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The concept of essential medicines

Essen’riol medicines are those that satisfy the prior-
ity health care needs of the population. They are
selected with due regard to public health relevance,
evidence on efficacy and safety, and comparative
cost-effectiveness. Essential medicines are infended
to be available within the context of functioning
health systems at all times in adequate amounts,
in the appropriate dosage forms, with assured
quality and adequate information, and at a price
the individual and the community can afford. The
implementation of the concept of essential medi-
cines is infended to be flexible and adaptable
to many different situations; exactly which medi-
cines are regarded as essential remains a national
responsibility.

After immunization for common childhood illnesses,
appropriate use of essential medicines is one of the

Box 1 Rey policy issues

(] Access to essential medicines depends on four
factors: rational selection, affordable prices,
sustainable financing and reliable health systems.

[ The selection of essential medicines, preferably linked
to standard clinical guidelines, is a crucial step in
ensuring access to health care and in promoting
rational use by health professionals and consumers.

[0 Official adoption of the essential medicines concept
identifies priorities for government involvement in
the pharmaceutical sector in general, and for
medicine supply in the public sector and medicine
benefits as part of health insurance in particular.

[ Establishment of systematic and transparent
procedures for defining the national list(s) of
essential medicines, on the basis of evidence-based
treatment guidelines.

The Selection of
Essential Medicines

most cost-effective components of modern health
care. The selection of essentfial medicines is one of
the core principles of a national drug policy because
it helps to set priorities for all aspects of the phar-
maceutical system. This is a global concept which
can be applied in any country, in private and public
sectors and at different levels of the health care
system.

Advantages

Careful selection of alimited range of essential medi-
cines results in a higher quality of care, better man-
agement of medicines (including improved quality
of prescribed medicines), and more cost-effective
use of health resources. Numerous studies have docu-
mented the impact of clinical guidelines and lists of
essential medicines on the availability and proper use
of medicines within health care systems. All of this is
even more important in resource-poor settings where
the availability of drugs in the public sector is often
erratfic. Under such circumstances measures to ensure
a regular supply of essential medicines will result in
real health gains and in increased public confidence
in the health services.

Al global concept

By the end of 1999, 1566 countries had official essen-
tial medicines lists, of which 127 had been updated
in the previous five years (Figure 1). Most countries
have national lists and some have provincial or state
lists as well. National lists of essential medicines usu-
ally relate closely to national guidelines for clinical
health care practice which are used for the training
and supervision of health workers. No public sector
or health insurance system can afford to supply or
reimburse all medicines that are available on the
market. Therefore, lists of essential medicines also
guide the procurement and supply of medicines
in the public sector, schemes that reimburse
medicine costs, medicine donations, and local
medicine production. Many international organi-
zations, including UNICEF and UNHCR, as well as
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non-governmental organizations and international
non-profit supply agencies, have adopted the
essential medicines concept for their supply sys-
tems. Several developed countries also use the same
approach (Box 3).

The essential medicines concept is relevant
to the challenges of today

The emergence of new epidemics such as HIV/AIDS,
widespread increase in infectious diseases such
as malaria and tuberculosis, the emergence of
anti-microbial resistance and an increase of chronic
diseases in many parts of the world have made the
essential medicines concept more relevant than ever.
In many developed countries total medicine expen-
diture is rising by 10-18% per year, much faster than
the consumer price index or the annual growth in GNP
This rise is mostly linked to the introduction of newer
higher priced medicines and to an overall increase
in consumption. In developing counftries, newer
combination antfi-malarial medicines may be 30-200
tfimes more expensive than chloroquine; medicines
to treat multi-drug resistant tuberculosis may cost
20-30 times more than the usual DOTS treatment; and

Box 2 Practical applications of the
essential medicines concept

[J Basic and in-service training of health care providers
[J Public-sector procurement and distribution

[J Medicine benefits as part of health insurance

[J Drug donations and international aid

[J Monitoring systems on availability and pricing

[J Public education.

tfreatment of HIV/AIDS with anti-retroviral medicines
may cost between $400-2500 per year.

Most medicine budgets in developing countries are
below $30 per person per year, with 38 countries hav-
ing less than $2 per person per year. Hence, it is vital
that countries work both to increase drug financing
within overall health financing and that they apply
the essential medicines concept to achieve the best
possible health outcomes within available resources.

Figure 1 Countries with a national essential medicines list* (EML)

156 countries with EMLS
1/3 within 2 years
3/4 within 5 years

National Essential Medicines List
W <5 years (127)

[ > 5 years (29)

] No NEML (19)

] Unknown (16)

* Countries with an official selective list for training, supply, reimbursement. Some countries have state/provincial lists instead of or in addition to national lists.

Source: WHO, World Drug Situation Survey, 1999
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Box 3 Example of the essential medicines
concept in a developed country

In Australia the Pharmaceutical Benefit Scheme

ensures full or partial reimbursement of over 80% of

all medicines prescribed in primary care settings. Over
the years the scheme has developed a very systematic
procedure to decide which medicines will be re-
imbursed, including systematic reviews of efficacy,
safety and comparative cost-effectiveness. As a result,
only around 650 active ingredients in around 1100
dosage forms (1600 products) are reimbursed under the
scheme.

Selection of essential medicines

The selection of essential medicines is a two-step
process. First, market approval of a pharmaceutical
product is usually granted on the basis of efficacy,
safety and quality, and rarely on the basis of a com-
parison with other products already on the market,
or cost. This regulatory decision defines the availabil-
ity of a medicine in the country.In addition, most pub-
lic drug procurement and insurance schemes have
mechanisms to limit procurement or reimbursements
of drug costs. For these decisions an evaluation proc-
ess is necessary, based on comparison between
various drug products, and on considerations of value
for money. This second step leads to a list of essential
medicines. A list of essential medicines is best devel-
oped for different levels of care, and on the basis of

Figure 2 The essential medicines target: the national or
institutional list of essential medicines is a subset of
registered medicines, divided by level of care

Registered medicines

All the National list
medicines of essential
in the medicines
world

Levels of use

Supplementary
specialist
medicines

Referral hospital

Private sector

standard clinical guidelines for common diseases and
complaints that can and should be diagnosed and
freated at that level.

Selection criteria

Which treatment is recommmended and which medi-
cines are selected depend on many factors, such as
the pattern of prevalent diseases, treatment facilities,
the fraining and experience of available personnel,
financial resources, and genetic, demographic and
environmental factors. The following criteria are used
by the WHO Expert Committee on the Selection and
Use of Essential Medicines:

m  Only medicines for which sound and adequate evi-
dence of efficacy and safety in a variety of settings
is available should be selected

m Relative cost-effectiveness is a major considera-
fion for choosing medicines within the same
therapeutic category. In comparisons between
medicines, the total cost of the freatment - not only
the unit cost of the medicine - must be considered,
and be compared with its efficacy

® In some cases, the choice may also be influ-
enced by other factors such as pharmacokinetic
properties or by local considerations such as
the availability of facilities for manufacture or
storage

® Each medicine selected must be available in a form
in which adequate quality, including bioavailability,
can be ensured; its stability under the anticipated
conditions of storage and use must be deftermined

®  Most essential medicines should be formulated as
single compounds. Fixed dose combination prod-
ucts are selected only when the combination
has a proven advantage in therapeutic effect,
safety, adherence or in decreasing the emer-
gence of drug resistance in malaria, tuberculosis
and HIV/AIDS.

How to develop a national list
of essential medicines

The process by which medicines are selected is criti-
cal. An essential medicines list which is imposed from
above will not reflect the needs of the users or be
accepted by them. It is therefore very important that
the process be consultative and transparent, that the
selection criteria be explicit, that the selection of the
medicines be linked to evidence-based standard
clinical guidelines, that the clinical guidelines and
the list be divided into levels of care, and that both
are regularly reviewed and updated. A review of the
clinical guidelines and the list should be carried out
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Figure 3 The list of common health problems guides the formulation of clinical guidelines, the
list of essential medicines, training, financing, and supply — leading to improved patient care
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at least every second year, and their use and the
impact should be monitored.

A standing committee should be appointed to give
tfechnical advice. This committee may include people
from different fields, such as medicine, nursing, phar-
macology, pharmacy, public health, consumer affairs
and health workers at grass-roots level. Formal and in-
formal consultations may be organized with interested
parties, including representatives of professional bod-
ies, pharmaceutical manufacturers, consumer organi-
zations and the government budget and finance group.
However, the final medicines selection by the commit-
tee members should be carried out independently.

An important principle that needs to be accepted
by the committee is that not all evidence is equally
strong. For example, the result of a systematic review
of clinical trials carries more weight than the result of
an observational study without controls, and much
more than personal experiences of individual experts.
The strength of the evidence defines the strength of
the recommendation.

How to implement a national list
of essential medicines

When the clinical guidelines and the essential medi-
cines list are finalized and printed, they should be
launched and made widely available. In case of an
update it may be useful to issue an information leaf-
let which summarizes the changes or to make
the changes known through a newsletfter or drug
bulletin. The infended use, legitimacy and authority

Box 4 Rey factors for successful
implementation of an essential
medicines list

[ Establish a transparent process for creating and
updating the list of essential medicines, provide a
voice for key stakeholders, but ensure a scientific,
evidence-based process

[ Link the essential medicines list to clinical guidelines
for diagnosis and treatment, involving both
specialists and primary care providers

[ Actively engage support from medical opinion
leaders, senior clinicians, training institutions,
professional organizations, non-governmental
organizations and the public

[] Make the list of essential medicines, formulary
manuals and clinical guidelines widely available
in all health care facilities and to all health care
providers in both printed and electronic versions

[J Consider launching new or revised lists with the
involvement of government officials, such as the
minister of health or the president, and intensive
press coverage

[ Make clear the specific legal or administrative
authority of the essential medicines list for training,
procurement, reimbursement and public information

[J Consider establishing an administrative or budgetary
"safety valve” for the limited supply and use of non-
listed medicines, e.g. by certain specialist units

] Regularly update the list so that it reflects
therapeutic advances and changes in cost, resistance
patterns and public health relevance
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of the list should be clear to all. Key factors for suc-
cessful implementation are listed in Box 4.

Box 5 Access to essential medicines is
fundamental to human rights

[1 The enjoyment of the highest attainable standard
of health is one of the fundamental rights of every
human being without distinction of race, religion,
political belief, economic or social condition’.

[] Everyone has the right to a standard of living
adequate for the health of himself and of his family,
including food, clothing, housing and medical care
and necessary social services?.

[J Governments and the international community have
an obligation to see the right to health progressively
realized, which includes the responsibility for preven-
tion, treatment and control of disease; and the
creation of conditions to ensure access to health
facilities, goods and services®.

[J Access to goods and services include — of course —
the provision of essential medicines necessary for the
prevention and treatment of prevalent diseases*.

Sources:

! Constitution of the World Health Organization, including amend-
ments adopted up to 31/12/2000. Basic Documents, Forty-third
edition, Geneva, 2001.

2 Universal Declaration of Human Rights. Adopted by the General
Assembly of the United Nations on 10 December 1948.

3 United Nations Economic and Social Council. International
Covenant on Economic, Social and Cultural Rights. Adopted 16
December 1966.

4 United Nations Economic and Social Council. Committee on
Economic, Social and Cultural Rights. 22nd session, Geneva
25 April - 12 May 2000. Substantive issues arising in the implemen-
tation of the International Covenant on Economic, Social and
Cultural Rights. General Comment No. 14.

Reference materials available
from WHO

The WHO Model List of Essential Medicines

The WHO Model List has been updated every two
years since 1977.The Model List of 2002 contains 325
active ingredients and is divided into a main list and
a complementary list. Medicines are specified by
infernational nonproprietary name (INN) or generic
name without reference to brand names or specific
manufacturers. The Model List represents both a
model product and a model process.

As a model product, the WHO Model List aims to
identify cost-effective medicines for priority condi-
fions, together with the reasons for their inclusion,
linked to evidence-based clinical guidelines and
with special emphasis on public health aspects and
considerations of value for money.

The procedures for updating the Model List follow the
WHO recommended process for developing clinical
practice guidelines. Key components are a system-
atic approach to collecting and reviewing evidence
and a transparent development process with several
rounds of external review. This process is infended
as a model for developing or updating national and
institutional clinical guidelines and lists of essential
medicines.

WHO Essential Medicines Library

It is important for national or institutional selection
committees to have access to information that sup-
ports the selection of essential medicines, such as
summaries of relevant WHO clinical guidelines, the
most important systematic reviews, important refer-
ences, indicative cost information, information on
nomenclature, and quality assurance standards. This
information is provided in an expanding WHO Essen-
tial Medicines Library, available on the WHO web site,
on CD-ROM, and in print.

The WHO Essential Medicines Library also includes the
WHO Model Formulary, which presents model formu-
lary information for all medicines on the WHO Model
List of Essential Medicines. Besides being a useful
reference to individual prescribers it is mainly intended
as a reference and starting point for developing
national or institutional formularies.

Hey documents

Quick JD, Rankin JR, Laing RO, O’Connor RW, Hogerzeil HV,
Dukes MNG, Garnett A. Managing Drug Supply. West
Hartford, Kumarian Press, 1997: Chapters 10-12.

*World Health Organization. How fo Develop and Imple-
ment a National Drug Policy, 2nd ed. Geneva: World
Health Organization, 2001.

World Health Organization. Development of WHO Practice
Guidelines: Recommended Process. Geneva, World
Health Organization, 2001.

*World Health Organization. WHO Medicines Strategy:
Framework for Action in Essential Drugs and Medlicines
Policy 2000-2003. Geneva, World Health Organization,
2000 (document reference WHO/EDM/2000.1).

*World Health Organization. WHO Global Strategy for
Containment of Anfimicrobial Resistance. Geneva:
World Health Organization, 2001 (document reference
WHO/CDS/CSR/DRS/2001.2).

*World Health Organization. The Selection and Use of
Essential Medicines, including the 12th WHO Model List of
Essential Medicines. Geneva: World Health Organization,
2002 (in press)

*World Health Organization. Procedure fo update and
disseminate the WHO Model List of Essential Medicines.
Document EB109/8 (Annex 1), Dec 2001.

*World Health Organization. WHO Model Formulary.
Geneva: World Health Organization, 2002 (in press).

The documents marked with* are also available on http.//www.who.int/
medicines/
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Original: English

Contacts at WHO Headquarters:

Essential Drugs and Medicines Policy
Health Technology and Pharmaceuticals Cluster
WHO Headquarters, Geneva, Switzerland:

Dr Jonathan Quick
Director, Essential Drugs and Medicines Policy Department
Tel: +41 22 791 4443 E-mail: quickj@who.int

Dr Hans Hogerzeil
Team Coordinator, Policy, Access and Rational Use
Tel: +41 22 791 3528 E-mail: hogerzeilh@who.int

Dr Lembit Rago
Team Coordinator, Quality and Safety: Medicines
Tel: +41 22 791 4420 E-mail: ragol@who.int

Dr German Velasquez
Team Coordinator, Drug Action Programme
Tel: +41 22 791 3509 E-mail: velasquezg@who.int

Dr Xiaorui Zhang
Acting Team Coordinator, Traditional Medicine
Tel: +41 22 791 3639 E-mail: zhangx@who.int

Contacts in WHO Regional Offices:

Regional Office for Africa:

Dr Moses Chisale

Essential Drugs and Vaccines

Tel: +263 4 728 991 E-mail: chisalem@afro.who.int

Dr Ossy Kasilo
Traditional Medicines Adviser
Tel: +263 4 790 233 E-mail: kasiloo@afro.who.int

Regional Office for the Americas:

Dr Caridad Borras

Programme Coordinator, Essential Drugs and Health Care
Technology

Tel: +1 202 974 3238 E-mail: borrasca@paho.org

Dr Rosario D'Alessio
Regional Adviser for Pharmaceuticals
Tel: +1 202 974 3282 E-mail: dalessir@paho.org

Regional Office for the Eastern Mediterranean:
Mr Peter Graaff

Regional Adviser, Pharmaceuticals

Tel: +20 3 483 0096 E-mail: graaffp@emro.who.int

Regional Office for Europe:

Mr Kees de Joncheere

Pharmaceuticals

Tel: +45 3 917 1432 E-mail: cjo@who.dk

Regional Office for South-East Asia:

Dr Krisantha Weerasuriya

Regional Adviser

Essential Drugs and Vaccines

Tel: +91 11 331 7804 E-mail: weerasuriyak@whosea.org

Regional Office for the Western Pacific:

Dr Budiono Santoso

Regional Adviser

Tel: +63 2 528 9848 E-mail: santosob@wpro.who.int

Dr Chen Ken
Traditional Medicines Adviser
Tel: +63 2 528 9948 E-mail: chenk@who.org.ph

© World Health Organization 2002

All rights reserved. Publications of the World Health Organization can be obtained from Marketing and Dissemination, World Health Organization, 20 Avenue Appia, 1211 Geneva
27, Switzerland (tel: +41 22 791 2476; fax: +41 22 791 4857; email: bookorders@who.int). Requests for permission to reproduce or translate WHO publications — whether for sale
or for noncommercial distribution — should be addressed to Publications, at the above address (fax: +41 22 791 4806; email: permissions@who.int).

The designations employed and the presentation of the material in this publication do not imply the expression of any opinion whatsoever on the part of the World Health
Organization concerning the legal status of any country, territory, city or area or of its authorities, or concerning the delimitation of its frontiers or boundaries. Dotted lines on maps
represent approximate border lines for which there may not yet be full agreement.

The mention of specific companies or of certain manufacturers’ products does not imply that they are endorsed or recommended by the World Health Organization in preference
to others of a similar nature that are not mentioned. Errors and omissions excepted, the names of proprietary products are distinguished by initial capital letters.

The World Health Organization does not warrant that the information contained in this publication is complete and correct and shall not be liable for any damages incurred as a
result of its use.

Page 6: WHO Policy Perspectives on Medicines — The Selection of Essential Medicines



