Model List is not by itself sufficient

for ensuring rational drug use. Health

workers also need independent infor-

mation on how to use the drugs listed.

Unbiased and comparative drug infor-

mation is therefore an important tool for

promoting rational drug use. 

During this biennium WHO respond-

ed to this challenge by developing a

WHO Model Formulary Ñ both in hard-

copy and in electronic form Ñ contain-

ing standardized drug information for all

drugs on the Model List. This can be

used as a starting-point by countries or

institutions that wish to develop their

own formulary. Work has also started on

making an inventory of all standard

treatment guidelines developed and

promoted by WHO, and on strengthen-

ing the link between these guidelines

and the Model List. So far, over 120

guidelines have been identified.

At country level, WHO assisted

Kenya, Nigeria, South Africa, the United

Republic of Tanzania and Zimbabwe to

consolidate their national drug informa-

tion centres. In Kazakhstan and The for-

mer Yugoslav Republic of Macedonia

technical support has been provided to

national drug information centres

through the University of Newcastle-

upon-Tyne in the United Kingdom (a

WHO Collaborating Centre for Drug

Policy and Drug Safety Research), and

the Hungarian National Institute of

Pharmacy (a WHO Collaborating Centre

for Drug Information and Quality Control). 

Drug information bulletins are

another increasingly important source

of independent, comparative informa-

tion for rational prescribing. A major

project involving over 60 contributing

members of the International Society of

Drug Bulletins is under way to publish a

manual on starting or strengthening a

drug bulletin. The material developed

for the manual will also be used for

training courses in developing

countries.

Figure 11 Updated national essential drugs lists 

Figures in the map include
countries with an official
national selective list of drugs
meant for training, supply,
reimbursement or related
national health objectives. In
some countries there may be
selective state/provincial lists,
instead of or in addition to
national lists.

Essential drugs list updated in the last 5 years (128)
Essential drugs list > 5 years (29)

No essential drugs list or no record (36)
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Drug promotion

Drug promotion is often misleading,

biased and scientifically inaccurate. Yet

it can be a major influence on prescrib-

ing and dispensing of drugs by health

professionals, and purchasing of drugs

by consumers. At the WHO/NGO round-

table in Geneva in May 1999 drug pro-

motion was identified as an area for

specific NGO/WHO collaboration. Later

in the year, a project to document and

critically examine evidence of inappro-

priate drug promotion worldwide was

initiated. A database of literature and

materials on drug promotion produced

in English, French, German, Russian

and Spanish has since been created.

A strategy for review and assess-

ment of the effectiveness of the WHO

Ethical Criteria for Medicinal Drug

Promotion has also been proposed, in

direct response to Member StatesÕ

concern about the impacts of drug pro-

motion on selection and consumption

of pharmaceuticals. 

Within countries, WHO assisted

Armenia, Georgia, Kazakhstan,

Kyrgyzstan, Russia and Turkmenistan to

develop regulations for drug promotion.

This was in response to intensified

marketing of pharmaceutical products in

Countries of Central and Eastern Europe

and the Newly Independent States.

5.3 Spreading the
word — rational drug
use training and
education

The Guide to Good Prescribing remains

one of WHOÕs most successful

publications. Primarily intended for

undergraduate medical students who

are about the enter the clinical phase of

their studies, it provides step-by-step

guidance on the process of rational

prescribing. During this biennium the

guide was translated into Albanian,

Arabic, Bengali, Bosnian, Chinese,

German, Indonesian, Italian, Japanese,

Portuguese, Romanian, Slovakian,

Spanish and Turkish. It is also increas-

ingly being used to develop pharmacy

training modules in universities.

Additionally, South Africa and Indonesia

used the guide to develop training pro-

grammes for nurse prescribers, while

universities in Argentina, India, Japan

and the Netherlands used it to help

build pharmacy teaching modules.

New publications providing informa-

tion on rational drug use for prescribers

include a manual on rational manage-

ment of essential drugs at health

centres in Africa, and a textbook in

Arabic on pharmacy practice, with a

focus on the professional rather than

academic aspects of the profession.

Training and curriculum
development

Limitations in WHO resources oblige the

Organization to use those resources to

maximum effect. In terms of rational

drug use training and education this

means advising on curricula develop-

ment, and working with WHO

Collaborating Centres, networks such as

INRUD, and Drug Utilisation Research

Groups in Europe, Africa and Latin

America.

Many international training courses

are replicated at national level. For

example, in early 1998, six participants

from various Indian states were

supported to attend the WHO/INRUD

two-week international training course

Box 27 Integrated drug use

monitoring and drug supply

management in Cambodia

Integrated systems of drug supply management and drug

use monitoring and supervision have been operating in

Cambodia for the past five years. As well as helping to

ensure the supply and availability of drugs in public

facilities, they contribute to rational drug use. Indicators

for drug supply and use are collected every three months

by district or provincial health teams during their

supervisory visits to health facilities and district health

offices. Data are sent to the Essential Drugs Bureau in the

Ministry of Health, which established the system, for

analysis and feedback. In 1999, workshops on the

integrated systems were organized in five provinces and

rational drug use training undertaken in a further five.
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in Kathmandu, Nepal, on promoting

rational drug use. In December 1998,

technical and financial support was

given to the India Essential Drugs

Programme for a similar course in Delhi,

for about 30 participants from India,

organized by the six experts trained

earlier. Most of the international

resource persons who participated in

the Kathmandu course also taught at

the India course Ñ thereby enabling the

training of many more Indian experts

than would otherwise have been

possible. (Participants in these courses

can now download the training materi-

als from the Internet to help create their

own courses.) A similar approach was

taken with the two-week international

training course on national drug policies

held in 1998 in Pretoria and repeated in

1999 in Mumbai, India, with about 15

national participants. 

For most of these courses WHO and

the organizing institution collaborate to

offer the course at the lowest possible

fee. As a result at least half of the partic-

ipants are sponsored by other organiza-

tions. 

As well as being an important

means of skills development, training

courses serve as an important catalyst

for action. Following a problem-based

pharmacotherapy training course for the

NIS, held in Tashkent, problem-based

pharmocotherapy was introduced into

medical curricula in Kazakhstan,

Kyrgyzstan, the Republic of Moldova

and Turkmenistan. 

5.4 The final
decision — rational use
by households and
consumers

Improving drug use by patients and

consumers is essential, since it is the

consumer who takes the final decision

about whether medicine is actually

taken, and if it is, how much, when and

for how long. Currently, 50%of people

worldwide fail to take their medicines

correctly.

The need for skills development for

community education in rational drug

use in particular has been clearly identi-

fied in WHO research. A new highly

interactive and skills-oriented training

programme on community education in

the rational use of drugs was therefore

developed in partnership with the

University of Amsterdam and an

experienced group of developed and

Box 28 Improving pharmaceutical care in Europe and the
Americas

Founded in 1992, the Europharm Forum consists of the European Forum of Pharmaceutical Associations and WHO. Member
pharmaceutical associations cover 32 countries in central, eastern and western Europe. Europharm seeks to develop pharmacy
practice and implement pharmacy practice projects at national level, through dialogue and cooperation between national
pharmaceutical associations and WHO. During this biennium Europharm projects:

◆ encouraged members of the public to seek information from their pharmacists to help them derive maximum the
rapeutic benefit from medication

◆ supported pharmacists in helping asthma patients
◆ helped achieve optimal hypertension control through more active involvement of pharmacists in the prevention,

detection and management of hypertension
◆ improved the quality of diabetes care by integrating the pharmacist into national diabetes programmes
◆ involved pharmacists in smoking cessation programmes in the communities they serve.

The Europharm concept has now spread to other regions. The Pharmaceutical Forum of the Americas was launched in
November 1999 in Santiago, Chile, with the full support of WHO. In common with the Europharm Forum, it seeks to enhance
pharmacy practice and to implement pharmacy practice projects. It also seeks to integrate appropriate WHO policies into
undergraduate, postgraduate and continuing education programmes.

Other efforts to improve pharmaceutical care in the Americas have focused on promotion of the concept of the pharmacist
as an essential member of the health team. At the IV Pan-American Conference on Pharmacy Education in 1999 (organized by
WHO — which acts as secretariat to the conference — working with the University of Chile) a core curriculum for pharmacy
schools in the region was approved. The curriculum gives strong emphasis to developing the full potential of pharmacists to help
improve health, both through provision of optimal pharmaceutical care, and through collaborating with other health
professionals on public health initiatives.
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▼ Course 

Training course on promotion of rational 
drug use 
(March 1998)

Effective drug management and rational use
(May–July 1998)

5th training course on teaching rational 
drug therapy 
(August 1998)

Problem-based pharmacotherapy 
(October 1998)

Training courses on promotion of rational 
drug use 
(November 1998)

Training courses on promotion of rational 
drug use 
(December 1998)

Development of drug information bulletins
(January 1999)

Effective drug management and rational use
(May–July 1999)

Training courses on promotion of rational 
drug use 
(June 1999)

6th international course on teaching rational
pharmacotherapy 
(July 1999)

1st Latin American course on teaching rational
pharmacotherapy 
(August 1999)

Quality of pharmaceutical education
(September 1999)

Rational prescribing 
(November 1999)

▼ Location, Cosponsor(s)

Kathmandu, Nepal
With INRUD

Aberdeen, UK
Organized by Robert Gordon University (WHO
Collaborating Centre for Training in Drug
Management and Pharmacy Practice)

Groningen, The Netherlands
Organized by University of Groningen 
(WHO Collaborating Centre for Pharmacotherapy
Teaching and Training)

Tashkent, Uzbekistan
With Tashkent Pharmaceutical Institute

Accra, Ghana
With INRUD

New Delhi, India
With INRUD

Riga, Latvia
With International Society of Drug Bulletins

Aberdeen, UK
Organized by Robert Gordon University (see
above)

Ayutthaya, Thailand
With INRUD

Groningen, The Netherlands
Organized by University of Groningen (WHO
Collaborating Centre for Pharmacotherapy
Teaching and Training)

La Plata, Argentina
Organized by University of La Plata, Argentina

Almaty, Kazakhstan

Tashkent, Uzbekistan
With DFID/World Bank project on family physicians

▼ Participant group

40 participants

12 participants from 9 countries

31 participants

20 pharmacology teacher participants 
from 8 countries

38 participants

25 participants

42 participants from 12 countries

10 participants from 7 countries

42 participants

26 participants

30 participants from 9 countries

20 participants from 5 Central Asian republics

40 participants from Uzbekistan

Table 5 Promoting rational drug use and rational pharmacotherapy: selected
training 1998 and 1999
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developing country experts. The pro-

gramme covers core aspects of com-

munications work (see Box 29). The

long-term aim is to develop a network

of trained people, committed to imple-

menting community education in

rational drug use, evaluating the impact

of their work, reporting on experience

and sharing expertise.

Other efforts to improve rational

drug use by consumers have focused

on where and from whom drugs are

bought. In recent years, unregulated

street drug vendors and drug kiosks

have flourished in the NIS. Although

often relatively inexpensive and highly

accessible sources of drugs, they

frequently sell drugs that are inappropri-

ate and of poor quality. WHO has

investigated the problem with drug reg-

ulatory authorities in the NIS and has

initiated public information campaigns

to discourage consumers from buying

drugs from unregulated kiosks. ❒

Box 29 Community education in the

rational use of drugs — a skills-based course

Module 1: Setting the scene: the essential drugs concept

Module 2: What shapes consumer drug demand

Module 3: Prioritizing community drug use problems

Module 4: Overview of community drug use intervention strategies

Module 5: Introduction to training needs assessment

Module 6: Introduction to evaluation

Module 7: Overview of research tools

Module 8: Rapid assessment exercise

Module 9: Face-to-face communication

Module 10: Mass media and the promotion of rational drug use

Module 11: Developing printed educational materials

Module 12: Working with journalists

Module 13: Folk media for rational drug use

Module 14: Pretesting

Module 15: How to design a communications plan

Module 16: Development of country-specific or regional communication plans

Module 17: Constraints in implementing communications plans

Module 18: Advocacy and networking
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Annex 1 — Donors who contributed to work
in essential drugs and medicines policy
1998–1999

On behalf of the countries, organizations and individuals which the programme

serves, WHO would like to express its gratitude to donors who contributed to work in

essential drugs and medicines policy in 1998Ð1999. Without this support, much of this

work would not have been possible.

Countries: 
Australia
Denmark
Finland
France
Germany
Ireland
Italy
Japan
Luxembourg
Netherlands
Norway
Sweden
Switzerland
United Kingdom
United States of America

Intergovernmental organization:
European Union

United Nations agencies:
Joint United Nations Programme on HIV/AIDS
United Nations Development Programme

Other organizations:
Asociación Latinoamericana de Industrias Farmacéuticas
Federación Latinoamericana de la Industria Farmacéuticas
International Association of Biological Standardization
International Federation of Pharmaceutical Manufacturers Associations
International Nonproprietary Name Trust
International Osteoporosis Foundation
International Pharmaceutical Federation
Japan Pharmaceutical Manufacturers Association
Pakhusfonden, Denmark 
Soros Foundation/Open Society Institute
World Self-Medication Industry
World Bank

Contributions were also received from 43 national pharmaceutical member organizations of the
Europharm Forum.
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Annex 2 — WHO Collaborating Centres

WHO Collaborating Centre for Drug Quality Control

Centre collaborateur de l’OMS pour les Aspects
biopharmaceutiques du Controle et de la Qualité des
Médicaments
WHO Collaborating Centre for Drug Information &
Quality Control
WHO Collaborating Centre for Quality Assurance of
Essential Drugs
WHO Collaborating Centre for Drug Information

WHO Collaborating Centre for Regulatory Control of
Pharmaceuticals
WHO Collaborating Centre for Drug Statistics
Methodology
WHO Collaborating Centre for Drug Quality Assurance

WHO Collaborating Centre for Drug Quality Assurance
WHO Collaborating Centre for Drug Policy, Information
and Safety Monitoring (Joint Centre)
WHO Collaborating Centre for Drug Policy, Information
and Safety Monitoring (Joint Centre)
WHO Collaborating Centre for the Quality Assurance of
Drugs (multi-site)
WHO Collaborating Centre for Chemical Reference
Substances
WHO Collaborating Centre for International Drug
Monitoring
Centre collaborateur de l’OMS pour les Spectres
infrarouges internationaux de référence
WHO Collaborating Centre for Quality Assurance of
Essential Drugs
WHO Collaborating Centre for Drug Information

WHO Collaborating Centre for Training in
Pharmacology & Rational Drug Use
WHO Collaborating Centre for Drug Management
WHO Collaborating Centre for Pharmaceutical Policies

WHO Collaborating Centre for Essential Drugs and
Hospital Supplies
WHO Collaborating Centre for Drug Policy and
Pharmacy Practice Development
WHO Collaborating Centre for Research and Training
in Rational Drug Use
WHO Collaborating Centre for Drug Information
WHO Collaborating Centre for Pharmacotherapy
Teaching & Training
WHO Collaborating Centre for Research and Training
in Pharmaco-epidemiology
WHO Collaborating Centre for Drug Utilization
Research and Clinical Pharmacological Services
Centre collaborateur de l’OMS dans le Domaine de la
Réglementation pharmaceutique et de
l’Enregistrement des Médicaments
WHO Collaborating Centre for Training in Drug
Management and Pharmacy Practice
WHO Collaborating Centre for Drug Policy and Drug
Safety Research
WHO Collaborating Centre for Research and
Standardization in Traditional Medicine
WHO Collaborating Centre for Traditional Medicine

WHO Collaborating Centre for Traditional Medicine

WHO Collaborating Centre for Traditional Medicine

WHO Collaborating Centre for Traditional Medicine
WHO Collaborating Centre for Traditional Medicine
WHO Collaborating Centre for Traditional Medicine
WHO Collaborating Centre for Traditional Medicine 

Therapeutic Goods Administration,
Department of Health and Family Services
Laboratoire de Biopharmacie,
Université de Clermont-Ferrand

National Institute of Pharmacy

Central Drugs Laboratory

National Information Centre for Drugs &
Pharmaceuticals, Central Drug Research Institute
National Pharmaceutical Control Bureau,
Ministry of Health, Jalan Universiti
Norwegian Medicinal Depot

National Institute for the Control of Pharmaceutical and
Biological Products
Pharmaceutical Laboratory
School of Pharmacy,
University of Western Cape
Department of Pharmacology, Medical School,
University of Cape Town
Faculty of Pharmacy,
Potchefstroom University for C.H.E
Apotek AB

The Uppsala Monitoring Centre

Département de Pharmacie,
Institut fédéral de technologie
Department of Medical Sciences,
Ministry of Public Health
Centro de Información sobre Medicamentos,
Universidad Central de Venezuela
Discipline of Clinical Pharmacology,
University of Newcastle 
Barbados Drug Service, Ministry of Health
Nucleus of Pharmaceutical Assistance, National School
of Public Health
Cooperative de Hospitales de Antioquía

Danish College of Pharmacy Practice

Centre for Clinical Pharmacology & Drug Policy Studies

National Poison Centre, Science University of Malaysia
Department of Clinical Pharmacology,
University of Groningen
Department of Pharmacology and Therapeutics,
Instituto Català de Farmacologia
Department of Clinical Pharmacology,
Karolinska Institut
Unité de Pharmacie et du Médicament,
Ministère de la Santé publique

School of Pharmacy,
The Robert Gordon University
Wolfson Unit of Clinical Pharmacology,
University of Newcastle-Upon-Tyne
Academy of Traditional Korean Medicine

Centre of Research in Medical Bioclimatology,
Biotechnologies and Natural Medicine,
State University of Milan
Oriental Medicine Research Centre,
Kitasato Institute
Department of Japanese Oriental Medicine,
Toyama Medical & Pharmaceutical University
Institute of Acupuncture and Moxibustion
Institute of Medicinal Plant Development (IMPLAD)
Institute of Chinese Materia Medica
Institute of Clinical Research and Information

Woden

Clermont-Ferrand

Budapest

Calcutta

Lucknow

Petaling Jaya

Oslo

Beijing

Singapore
Bellville

Observatory

Potchefstroom 

Kungens Kurva

Uppsala

Zürich

Nonthaburi

Caracas

Callaghan

Bridgetown
Rio de Janeiro

Medellín

Hillerod

Yogyakarta

Penang
Groningen

Barcelona

Huddinge

Tunis

Aberdeen

Newcastle-Upon-Tyne

Deasong District 18

Milan

Tokyo

Toyama

Beijing 
Beijing
Beijing
Beijing 

Australia

France

Hungary

India

India

Malaysia

Norway

People’s Republic of China

Singapore
South Africa

South Africa

South Africa

Sweden

Sweden

Switzerland

Thailand

Venezuela

Australia

Barbados
Brazil

Colombia

Denmark

Indonesia

Malaysia
Netherlands

Spain

Sweden

Tunisia

UK

UK

DPR Korea

Italy

Japan

Japan

People’s Republic of China 
People’s Republic of China
People’s Republic of China
People’s Republic of China 

1

1

1

1

1

1

1

1

1
1

1

1

1

1

1

1

1

2

2
2

2

2

2

2
2

2

2

2

2

2

3

3

3

3
3
3
3
3

▼ Collaborating Centre Name ▼ Institution ▼ City ▼ Country ▼ Area

Key
1 - Drug quality, safety, efficacy
2 - Drug policy, management and rational use
3 - Traditional medicine
4 - Drug abuse
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WHO Collaborating Centre for Traditional Medicine 
WHO Collaborating Centre for Traditional Medicine

WHO Collaborating Centre for Traditional Medicine
WHO Collaborating Centre for Traditional Medicine

WHO Collaborating Centre for Traditional Medicine

WHO Collaborating Centre for Traditional Medicine
WHO Collaborating Centre for Traditional Medicine

WHO Collaborating Centre for Traditional Medicine
WHO Collaborating Centre for Traditional Medicine
WHO Collaborating Centre for Research & Training in
Drug Dependence

Nanjing College of Traditional Chinese Medicine
Institute of Acupuncture Research,
Shanghai Medical University
Shanghai University of Traditional Medicine
Natural Products Research Institute,
Seoul National University
East–West Medical Research Institute,
Kyung-Hee University
Traditional Medicine Research Institute
National Center for Complementary & Alternative
Medicine
College of Pharmacy, University of Illinois at Chicago
National Institute of Traditional Medicine
College of Problems of Drug Dependence,
Temple University School of Medicine

Nanjing 
Shanghai

Shanghai 
Seoul

Seoul

Khartoum
Bethesda

Chicago
Hanoi
Philadelphia

People’s Republic of China 
People’s Republic of China

People’s Republic of China 
Republic of Korea

Republic of Korea

Sudan
USA

USA
Viet Nam
USA

3
3

3
3

3
3
3
3

3
3
4

Key
1 - Drug quality, safety, efficacy
2 - Drug policy, management and rational use
3 - Traditional medicine
4 - Drug abuse

Annex 2 — WHO Collaborating Centres Contd

▼ Collaborating Centre Name ▼ Institution ▼ City ▼ Country ▼ Area
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Annex 3 — Selected publications and
documents 1998–1999

E = English; F = French; P = Portuguese; S = Spanish.

National drug policies and monitoring 

Indicators for Monitoring National Drug Policies. A Practical Manual, 2nd ed. WHO/EDM/PAR/99.3 (E/F).
Monitoring and Evaluating National Drug Policies and Measuring the Effects of DAP’s Work. WHO/DAP/MAC(10)/98.6 (E/F).
Progress of WHO Member States in Developing National Drug Policies and in Revising Essential Drugs Lists. WHO/DAP/98.7 (E).
Report of an Informal Meeting on Assessment and Monitoring of National Drug Policies. (Restricted). DAP/98.4 (E).

Access: economics and financing

Drug Polis: Drug Reimbursement Pilot System, Kutaisi, Georgia. 1998 Annual Report. EUR/QCPH 08 32 03 (E).
Financing Drugs in South-East Asia. Report of the Second Meeting of the WHO/SEARO Working Group on Drug Financing, Yogyakarta, Indonesia, 24–28 November 1997. Health

Economics and Drugs. DAP Series No. 8. WHO/DAP/98.15 SEA/Drugs/140 (E).
Guide to Drug Financing Mechanisms. ISBN: 92 9036 068 2 (E/F).
Health Reform and Drug Financing. Selected Topics. Health Economics and Drugs. DAP Series No. 6. WHO/DAP/98.3 (E/F).
Medicines and the New Economic Environment. (In collaboration with University Carlos III, Madrid). (E,S).
Pharmaceuticals and Health Sector Reform in the Americas: An Economic Perspective. WHO/AMRO (E/S).
Price Indicator. WHO/AFRO (E/F/P).

Access: supply, procurement, donations

ACAME: African Association of Central Medical Stores for Generic Essential Drugs. Joint Bulk Purchasing of Essential Drugs. WHO/AFRO/EDP/99.8 (E/F).
Bulk Purchasing of Essential Drugs: Report of a Study Tour to the Maghreb and Gulf States. WHO/AFRO (E/F).
Collaboration between NGOs, MoHs and WHO in Drug Distribution and Supply. DAP Research Series No. 27. WHO/DAP/98.12 (E).
Guía para el Desarrollo de Servicios Farmacéuticos Hospitalarios: Farmacocinética Clínica. WHO/AMRO 5.15 (S).
Guidelines for Drug Donations Revised 1999. Original: E. WHO/EDM/PAR/99.4. In 1999 translated into Indonesian.
Operational Principles for Good Pharmaceutical Procurement. WHO/EDM//PAR/99.5 (E).
Regional Meeting on the Local Production of Essential Drugs in the African Region. WHO/AFRO (E).
The New Emergency Health Kit 1998, 2nd ed. WHO/DAP/98.10 (E/F/S).

Access: pharmaceuticals and trade 

Globalization and Access to Drugs. Perspectives on the WTO/TRIPS Agreement. Health Economics and Drugs DAP Series No. 7. WHO/DAP/98.9 (Rev) (E/F; S in preparation).
Globalization and Access to Drugs Perspectives on  the WTO/TRIPS Agreement. Health Economics and Drugs DAP Series No. 7. WHO/DAP/98.9 (E/F/S).
Globalization, Patents and Drugs. An Annotated Bibliography. Health Economics and Drugs EDM Series No. 9. WHO/EDM/PAR/99.6 (E).

Access: drug development and other issues 

International Strategies for Tropical Disease Treatments. Experience with Praziquantel. DAP Research Series No. 26. WHO/DAP/CTD/98.5 (E).
Promoting Drug Development and Access. Some Lessons from WHO Past Experiences and New Strategies for the Future. DAP/98.6 (E) 

Quality, safety and efficacy: standards, guidelines, nomenclature 

Basic Tests for Drugs. Pharmaceutical Substances, Medicinal Plant Materials and Dosage Forms. ISBN: 92 4 154513 5 (E/F/S).
Benefit–Risk Balance for Marketed Drugs: Evaluating Safety Signals Report of CIOMS Working Groups IV. ISBN: 92 9036 068 2 (E).
Consultation of Experts on Bioequivalence of Pharmaceutical Products (January 13–15, 1999, Caracas, Venezuela). Final Report. June 1999. WHO/AMRO 9 (E/S).
Guidelines for Preclinical Evaluation and Clinical Trials in Osteoporosis. ISBN: 92 4 154 522 4 (E).
Guidelines for Preparing Core Clinical-Safety Information on Drugs (2nd ed.) Including New Proposals for Investigator’s Brochures. Report of CIOMS Working Groups III (Revised)

and V (New). ISBN: 92 9036 070 4 (E).
International Nonproprietary Names (INN) for Pharmaceutical Substances: Names for Radicals and Groups, Comprehensive List. WHO/EDM/QSM/99.7 (E) 
Normas Farmacológicas de Centroamérica y República Dominicana (NFCARD). WHO/AMRO 12 (S).
Pharmaceuticals: Restrictions in Use and Availability. WHO/EDM/QSM/99.2 (E).
Proposals on Harmonized Standards for Clinical Drug Trials. Region of the Americas. Meeting Report (May 17–19, 1999, Buenos Aires, Argentina). WHO/AMRO 15 (E).
Reference Substances and Infrared Spectra for Pharmacopoeial Analysis. WHO/EDM/QSM/99.5 (E).
Report of Consultation for the Establishment of the Steering Committee for the Pan-American Conferences on Drug Regulatory Harmonization. WHO/AMRO 8 (E/S).
The Use of Common Stems in the Selection of International Nonproprietary Names (INN) for Pharmaceutical Substances. WHO/PHARM S/NOM 15 Rev.37 (E).
The Use of Common Stems in the Selection of International Nonproprietary Names (INN) for Pharmaceutical Substances. August 1999. WHO/EDM/QSM/99.6 (E).
WHO Expert Committee on Specifications for Pharmaceutical Preparations. Thirty-fifth Report. Technical Report Series No. 885. ISBN 92 4 120885 6 (E/F/S).

Quality, safety and efficacy: effective drug regulation (incl. regulatory support, counterfeits, training

Análisis Comparativo sobre Legislaciones en Medicamentos en los Países de la Región. WHO/AMRO 10 (S).
Counterfeit and Substandard Drugs in Myanmar and Viet Nam. Report of a Study Carried Out in Cooperation with the Governments of Myanmar and Viet Nam. EDM Research

Series No. 29. WHO/EDM/QSM/99.3 (E).
Counterfeit drugs. Guidelines for the Development of Measures to Combat Counterfeit Drugs. WHO/EDM/QSM/99.1 (E).
Effective Drug Regulation: What Can Countries Do? WHO/HTP/EDM/MAC (11)99.6 (E/F).
How to Implement Computer-assisted Drug Registration. Regulatory Support Series No.2. WHO/DMP/RGS/99.2.
Practical Guide to the Use of the WHO Certification Scheme on the Quality of Pharmaceutical Products Moving in International Commerce. Regulatory Support Series No. 6.

WHO/DMP/RGS/98.6.
QCL: Model System for Handling Sample Information in a Quality Control Laboratory. User Manual. Regulatory Support Series No. 4. WHO/DMP/RGS/98.4.
Report of a Training Workshop for Drug Regulatory Officials on the Assessment of Applications for Marketing Authorizations — Nicosia, 14–18 December 1997. Regulatory

Support Series No.1. WHO/DMP/RGS/98.1.
SIAMED: Model System for Computer-assisted Drug Registration. Introduction and Brief Description of Functions and Facilities. Regulatory Support Series No.7.

WHO/DMP/RGS/98.7.
SIAMED: Model System for Computer-assisted Drug Registration. User Manual. Regulatory Support Series No. 3. WHO/DMP/RGS/98.3.

Quality, safety and efficacy: controlled substances 

WHO Expert Committee on Drug Dependence. Thirty-first Report. Technical Report Series No. 887. ISBN: 92 4 120887 2 (E/F/S).
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Rational drug use: essential drugs list, drug information 

Glosario de Medicamentos: Desarrollo Evaluación y Uso. WHO/AMRO (S).
Medical Products and the Internet. A Guide to Finding Reliable Information. WHO/EDM/QSM/99.4 (E).
Pharmacists and Action on Tobacco — Smoke-free Europe 12, EuroPharm Forum 1998. EUR/ICP/LVNG 02 07 12 (E).
Pharmacy-based Asthma Services — Protocol and Guidelines, EuroPharm Forum 1998. EUR/ICP/QCPH 06 06 02 (E).
The Use of Essential Drugs. Eighth Report of the WHO Expert Committee (including the Revised Model List of Essential Drugs). Technical Report Series No. 882. ISBN: 92 4 120882

1 (E/F/S).
WHO Model Prescribing Information. Drugs Used in HIV-related Infections. WHO/DMP/DSI/99.2 (E).
WHO Model Prescribing Information. Drugs Used in Leprosy. WHO/DMP/DSI/98.1 (E).
WHO Model Prescribing Information. Drugs Used in the Treatment of Streptococcal Pharyngitis and Prevention of Rheumatic Fever. WHO/EDM/PAR/99.1 (E).

Rational drug use: training and research 

Educación al Público en Uso Racional de Medicamentos — un Estudio Internacional. Original: E. Public Education in Rational Drug Use. A Global Survey. WHO/DAP/97.5.
Guide to Good Prescribing. Original: E. WHO/DAP/94.11. In 1998-1999 translated into Albanian, Arabic, Bengali, Bosnian, Chinese, German, Indonesian, Italian, Japanese,

Portuguese, Romanian, Spanish and Turkish.
Promoting Appropriate Drug Use in Missionary Health Facilities in Cameroon. DAP Research Series No. 28. WHO/DAP/98.14 (E).
Revision of Undergraduate Pharmacy Curricula. Report on an Informal Consultation in Nyanga, Zimbabwe, 18–20 April 1997. WHO/DAP/98.1 (E).

Rational drug use: pharmacy training and care 

Oportunidades de Postgrado Ofrecidas por las Escuelas/Facultades de Farmacia Latinoamericana. WHO/AMRO 14 (S).
Plan Básico de Educación Farmacéutica. Propuesta de Grupo de Trabajo (6–9 de julio, 1998, Lima, Perú). WHO/AMRO 13 (S).
Report of a Meeting on the Development and Reform of Pharmaceutical Education Curricula in the Central Asian Republics, Tashkent, October, 1998. EUR/ICP/QCPH 08 18 02 (E).
The Role of the Pharmacist in Self-Care and Self-Medication in the Prevention and Treatment of Diseases. Report of the 4th WHO Consultative Group on the Role of the Pharmacist.

WHO/DAP/98.13 (E).

Traditional medicine: policy, quality and safety 

Assignment Report on Development of Traditional Medicine in Myanmar, 16 March –15 April 1999. SEA/Trad/Med/79 (E).
Assignment Report on Medium-term Programme for Development of Traditional Medicine, Nepal, 9–24 September 1997. SEA/Trad/Med/78 (E).
Guidelines for the Appropriate Use of Herbal Medicines. WHO Regional Publications. Western Pacific Series No. 23. ISBN: 92 9061 124 3 (E).
Guidelines on Basic Training and Safety in Acupuncture. WHO/EDM/TRM/99.1 (E).
Medicinal Plants in the Republic of Korea. WHO Regional Publications. Western Pacific Series No. 21. ISBN: 92 9061 118 9 (E).
Medicinal Plants in the South Pacific. WHO Regional Publications. Western Pacific Series No. 19. ISBN: 92 9061 118 9 (E).
Quality Control Methods for Medicinal Plant Materials. ISBN: 92 4 154510 0 (E/F/S).
Regional Consultation on Development of Traditional Medicine in South-East Asia Region — Report of Regional Consultative Meeting, New Delhi, 14–17 September 1999.

SEA/Trad/Med/80 (E).
WHO Monographs on Selected Medicinal Plants. Vol. 1. ISBN: 92 4 154517 8 (E/F).

Regional programme reports 

Access to pharmaceuticals in the Newly Independent States (NIS) and FIP. International Pharmacy Journal, 1999, 13(5) (E).
Assignment Report on ASEAN TCAC in Pharmaceuticals. A Success Story, A Regional Perspective, 28 December 1995 – 7 December 1996. SEA/Drugs/139 (E).
Assignment Report on Essential Drugs Programme in the WHO South-East Asia Region (1977–1996): A Regional Perspective, 28 December 1995 – 7 December 1996.

SEA/Drugs/138 (E).
Bi-regional Technical Cooperation Among Countries in Essentials Drugs. Report of the Second Meeting of the Working Group, Bangkok, Thailand, 22–23 March 1999.

SEA/Drugs/146 (E).
Coopération pharmaceutique entre les Pays de la Zone franc et des Pays associés sur la Politique du Médicament. WHO/EDM/DAP/99.2 (F).
Development of the pharmaceutical sector in the Newly Independent States. Eurohealth Magazine, 4(6), Special Winter Issue 1998/1999 (E).
EuroPharm Forum Annual Report 1999 (E).
Experiencing challenges of pharmaceutical sector in Newly Independent States. International Pharmacy Journal, 1999, 13(5) (E).
Intensified Essential Drugs Programme for the African Region. WHO/AFRO (E).
Pharmaceutical policies in the central and eastern European countries: current issues and future challenges. Eurohealth Magazine, 4(6), Special Winter Issue 1998/1999 (E).
Pharmaceuticals in the Americas. WHO/HTP/EDM/99.1 (E).
Report of 7th Annual Meeting, EuroPharm Forum, Copenhagen, November 1998. EUR/ICP/QCPH 06 06 07(A) (E).
Report on Meeting of Drug Regulators from South-East Asia and Western Pacific Regions, Tokyo, Japan, 4 September 1998. SEA/Drugs/143 (E).
Second Meeting of Management Teams of Essential Drugs Programmes in East, Central and Southern Africa, Nyeri, Kenya, 29 September – 2 October 1997. WHO/DAP/98.2 (E).
The Patient in Focus: A Strategy for Pharmaceutical Sector Reform in the Newly Independent States. EUR/ICP/QCPH 06 22 02. WHO/DAP 98.8 (E).
Troisième Rencontre des Ministres de la Santé des Pays africains de la Zone franc et des Pays associés sur la Politique du Médicament. Rapport de synthèse.

WHO/EDM/DAP/99.3 (F).

Governing body and global programme reports 

Essential Drugs: a Selected Listing of Documents and Publications (WHO/DAP/97.13, superseded). WHO/DAP/98.11 (E).
Financial Report of the Biennium 1996–1997. WHO/DAP/MAC(10)/98.5 (E/F).
Interim Financial Report of the Biennium 1998–1999. WHO/HTP/EDM/MAC(11)99.5 (E/F).
Interim Report of the Biennium 1998–1999. WHO/HTP/EDM/MAC(11)99.4 (E/F).
Proposed Programme Plan and Budget for 1998–1999. WHO/DAP/MAC(10)/98.8 (E/F).
Report of the Biennium 1996–1997. WHO/DAP/MAC(10)/98.4 (E/F).
Report of the Tenth Management Advisory Committee Meeting. WHO/DAP/MAC(10)/98.10 (E/F).
Revised Drug Strategy, 3 March 1998. Report by the Director-General. A51/6, section V (E/F/S).
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Annex 4 — Acronyms and abbreviations

AFRO Regional Office for Africa
AMRO Regional Office for the Americas/Pan American Health Organization
ATC/DDD Anatomical Therapeutic Chemical Classification System/defined daily dose
CCEE Countries of Central and Eastern Europe
DANIDA Danish International Development Assistance
DFID Department for International Development
EDM Department of Essential Drugs and Medicines Policy
EMRO Regional Office for the Eastern Mediterranean
EU European Union
EURO Regional Office for Europe
FIP International Pharmaceutical Federation
GMP good manufacturing practices
HIV/AIDS human immunodeficiency virus/acquired immunodeficiency syndrome
HTP Health Technology and Pharmaceuticals Cluster
ICDRA International Conference of Drug Regulatory Authorities
IDA International Dispensary Association
IFPMA International Federation of Pharmaceutical Manufacturers Associations
IGPA International Generic Pharmaceutical Alliance
IMCI Integrated Management of Childhood Illness
INN international nonproprietary name
INRUD International Network for Rational Use of Drugs
IPC Interagency Pharmaceutical Coordination group
MSH Management Sciences for Health
NGO nongovernmental organization
NIS Newly Independent States
SEARO Regional Office for South-East Asia
SIAMED WHO model system for computer-assisted drug registration
STD sexually transmitted disease
TB tuberculosis
TRIPS (Agreement on) Trade-Related Aspects of Intellectual Property Rights
UN United Nations
UNAIDS Joint United Nations Programme on HIV/AIDS
UNCTAD United Nations Conference on Trade and Development
UNFPA United Nations Population Fund
UNICEF United Nations Children’s Fund
USAID United States Agency for International Development
WHA World Health Assembly
WHO World Health Organization
WIPO World Intellectual Property Organization
WPRO Regional Office for the Western Pacific
WTO World Trade Organization
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