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1 INTRODUCTION 

The Twenty-eighth World Health Assembly (WHA) stressed in its resolution 
WHA28.66 "the necessity of developing drug policies linking drug 
research, production and distribution with the health needs" of each 
country. The Executive Board at its sixty-first session in January 
1978, adopted a resolution calling for urgent international action aimed 
at the strengthening of national capabilities of the developing 
countries in the selection of essential drugs for primary health care, 
their production, quality control and distribution. The International 
Conference on Primary Health Care held at Alma Ata recommended that 
governments formulate national policies and regulations with regard to 
the availability of essential drugs at the lowest cost for primary 
health care. The countries in this region are rapidly extending 
the horizons of their health care delivery systems, emphasizing 
the need to provide primary health care (PHC) to all. Since the supply 
of drugs forms one of the important components of primary health care, 
proper selection, procurement, production, quality control and distri- 
bution must together lead to the formulation of a sound national drug 
policy, particularly in view of the multi-sectoral involvement in the 
problem. 

People in this region have a heritage of traditional medicine spreading 
over several centuries. The vast majority of the people, particularly 
in the rural areas, who are outside the ambit of health care given by 
the public sector, are totally dependent on traditional medicine, which 
can, therefore, be considered as a rich, locally available resource for 
the development of health services particularly in respect of PHC. 
Taking into account all these facets and the relevance of the subject 
to the development of primary health care,the Regional Committee, at 
its thirty-first session, decided that the subject for the technical 
discussions in 1979 would be on "Drug policy, including traditional 
medicine, in the context of primary health care." 

2 NEED FOR A NATIONAL DRUG POLICY 

Terms such as 'drugs', 'medicine', 'medical products' and 'pharmaceuti- 
cals' mean substances intended for use in medical or veterinary practice 
for prophylactic, diagnostic and therapeutic purposes. The pharmaceuti- 
cal supply system embraces various activities in relation to drug 
procurement, production, quality control, drug development and research, 
pricing and distribution to health institutions and to the general 
public. The structure and functions of the system are entirely 
determined by the country's constitutional and administrative set-up, 
form of government, social structure and political will of the people. 
The supply system may be totally or partially in the public or private 
sector. All components of the system may be under the ministry of 
health or some components may be under the authority of the ministries 
of industry, finance and commerce. Under these circumstances, a well- 
defined national drug policy in consonance with the health policy 
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becomes an urgent necessity, particularly because of the possibility 
of conflicting goals of the various agencies involved in the pharma- 
ceutical supply system. 

3 DEVELOPING A PHARMACEUTICAL SUPPLY SYSTEM 

In the coming decades, the development of primary health care in the 
countries of the Region will require the concomitant development of the 
pharmaceutical supply system to cater to the health needs. In this 
context, implementation of the WHO action programme on essential drugs 
becomes very relevant. This is a programme of technical and economic 
cooperation with the objectives of strengthening national capabilities 
to develop a "pharmaceutical supply system" in all its aspects and make 
available to the least developed countries essential drugs including 
vaccines under favourable conditions. To ensure a desirable level of 
quality control of drugs moving in international commerce, the World 
Health Assembly, in its resolution WHA28.65, recommended that Member 
States apply requirements for "Good practices in the manufacture and 
quality control of drugs" and participate in the "Certification scheme on 
the quality of pharmaceutical products moving in international commerce". 
Many countries, including Thailand and India in this region, have agreed 
to participate in the certification scheme. 

Many of the problems of drug supply in the Region could be solved 
through technical cooperation among the countries and assisted by 
international organizations such as WHO, UNICEF, UNDP, UNIDO, UNCTAD, 
World Bank, Asian Development Bank, etc. There could be a plan for 
a common procurement system, transfer of technology, drug information, 
and assistance in the form of professional and managerial skills. 

4 DRUG POLICY AS PART OF THE NATIONAL HEALTH POLICY 

The availability of essential drugs and vaccines of good quality in 
sufficient amounts and at a reasonable cost would enable health 
authorities to use more efficiently their limited resources for PHC. 
The aim of developing a clearly formulated national drug policy is, 
therefore, to ensure that a self-reliant and effective pharmaceutical 
supply system is built up. This can be achieved through better 
coordination and cooperation of its different components and of the 
different sectors involved. The national drug policy must be evolved 
in the context of the national health policy. In the developing 
countries, it has been accepted that the health policy must aim at 
reaching the maximum number of people particularly in rural areas and 
provide basic health care to the majority of the population. 
Recognizing the importance of drug supply in the delivery of PHC, 
the Alma Ata Conference (September 1978) recommended that "the 
governments formulate national policies and regulations with respect 
to the import, local production, sale and distribution of drugs and 
biologicals.. . " 
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The essential components of a national drug policy could therefore be: 

- the selection of essential drugs for different levels of 
health care; 

- controlling the registration, procurement, production, 
quality and distribution through appropriate legislation; 

- the establishment of the pharmaceutical supply system, 
totally or partially in the public sector; 

- the better utilization of local resources including 
traditional medicine; 

- improvement in the quality of the pharmacy service through 
the development of training and education as well as of 
pharmacy manpower, and 

- the encouragement of research and development. 

In order to be able to formulate a sound national drug policy, it is 
necessary to determine the priority areas in the health system, the 
disease pattern, morbidity rates, etc., and then prepare a list of 
essential drugs. Based on this, it is possible to make a projection, 
on a long-term basis, of the drug needs in public and private health 
sectors. The decision to provide essential drugs only through the 
public sector procurement system, free or at a nominal price or 
otherwise, will be a matter for a national policy decision. 

5 PHARMACEUTICAL PROCUREMENT, PRODUCTION AND DISTRIBUTION 

In the field of pharmaceutical procurement, production and distribution, 
the public and private sectors are clearly distinguished. In most 
countries of the Region, these activities are mainly in the private 
sector, although in a few countries, the public health 
services have developed a well-defined pattern of drug procurement and 
supply. The private pharmaceutical industry in most countries of the 
Region consists of subsidiaries of transnational corporations although, 
in countries like India, Indonesia and Thailand, there is a simultaneous 
growth of the public sector and national private enterprises. When the 
pharmaceutical supply system is entirely in the hands of the private 
sector, the obvious consequence is to supply drugs to meet the market 
demand. Such a market demand does not necessarily reflect the real 
needs of the country. Real needs have to be determined through drug 
utilization surveys in relation to the epidemiology of diseases. 
Rationalization of drug needs is possible through the building up of a 
drug information system, and proper coordination between different sectors 
of health services such as curative, preventive, primary health care and 
national vertical programmes, such as control of communicable diseases, 
maternal and child health and population control. 
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Rapidly expanding primary health care, both curative and preventive, 
will need a well planned, uninterrupted supply of essential drugs and 
vaccines. This is possible through a demand forecast or projection 
taking into account such factors as the population served, the manpower 
deployed, disease prevalence, production and procurement schedules, 
distribution network, storage facilities and managerial competence. 
Whatever method is followed for projecting drug needs, it will need 
constant evaluation from time to time. 

6 RESPONSIBILITY FOR QUALITY CONTROL 

In the case of drugs, there are many problems which involve a sharing of 
the liability. The manufacturer is primarily responsible for the quality 
of the product, its stability, labelling and therapeutic indications. 
This liability is, however, partly shared, particularly in respect to 
stability, misbranding, etc., by the distributor, retailer and also the 
prescriber. In many countries, doctors demand not only the pharma- 
copoeial standards of purity, potency, stability, etc., but also 
therapeutic efficacy and freedom from toxicity in the prescribed dose 
range. There are also rules and legislation with regard to the 
introduction of new drugs or new uses of old drugs, requiring clinical 
trials, which bring up the problem of sharing of responsibilities. A 
national drug policy will have defined these responsibilities succinctly. 

The role of the pharmacy profession in the pharmaceutical supply system 
is of paramount importance. Pharmacists are directly involved in the 
manufacture, storage and dispensing of drugs. They are also associated 
with drug control legislation, and its implementation, quality control 
and forensic aspects. The pharmacist ought to take responsibilities in 
the collection and retrieval of drug information, monitoring of adverse 
reactions, keeping physicians, who are end users, abreast of the latest 
information on drugs and controlling and regulating advertisements and 
promotional literature within accepted standards of ethics. In short, 
the important role of pharmacists in health care delivery in various 
spheres and at different levels must be well recognized. In most 
countries of the Region, the profession of pharmacy has not yet developed 
fully to be able to play its important role in the health services. 
There is a need to evolve training programmes, for pharmacists, increase 
the manpower, define their responsibilities as health professionals 
and create promotional avenues. Once the profession of pharmacy gets 
organized, professional code of ethics should be introduced and 
implemented. 

The importance of quality control in the pharmaceutical supply system 
needs greater emphasis. Most modern drugs are extremely potent and 
therefore liable to produce health hazards. Governments have the 
responsibility of ensuring that drugs of standard quality and purity 
are made available in the country. Some countries in the Region have 
prepared their pharmacopoeias settingup specifications for standards 
and quality. 
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7 TRADITIONAL MEDICINE IN PRIMARY HEALTH CARE 

Several systems of traditional medicine are practised in this region. 
These include Ayurveda, Unani-Tibbi, Tibetan, Chinese and also folklore. 
People in the rural area who are beyond the reach of modern medicine, 
have for centuries been treated by practitioners of traditional medicine. 
It is not possible, in the foreseeable future, to bring modern medicine 
within the reach of these people. WHO and most countries in the Region 
have therefore taken steps to mobilize the vast resources offered by 
traditional medicine in the promotion and development of health care in 
the Region. 

There are a large number of drugs and remedies described in various 
systems of medicines practised in the Region. Besides, there are many 
reputed folklore remedies offered by village healers. All these 
remedies are claimed to be not only effective but free from health 
hazards. Very often, it is not a single plant, but a mixture of 
several drugs which is supposed to enhance the therapeutic efficacy 
and reduce or eliminate toxicity. Elaborate methods of preparation of 
potent remedies have been mentioned in the texts, and such methods are 
said to enhance therapeutic effectiveness. 

A national policy with regard to traditional medicine has not yet fully 
crystallized in many countries. Some countries have adopted traditional 
medicines in their primary health kits, on the basis of their usage 
and acceptance over several centuries. In countries such as India, 
Nepal and Sri Lanka, practitioners of traditional medicine have been 
enrolled in the health care delivery system at the primary health care 
level. In these countries, well laid out training programmes have 
also been developed to encourage the study and practice of traditional 
medicine. There have been attempts to integrate traditional medicine 
with modern medicine with the object of evolving a national system of 
medicine aimed at a synthesis of the good in the ancient and the modern. 

There is a need to identify, from among the various remedies available 
in a given location, those which can act as substitutes for modern 
drugs by virtue of their availability, economics, specificity or 
ability to give symptomatic relief and earn the faith of the local 
population. The following problems will arise while dealing with 
traditional medicines: 

(1) botanical identification of the plant material; 

(2) standardization of single OT multiple ingredient remedies; 

(3) identification of a specific activity in a single plant ingredient; 

(4) collection and analysis of all available information, and 

(5) isolation and purification of the active principle and its 
synthesis. 
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While most of these come within the' purview of research, utilization of 
remedies already extensively in use and proved to be harmless in primary 
health care will prove beneficial. 

While promoting traditional medicine along with modern medicine, it will 
be necessary to prepare a list of traditional remedies which may be 
needed at various levels of health care. Such a list will naturally 
take into account available natural resources or the possibility of 
their import, economics of production if these are to be used on a large 
scale, evolving methods of quality control, preparation of a formulary 
and appropriate legislation. Problems regarding training of health 
workers or modern doctors in the use of traditional drugs or training 
traditional practitioners in the principles of preventive health will 
have to be considered. 

In case of a central production of traditional remedies, it would be 
necessary to ensure that the products are of a standard quality and 
retain their stability and efficacy during shelf life. It will also 
be necessary to bring the products under the existing drug control 
regulation in the country. Large-scale production will have to take 
into account planned development of local resources, collection, 
cultivation, conservation and processing to ensure a regular and 
constant supply of raw materials. Mechanization and comercialization 
of production will bring in its trail the problem of cost and pricing. 
It should be ensured that, in this process of modernization, the 
traditional medicines do not lose their advantage of low cost. 

Scientific research in the field of traditional medicine offers great 
possibilities. Such research has to be multi-disciplinary, whexein 
practitioners of traditional medicine, modern clinicians, pharma- 
cologists, plant chemists and botanists may have to participate. WHO 
has been involved in such studies in one centre in India. 

The promotion and development of traditional medicine are not matters 
of expediency but are appropriate approaches for the countries of this 
region to become self-reliant through the development of an indigenous 
drug technology in keeping with their cultural heritage, social needs 
and rich natural resources. 

8 TECHNICAL AND ADMINISTRATIVE COMPONENTS OF 
THE PHARMACEUTICAL SUPPLY SYSTEM 

Technical and administrative components of the pharmaceutical supply 
system are outlined below. 

8.1 Selection of Essential Drugs for PHC 

This selection can be done on the basis of the efficacy, safety and 
cost-benefit evaluation of the drugs as well as the priority health 
needs of the community to be served. 
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There may be several lists, one for primary health care and others for 
secondary and referral levels. Appropriate evaluation criteria applied 
at the registration level may limit the range and number of drugs within 
a country to those which are relevant to the country's real health needs. 

8.2 Procurement and Pricing 

It may be desirable to establish a procurement system, at least in the 
public sector, in order to ensure a constant supply of essential drugs 
of pharmacopoeia1 quality at the lowest price. Each country may have 
to evolve its own pattern either as centralized procurement, storage 
and distribution or more decentralized direct procurement, at regional, 
district and local levels. Procurement from the international market 
may be through a public sector agency or through private wholesalers, 
manufacturers or subsidiaries of transnationals. A successful procure- 
ment policy must take into account market information based on a 
continuous survey and analysis of production patterns, price trends, 
quality assurance, the development of new drugs and bio-availability 
data. It may be worth undertaking feasibility studies to arrive at a 
unified approach to drug procurement, of both raw materials and 
finished products, as a part of the TCDC activity. 

Drug pricing is the most controversial component of the pharmaceutical 
supply system. It is the price of a drug which ultimately affects the 
consumer. Drug pricing is thus a socially important issue. There are 
several factors that enter into the price fixation such as raw material 
cost, conversion cost, mark-ups to include sales promotion, retailers 
and wholesalers' commission, transport, taxes such as excise, etc., 
customs duties on imported raw materials, intermediate or finished 
products. Since drugs have to be accepted as an essential component 
of the health services, the national drug policy will have to take into 
account all these different facets of drug pricing and evolve a sound 
pricing policy. This should be directed not only to price reduction 
but to better utilization of drugs by influencing the prescribing habits 
of doctors. The WHO consultative meeting on the price trend of 
essential drugs in developing countries held in Geneva in December 1973, 
made a recommendation to encourage and to provide technical cooperation 
among developing countries in establishing an information system on 
prices and pricing of drugs. 

8.3 Local Production 

Self-reliance in terms of local production of pharmaceuticals and 
vaccines is the aim of all developing countries. The feasibility of 
building up a viable pharmaceutical industry must, however, take into 
account such factors as : population size and drug demand vis-a-vis 
volume of production; the availability of technology and technical 
manpower, and the presence of auxiliary industries. Pharmaceutical 
production may start with packaging and labelling and pass through the 
successive stages of formulation and bulk drug production. Different 
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levels of industrial development in the Region, provide an opportunity 
for technical cooperation between Member Governments. WHO can render 
help in this matter. In some of the countries of the Region, WHO and 
other international agencies such as UNICEF, UNDP and World Bank have 
assisted to establish and expand facilities in the public sector for 
the production of essential drugs required in primary health care. 

A project of this nature must be based on initial industrial feasibility, 
appropriate technology and modern management principles. A production 
unit can be established as a part of the public health service or as an 
autonomous service-oriented industrial enterprise. 

8.4 Regulatory Control 

Drug legislation and regulatory control covers several aspects of the 
pharmaceutical supply system, such as registration and licensing of 
manufacture, labelling, procurement, storage, distribution, sale, 
import and export, advertising, quality control and drug sampling, 
pricing policy, foreign collaboration and transfer of technology, 
trade mark and patents, introduction of new drugs including clinical 
trials and adverse drug reaction monitoring, etc. Drug control 
administrators are often a part of the health ministry although the 
drug control laboratories are outside this agency in some countries. 
Regulatory control of drugs is a multi-disciplinary field, requiring 
pooling of the services of persons trained or specialized in different 
subjects. The enforcement of a drug act, being a complex matter, 
requires proper understanding, foresight, administrative and technical 
skills, backed by a definite national drug policy. WHO can assist in 
the exchange of information on regulatory control within the Region 
SO as to arrive at some common means for an efficient and effective 
regulatory control of the pharmaceutical supply system. 

8.5 Quality Assurance 

Quality assurance is the hallmark of any pharmaceutical supply system. 
Both the Government and manufacturers must adopt recognized quality 
control procedures and the raw materials and finished products must 
conform to the pharmacopoeia1 specifications or to manufacturers' 
specifications for non-pharmacopoeia1 products. Quality assurance 
should include not only purity and potency, but also safety and 
efficacy. The drug control administration should exercise quality 
control assurance through periodic inspections of manufacturing 
premises as well as pharmacies, sampling at various levels of the 
distribution network, with drug analysis done in well equipped and 
recognized laboratories, and the use of WHO certification scheme 
for imported drugs. The legislation should spell out clearly the 
responsibilities with respect to quality assurance at various levels 
of the pharmaceutical supply system. 

The pre-requisites of a good quality control system are well equipped 
analytical laboratories, trained manpower, and the availability or 
preparation of reference standards. 
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WHO can assist in all these activities and may support and designate 
regional quality control laboratories in pharmaceuticals and biologicals. 
These laboratories can actually serve as reference laboratories, and 
undertake the preparation of standards and training of personnel from 
the Region. 

Quality control of traditional medicines is a complex problem. There is 
a need for developing specific tests for assuring the quality of 
traditional remedies, and WHO may consider assisting research and 
development activities in this area. 

8.6 Storage and Distribution 

Storage and distribution of drugs and biologicals are highly complex 
problems requiring a systems approach, and managerial and technical 
skills. Several factors, such as regular supplies, inventory control, 
cold chain mechanisms, shelf-life of drugs, packaging and transport, 
have to be taken into account in evolving a storage-distribution 
network. There is also the special cell for "disaster stock" in times 
of natural calamities. Whether the systems should be in public or 
private sector is a matter of national policy. What is important is 
that the various components of the system must work efficiently to 
ensure economy in the operation and regularity of supply, particularly 
in rural areas. WHO can assist in the manpower development for this 
activity - training and education. WHO, in collaboration with other 
international agencies, may also assist in evolving a pharmaceutical 
bulk purchasing scheme for the Region, at least for a few countries, 
which will ensure a regulated supply, quality control and training of 
staff . 

9 MANPOWER DEVELOPMENT AND DRUG INFORMATION SYSTEM 

The success of the pharmaceutical supply system will depend upon proper 
and adequate training of staff required for the various activities. 
Pharmacists play a pivotal role in the whole scheme. Pharmacy 
education must therefore form an integral part of the national drug 
policy. The training must be health oriented, and the pharmacist 
should be made conscious of his important role in the health delivery 
system. WHO can assist the countries of the Reglon in the development 
of training facilities for professional pharmacists. 

The efficient and proper utilization of tile inadequate resources 
available for drugs, can be accomplished by building up a good drug 
information system, which may include the publication of national 
formularies, and a drug bulletin, updating of the lists of essential 
drugs, holding seminars and workshops on the proper use of drugs, and 
monitoring adverse drug reactions. Continuing education programmes 
for physicians, pharmacists and other paramedical workers are extremely 
important. Training of primary health workers in the use of essential 
drugs will need specially designed programmes in the local language. 

Manpower development for traditional medicine is a complex problem. 
There are several systems of medicines practised in the countries of 
the Region. Initially, it may be necessary to collect information 
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on the available personnel, their educational status, tralning (formal 
or otherwise), their skills and capabilities. Based on the data, it 
may become necessary to devise training programmes to improve their 
capabilities and utilize their knowledge and skill in the health servirc 
set-up. 

10 RESEARCH AND DEVELOPMENT 

Progress in the pharmaceutical supply system is possible only through 
continuous research and development in different coepunents. 
Development of new drugs is highly expensive and may not be within 
the scope of most developing countries. Innovation in the technology 
for utilizing locally available resources is, however, of special 
significance to the countries of the Region. There seems to be lack 
of interest on the part of transnational companies to invest in 
researches in tropical diseases, which are of great importance to this 
region. It is possible to develop an inter-country research programme 
with WHO assistance, with special emphasis on tropical diseases. In 
addition, some of the priority areas for research are as follows: 

(1) Innovation in the technology for the formulation of pharma- 
ceuticals and biologicals. 

(2)  Development of a technology for the production of raw materials 
(bulk drugs) and packaging materials from locally available sources. 

(3) Clinical evaluation of new drugs or old drugs for new uses. 

( 4 )  Innovations and development of appropriate technilo~y for 
quality control. 

Research in traditional medicine offers great possibilities. Most 
countries in the Region have taken steps to stimulate research in 
medicinal plants and in traditional medicine. WHO may assist in 
developing a regional programme of research in traditional medicine 
in many different ways such as the following: 

(1) Collection of information on traditional medicine from the old 
texts as well as from recent publications. 

( 2 )  Dissemination of the information to research workers in the 
Region. 

(3) Botanical surveys and phytochemical ano pharmacological studies 
on potentially useful medicinal plants. 

( 4 )  Clinical trials to establish therapeutic efficacy. 

( 5 )  Operational research on the possibilities of integrating 
traditional medicine with modern medicine. 


