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RESPECTIVE FUNCTIONS OF THE PROGRAMME OF DRUG AND VACCINE
QUALITY, SAFETY AND EFFICACY AND THE ACTION PROGRAMME ON
ESSENTIAL DRUGS AND VACCINES
Report by the Director-General

The attached document was produced in response to a request by the
Executive Board at its seventy-third session for clarification of the
distribution of responsibilities between the programme of Drug and
Vaccine Quality, Safety and Efficacy (DSE)1 and the Action Programme on
Essential Drugs and Vaccines (EDV)•
At its seventy-fifth session, in
January 1985, the Board found the document a useful clarification.
It
is therefore being presented to the Health Assembly for information.
The document demonstrates the complementary and mutally supportive
nature of the respective activities•

1 The programme of DSE also includes a separate component of Biologicals which deals
with international biological standards and reference preparations for antibiotics, blood
products, enzymes, hormones, vaccines and sera.
These are not discussed in this paper.
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RESPECTIVE FUNCTIONS OF THE PROGRAMME OF DRUG AND VACCINE
QUALITY, SAFETY AND EFFICACY AND THE ACTION PROGRAMME ON
ESSENTIAL DRUGS AND VACCINES
Report by the Director-General

This document is produced in response to a request of the
seventy-third session of the Executive Board for clarification of the
distribution of responsibilities between the programme of Drug and
Vaccine Quality, Safety and Efficacy (DSE)l and the Action Programme
on Essential Drugs and Vaccines (EDV).
It demonstrates the complementary and mutually supportive nature
of the respective activities•

1

The programme of DSE also includes a separate component of Biologicals which deals
with international biological standards and reference preparations for antibiotics, blood
products, enzymes, hormones, vaccines and sera. These are not discussed in this paper.

RESPECTIVE FUNCTIONS OF THE PROGRAMME OF DRUG AND VACCINE QUALITY, SAFETY AND
EFFICACY (DSE) AND THE ACTION PROGRAMME ON ESSENTIAL DRUGS AND VACCINES (EDV)

1.

GENERAL

There is little duplication between EDV and DSE. The programmes
are mutually supportive and synergistic.

EDV

DSE

The programme of Drug and Vaccine Quality, Safety and
Efficacy subserves an essentially normative function. It is
concerned with the international promulgation of technical
standards and information on all aspects of the quality, safety
and efficacy of pharmaceutical products. Analogous
responsibilities for biological products, including vaccines
and sera, which are subserved by the Biologicals component of
DSE, are outside the scope of this document.

L.1

The Action Programme on Essential Drugs and Vaccines (EDV) is
the operational programme concerned with support to Member States
to ensure the regular supply of a selected number of safe and
effective drugs and vaccines of acceptable quality and at the
lowest possible cost, with particular emphasis on primary health
care. The programme functions along the lines approved by the
Thirty-fifth World Health Assembly (see document WHA35/1982/REC/1,
Annex 6).
Action programmes on drugs and vaccines at the country level
use technical standards, guidelines, lists of essential drugs and
objective informât ion on drugs derived from the normative function
of the programme of DSE.

Many, but not all, of the activities undertaken are directed
primarily to the needs of developing countries. Only a small
minority of Member States possess the financial and technical
resources to undertake full and independent assessments either
of all the products currently available on their national
markets or of the constant flow of newly developed products
proposed for routine use. Other Member States look primarily
to WHO to collate and coordinate the flow of information on
regulatory actions in these countries in a way that enables
them to effect their own regulatory decisions in an informed
and confident manner. The activities of DSE are intended to
provide an international perspective to drug control.

1.2

Most EDV activities are today concentrated on developing
countries, stressing the development of drug policies and
programme implementation based on the concept of essential drugs.
The Action Programme does not provide a standard for the
formulât ion of country programmes• Each country exhibits special
characteristics to such a degree that programmes can only be based
on careful analysis, pilot activities when appropriate, and a
stepwise development of a consolidated national drug policy and
programme. Country experiences are widely disseminated. One
country (Kenya) has so far been used as a demonstration model.

1.3

WHO acts as the lead agency in the field of drugs and as a
result of this one of the important functions of EDV is
cooperation and coordination at the global, regional and
intercountry levels with governments, UNICEF and other United
Nations bodies, industry, consumer unions and nongovernmental
organizations.

2.

STANDARDS AND

PRINCIPLES

Nomenclature• Without international agreement on the
nomenclature of drug substances, communication in the
pharmacological and clinical sciences would be hopelessly
confounded. Although national nomenclature commissions still
exist, each of them now accepts the coordinating role of WHO.
Some automatically endorse newly assigned WHO international
nonproprietary names (INN) for new substances, and most now
await the assignation of the international name before
publishing a nationally approved generic name.

The International Pharmacopoeia and quality control. The
objective is to produce a pharmacopoeia oriented to the quality
control capacities of less affluent countries dependent largely
upon imported supplies of pharmaceuticals. Priority is now
given to monographs for essential drugs: specifications are
determined by the need to select methods of analysis and are
not dependent upon sophisticated, automated equipment; overzealous standards are avoided, and greater emphasis will
henceforth be accorded to final dosage forms as opposed to bulk
substances.

This work has recently been complemented by;
- a review of the stability characteristics of all drugs
included in the WHO Model List of Essential Drugs under
extreme climatic conditions;
-development of a series of "basic tests" for the
verification of the identity of pharmaceutical substances
when full laboratory facilities are not immediately
available ;
-detailed proposals for the establishment and staffing of a
small quality control laboratory in countries as yet
lacking such facilities.

The WHO Certification Scheme on the Quality of
Pharmaceutical Products moving in International Commerce. The
WHO Certification Scheme, which was first proposed in 1975,
represents an attempt to extend and unify schemes previously
operated by the health authorities of some exporting countries
that issue a certificate on request to foreign importers in
respect of drugs that have been subjected to statutory control.
Its intention is to provide a simple administrative mechanism
whereby importing countries can：

A major function of the Action Programme is to advocate a
pragmatic approach where the greatest problems and constraints are
attacked on a priority basis, eventually leading to a comprehensive
national drug policy. In keeping with this approach global
standards and guiding principles are adapted to the specific
circumstances of each country.
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Standards and guiding principles developed by DSE are applied
or adapted by countries and emphasized by EDV in countries
collaborating directly with the Action Programme. EDV encourages
the use of WHO's Good Practices in the Manufacture and Quality
Control of Drugs, the WHO Certification Scheme on the Quality of
Pharmaceutical Products moving in International Commerce, and the
use of INN or generic names for old and new drugs.

(1)

obtain assurance that a given product has been registered in
the exporting country, and, if applicable, obtain
information on the reasons registration has not been
accorded ;

(2)

obtain assurance that (a) the manufacturing plant in which
the product is produced is subject to inspections at
suitable intervals, and (b) conforms to requirements for
good practices in the manufacture and quality control of
drugs, as recommended by WHO；

(3)

exchange information and request inquiries on the
implementation of inspection and controls exercised by the
authorities in the exporting country.

To date, 107 Member States have informed WHO of their
intention to participate in this scheme, and it is evident from a
questionnaire recently issued by WHO to all governments that yet
other countries actively request certificates• As a result of
recent and renewed promotional efforts within headquarters and
the regional offices, some, 30 countries have formally
acknowledged their participation in the scheme over the past two
years. Virtually all major drug exporting countries now adhere
to the scheme, and its importance to drug importing countries is
now widely recognized.
3.

3.1

4.

GOOD PRESCRIl

The WHO Model List of Essential Drugs. The development of
the concept of essential drugs, first promulgated by WHO in 1975,
has had a major influence in the rationalization of drug procurement within the public sector. A model list of some 250 drugs,
which is updated periodically, furnishes a basis for countries to
identify their own priorities and make their own selection.

EDV, in collaboration with UNICEF and several bilateral
donors, supports с ount ries in their procurement of drugs.
Reimbursable procurement is undertaken on a routine basis and a
procurement financing arrangement is under development• A system
of international competitive bidding has been tested and has
yielded low prices. EDV makes available information on prices,
price trends and potential suppliers. EDV negotiates with a range
of industries to obtain drugs and vaccines at the lowest possible
prices•

AND DISPENSING PRACTICES
4.1

Another major EDV function is the country adaptation of the
WHO Model List of Essential Drugs. More than 80 countries operate
essential drug lists tailored to the different levels of their
health services.

An estimate provided to DSE indicates that some 80 developing
countries have adopted the concept, in one form or another,
particularly in connection with primary health care.

4.2

Drug information sheets are made available for regional and
country adaptation and use• Training manuals, treatment schedules
and drug information material for use by health workers has been
developed or is under development• Curricula and teacher training
materials are being developed for introduction into schools of
medicine, pharmacy and public health.

A series of illustrative drug data sheets intended for both
doctors and other categories of health personnel has been prepared
and is available for adaptation to national needs.

International exchange of information on drug regulatory
decisions. A series of activities has been developed to stimulate
a flow of unbiased and independent information about drugs,
adequate to enable countries with modest administrative resources
to institute relevant controls. The need for efficient channels
of communication between Member States concerning the safety and
efficacy of drugs moving in international commerce was first
identified by the Fifteenth World Health Assembly in 1962
(resolution WHA15.41) when it requested the Director-General to
study means of：
(a)

securing regular exchange of information on the safety and
efficacy of pharmaceutical preparations； and, in particular,

(b)

securing prompt transmission to national health authorities
of new information on serious side-effects of pharmaceutical
preparations.

Various administrative procedures have been devised to subserve
these purposes within WHO. Initially, governments were simply
invited by the Organization to notify regulatory decisions of
international relevance. These were then transmitted to all
Member States in WHO drug information circulars. For many years
this scheme fell short of its potential, not only because the
notification rate was low, but because drugs are frequently
removed from national markets by voluntary agreements with
manufacturers rather than by enforcement of statutory controls.
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The situation was transformed, in 1981, as a result of an
appeal to governments by the Director-General of WHO to promote
more effective use of established channels of communication and to
ensure that they are adequately responsive to the needs of all
Member States. A senior official responsible for providing
technical advice was designated by each government to assume
personal responsibility for keeping WHO informed of regulatory
matters that are of international relevance and concern. The
response was immediate: the rate of notifications increased
tenfold, and, in the past year, information concerning regulatory
action relevant to 207 drug substances has been transmitted
through WHO to its Member States.

4.6

Additionally, in recent years, as a result of a call by the
World Health Assembly for WHO to produce evaluated information on
drugs, a WHO Drug Information bulletin providing discursive
commentaries on matters of current regulatory concern has been
issued. Several thousand copies of this are now distributed
regularly, largely to developing countries, and several requests
have been received from governments and other agencies seeking
permission to translate the contents, in whole or in part, into
other languages.

4.7

The WHO international drug monitoring scheme. The
operational aspects of this scheme were transferred in 1978 to a
WHO collaborating centre within the National Department of Drugs,
Sweden. Twenty-four countries continue to exchange information on
suspected adverse drug reactions notified spontaneously by
practising clinicians. A total of more than 300 000 such reports
have now been collated.

5.

5.1

Liaison with national drug regulatory authorities. The
development of the above channels of information has been
complemented by an attempt to develop direct contact between
regulatory agencies on a global basis. An important impetus
towards this objective was provided by the United States Food
and Drug Administration which proposed in 1979 that it should
co-sponsor, in association with WHO, an International Conference of
Drug Regulatory Authorities (ICDRA). The success of this was
immediate. WHO was enabled to institute further conferences on a
regular biennial basis. The Second Conference was convened in Rome
in 1982, and the Third Conference, which was held in Stockholm in
1984, attracted participation from drug regulators in
56 countries - over half of which were drawn from the developing
world. The recommendations adopted at this Conference leave no
doubt that this forum has provided the means to create a tangible
international perspective in drug control. The immediate benefits
are evident:
-regulatory agencies are enabled to discuss implementation of
resolutions relevant to their activities that are adopted
within the United Nations system and by other international
bodies；

一 they are themselves consulted on the elaboration of relevant
policy ;
- t h e flow of information between them is stimulated；
- t h e y are able to discuss collectively, and in confidence,
their approaches to current regulatory problems.

DRUG
EDV supports countries in developing their own appropriate
legislation and regulatory activities as part of national drug
programmes. Country examples and guidelines for drug legislation
and regulation have been established through collaboration between
DSE and EDV.

6.

Training in drug analysis and good manufacturing practice
is arranged through various mechanisms which are operated in
collaboration with nongovernmental organizations：

MANPOWER DEVELOPMENT
6.1

- u n d e r the International Federation of Pharmaceutical
Manufacturers Associations (IFPMA) scheme, for analysts
from national drug control laboratories in (a) chemical
control, (b) microbiological control, and (c) biological
controls ;

The Action Programme supports countries in manpower planning
and cooperates in national training programmes. Appropriate
material on drug management is prepared and training material for
different categories of health worker is field-tested and
disseminated. Training in quality control, procurement, storage,
logistics and management is arranged when needed for national
programme development.

- f o r inspectors, under the aegis of the World Federation of
Proprietary Medicine Manufacturers (WFPMM).

6.2

In addition, WHO arranges, upon the request of governments,
training programmes for individuals in national quality control
laboratories, under standard WHO fellowship provisions.

6.3

Group training has also been organized under the auspices of
various national authorities. This has been directed to：
-general aspects of quality assurance；
-inspection;
-running an analytical control laboratory；
- t h e concept of "basic tests" to verify the identity of
pharmaceutical products.
MOBILIZING FINANCIAL RESOURCES
An essential although not very time-consuming function is the
encouragement of bilateral and multilateral agencies to provide
financial support to drug programmes of developing countries.
Considerable financial resources have been mobilized and the Action
Programme is actively involved in the development of financial
arrangements at the country, regional and global levels.
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The Action Programme, although less concerned with research,
has identified areas of critical importance to the long-term
development of essential drug programmes requiring operational
research. High priorities for such research are drug utilization,
prescription and prescribing practices, compliance, and systems of
cost recovery.
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OPERATIONAL RESEARCH

