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The Executive Board, at its fifty -third and fifty -fifth sessions, discussed the importance 

of prophylactic and therapeutic substances for the health of populations and the necessity of 

developing drug policies linking drug research, production and distribution with the real 

health needs. In accordance with the Board's request to the Director- General in resolution 
EВ55.R21,1 the present report2 is submitted to the Twenty- eighth World Health Assembly as 

amended in the light of the Board's discussions at its fifty -fifth session and of the informa- 

tion available subsequently. 

Developed countries are faced with problems of high expenditure on drugs, often due to 

over -consumption or misuse, and of avoidable adverse reactions. Expenditure on drugs in 
developing countries, in both the private and public sectors, is much lower in absolute terms 
than in the developed countries, but is usually much higher in proportion to the total health 
expenditure. The need to optimize expenditure on drugs, which is widely felt in the 
developed countries, is therefore vital for developing countries. Resources are often 
wasted in the purchase of expensive drugs that are only marginally useful, or even totally 

irrelevant to the solution of countries' main health problems, whereas large segments of the 
population are in urgent need of essential drugs for disease control and primary health care. 

In many instances, the lack of these essential drugs is an important contraint on the solution 
of the health problems of the populations in need. 

Drugs not authorized for sale in the country of origin - or withdrawn from the market 
for reasons of safety or lack of efficacy - are sometimes exported and marketed in developing 
countries; other drugs are promoted and advertised in those countries for indications that 

are not approved by the regulatory agencies of the countries of origin. Products not meeting 
fhe quality requirements of the exporting country, including products beyond their expiry 
date, may be exported to developing countries that are not in a position to carry out quality 
control measures. While these practices may conform to legal requirements, they are unethical 
and detrimental to health. 

From the commercial point of view, narrow profit margins may discourage manufacturers 

from producing essential drugs in sufficient quantities to meet health needs, while the prices 

of certain essential patented drugs may be high because of the lack of real price competition. 

Considerable investments are required for the development of new drugs. The expected 

financial return is one of the prime determinants of priorities in industrial research efforts 

1 Official Records No. 223, Part I. 

2 
Originally issued as document ЕВ55/12. 
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and in marketing and pricing. For example, the development and marketing of a non -essential 
product for the symptomatic relief of a trivial condition may take precedence because it is 

likely to yield higher returns than a new, essential drug for the control of a serious disease 

affecting millions of people in the least developed countries. 

Many countries are under pressure to increase the number of available drugs to include 

many duplicate products marketed under different brand names and also products of questionable 

efficacy that have little or no beneficial public health impact. Experience suggests that 

the lists of essential drugs required for the great majority of preventable and treatable 

illnesses are not large and these lists can be regularly updated by replacing older drugs 

with new ones when they have proven and definite advantages. 

There is an urgent need to ensure that the most essential drugs are available at a 

reasonable price and to stimulate research and development to produce new drugs adapted to 

the real health requirements of developing countries. This calls for the development of 

national drug policies for the whole drug sector, linking drug requirements with health 

priorities in national health plans formulated within the context of social and economic 

development. It also calls for international coordination, over the medium and long term, 

of research, production, regulation and distribution of essential drugs, particularly for 

the control of diseases prevalent in the developing countries. 

The Organization has made a significant contribution towards raising the standard of 

drugs and assisting countries in improving drug quality, safety and efficacy. It is now 

important to assist countries also in formulating and implementing national drug policies. 

This question is not merely technical, but also political and ethical, involving governmental 

responsibilities as well as the global social responsibility of the pharmaceutical industry 

with regard to both the availability of existing essential drugs and the development of better 

ones. The Executive Board, in resolution EB55.R21, recognized the need for the full support 

of Member States in carrying out the Organization's broad policies in this field. 

In the light of its review of the proposed programme budget for 1976 and 1977 at its 

fifty -fifth session, the Executive Board decided to draw the special attention of the Health 

Assembly to prophylactic and therapeutic substances as a matter of major importance. The 

Board underlined the necessity for new emphases in this programme area, particularly with 

regard to the needs of Member States in the development of their national drug policies. 

2. OVERALL DRUG POLICIES 

Ideally, at the country level, before drug policies can be developed, priority health 

problems should be identified and programmes aimed at their solution should be designed through 

the formulation of strategies and major development projects likely to yield significant health 

impact. Following this process of country health programming, it is possible to identify the 

drugs most suitable for the functioning of health services and for the implementation 
of 

specific programmes and projects. Thus, with a sharper definition of national health policies, 

it also becomes possible to define national drug policies related to the health goals of the 

country. However, the chief complexity in relating drug policies to health policies arises 

from the fact that each national decision about drugs must be taken in the multidimensional 

framework of both health planning and planning for economic development with 
widely differing 

value parameters. For example, the main aim of drug policies from the health point of view 

may be to ensure the availability of an adequate supply, at reasonable cost, of the most 

suitable and useful drugs to the public and private sector of health services; 
whereas, from 

the economic side, the main aim may be to stimulate the development of a dynamic pharmaceutical 

industry capable of competition on the internal and external markets and 
to make a contribution 

to the balance of payments. These aims are not necessarily contradictory and should complement 

each other. 
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In order to achieve these aims, congruent with the broad national health and economic 
goals, a set of coordinated measures are necessary to ensure a vigorous and comprehensive 
national effort in: 

- research, development, production and distribution of drugs; 

- regulatory control of drugs, either locally produced or imported; 

- monitoring of marketed drugs, including adverse reactions; 

- education and training of scientific manpower for drug research and evaluation; 

- continuing education and training of physicians and other health personnel in relation 
to the proper use of drugs. 

This effort may require the existence of an office, high in the councils of the government, 

having the capability and the authority to harmonize the health and economic aspects of these 

measures and to optimize the national expenditure in drugs by appropriate corrective measures. 

Within the Ministry of Health, the following functions may be considered: 

- development of national drug policies, in cooperation with other governmental ministries 
and agencies concerned, as well as with professional, industrial and consumer groups; 

- coordination of activities relating to the implementation of such policies; 

- identification of relevant health problems which impinge on the drug policies; 

- proposals for new drug legislation and revision of present requirements; 

- planning, evaluation, allocation of resources within the established policies. 

The question has been raised of how the demand for pharmaceutical products relates to the 

health needs of the population, particularly in developing countries. 

The effective demand (i.e. need plus ability to pay) for any pharmaceutical product is 

influenced by many factors. One can estimate the population at risk, those who have a need 

for the product and those who have a potential need, based on present and future estimates of 

the prevalence of the disease the product is intended to treat. This would give an estimate 

of the maximum potential market for the product and must be modified to reflect the influence 

of other factors such as the inaccessibility to health services of certain segments of the 

population at risk, the inability to pay for the product in the private sector, the health 

awareness and the cultural attitudes of the population which may affect demand, the effective- 

ness of product distribution and promotional efforts by the manufacturer among the health 

professions and the public in fostering demand. Thus, the effective demand for pharmaceutical 

products is considerably affected by the availability, utilization and distribution of health 

services, by population and income distribution, by health education, and by activities of 

drug manufacturers and by any governmental action on the above. 

In the least developed countries, little relationship may be found between the major 

health problems of the country and the size and structure of the country's drug market. The 

main reason is that, whereas the major health problems - in terms of communicable disease 

control and primary health care - encompass the entire population, the pharmaceutical market 

relates mainly to the relatively small, more fortunate, segment of the population, usually 

living in urban areas, which has access to health services in both the public and private 

sectors. The health problems of these areas are usually quite different from those of the 

country as a whole. Even in countries where the incidence of parasitic diseases is highest, 

the effective demand for products to treat them is relatively insignificant. The solution 

to this problem obviously lies in the improvement and extension of health services in rural 

areas. In most countries governmental health planning is almost exclusively concerned with 

the desired increase in hospital beds and community health facilities and with the training 

of health manpower, whereas little attention is paid to the assessment of the country's needs 
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for pharmaceutical products in both the public and private sectors. Since decisions are 
oriented toward the future, in assessing pharmaceutical requirements, it is essential to take 
into account factors such as the necessity of achieving particular national health goals, the 

impact the achievement of the health plans' objectives is likely to have on the morbidity 

pattern and the estimated increase in population and per capita income. 

3. DRUG RESEARCH AND DEVELOPMENT 

Research and development of modern pharmaceutical products is typically a technological 

endeavour dependent upon processes that occur in four interrelated contexts - basic research, 

applied research, the development of investigational products for preclinical and clinical 
testing and the ongoing production of marketed products. This type of technological medical 
research, which is conducted with a view to the development and marketing of products, is 

mainly carried out by the pharmaceutical industry. 

As science and technology become more refined, the research and development of pharma- 

ceutical products becomes more complex and sophisticated and, therefore, more expensive. 

Nowadays, it may take from five to seven years of developmental work and an expenditure of 

several millions of dollars for a new chemical entity to pass all the tests for quality, safety 

and efficacy which are required before the product can be marketed. From the financial point 

of view, modern drug research and development is a long -term investment. 

The major pharmaceutical enterprises are research -based organizations having a commercial 
and industrial status; they may be either private or state owned. The size of these enter- 
prises is tending to increase and they usually operate internationally through branches and 
subsidiaries in many countries; their research laboratories are often centralized and located 

in the industrialized countries. 

The development of new products is a feature of the pharmaceutical industry which, as with 
all modern industries, has to be continuously enterprising and innovative in order to survive 
and to grow. Modern pharmaceutical research, flourishing in this kind of competitive environ- 
ment, led over the past decades to the development by the pharmaceutical industry of many 
products widely used in medicine and public health. This progress has resulted from a few 

breakthroughs followed by the development of a long series of related compounds, most of which 
never reached the market, but some, by incremental improvement, proved to be extraordinarily 
valuable. 

Patent protection is afforded in most countries as an incentive to engage in research and 
development. Product patents, and to a lesser extent process patents, guarantee a monopoly 
period of exploitation of the new product during which a competitor cannot supply an identical 
product without risk of legal consequences. In many countries, there are also provisions for 
the issuance of a compulsory licence in the public interests under certain circumstances. 
While patents protect the product for a limited period of time, trade marks and brand names 
provide permanent protection and allow the manufacturer to create, through sustained high 
production standards and promotional efforts, a "company and brand image" for their products. 

Most governments nowadays tend to be increasingly interested in industrial production and 

particularly in pharmaceutical production, since they are interested both in the economic growth 
of the country and in obtaining needed products. As pointed out, the development of co- 

ordinated drug policies is necessary for a better understanding of the health and economic 
aspects of drug research and development. The government's influence on the research and 

development of new drugs by the industry has, so far, been mainly through the regulatory 

requirements for drug registration. Another aspect of the influence of the government on 
research and development is found in some countries where public funds may serve to subsidize, 

usually on a limited scale, commercial and industrial drug research laboratories. 
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Universities and other scientific institutions play an essential role in the development 

of new knowledge and in the education and training of research workers, whereas industry, 

having a technological approach, is best suited to apply the knowledge to new products. It 

is, however, important that an adequate level of scientific research in all disciplines related 

to pharmaceutical products is maintained in the academic institutions for the following main 

reasons: 

1. There are many fundamental questions related to diseases and their prophylaxis, diagnosis 

and therapy which can only be handled in the biomedical and clinical departments of the 

universities. Even if the findings of this basic and clinical research are not immediately 

applied to the development of new pharmaceutical products, they nevertheless constitute the 

basis for further progress in the drug field. 

2. Though a large proportion of knowledge of pharmaceutical products lies within industrial 

enterprises, it is essential in any country that the public health administration has available 

to it an equivalent competence for drug evaluation and control in the public interest. 

University departments and other scientific institutions make valuable contributions both to . 

the industry and the governmental regulation of pharmaceutical products in a consultant role 

for guiding and reviewing drug research. 

3. The responsibility for the education and training of research workers in such disciplines 

as chemistry, biochemistry, microbiology, pharmacology, toxicology, clinical pharmacology and 

pharmaceutical sciences lies within the universities. This essential task of training research 

manpower for the industry depends upon the standard of research efforts in the universities 

and also upon the extent that contacts are established between the universities and the 

industry. There is a need in many countries to train more toxicologists to meet the require - 

ments for testing and evaluating the risk factors of a wide number of new drugs and chemicals. 

4. The development of departments of clinical pharmacology, particularly in university 

hospitals, is the best means of fostering clinical research on drugs and of training research 

workers in this increasingly important field of drug research. 

5. It is important that drug research in particular fields that are not adequately covered 

by research programmes of the pharmaceutical industry is encouraged and supported by the 

government in academic and other scientific institutions. 

6. There is a considerable volume of academic research on the initial screening of the 

medicinal plants in developing countries. This research usually includes pharmacognostic, 

pharmacological and toxicological research on laboratory animals. Equipment and trained 

manpower for screening of plant extracts are available in some countries. The isolation of 

an active substance and the determination of its chemical properties may lead to the chemical 

synthesis of the identified substance. Clinical studies are also undertaken on crude extracts 

of medicinal plants and on isolated active substances. This type of drug research fulfils 

a very useful role both in the acquisition of new knowledge of the pharmacological properties 

of medicinal plants and in the training of research workers. 

There are several WHO activities related to drug research and development, for example in 

the field of chemotherapy for malaria, parasitic diseases and cancer and it is expected that 

some of these activities will be expanded in the future, particularly for drugs of importance 

to developing countries. Scientific groups are convened to review principles and methods for 

testing and evaluation of new drugs and progress made in specific areas of drug prophylaxis and 

therapy. Assistance to the development of centres in clinical pharmacology in developing coun- 
tries is of particular importance; in countries importing drugs already shown to be 

efficacious elsewhere, it is important to undertake clinical trials under local conditions, 
involving the local populations and to detect any variations which may occur because of 
nutritional, genetic and environmental factors. 
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4. DRUG INFORMATION 

Pharmaceutical marketing by manufacturers is a key factor in the commercial success of 
every drug product; information and promotion are mainly directed towards the medical pro- 
fession responsible for the choice of drugs they prescribe. These drugs represent the bulk 
of sales and the major proportion of research and development of the pharmaceutical industry 
as a whole. The marketing of pharmaceutical products has become very specialized and 
expensive because of the high competition on the drug markets and of the rapid obsolescence of 
most products. The large research -based pharmaceutical enterprises are dependent for the 

success of their operations not only on their research and development efforts, but also on 

their world -wide marketing activities. The former link the enterprise with the scientific 
community, the latter with the drug markets and the dynamic, ever changing world of modern 
economics. In those enterprises, expenditure in marketing is usually higher than expenditure 
in research and development and all these costs are included in the overall production costs. 
The situation is, however, complicated when research and development are carried out by a 

chemical enterprise owning the patent, whereas marketing is done by one or more pharmaceutical 

enterprises owning different brand names under which they sell products containing the same 

patented active substance. 

The success achieved by modern marketing techniques in fostering the demand for pharma- 
ceutical products has raised problems from the public health point of view in serving mainly 
to increase drug consumption without necessarily meeting health needs. For example, in 

countries where a number of similar or identical products are marketed under different brand 
names each manufacturer promotes its own products with considerable marketing expenses because 

of the high competition on the market; these expenses are from the public health point of view 

unnecessary and are finally supported by the consumers or the national health services or health 

insurance schemes. 

There is a need to assess methods of pharmaceutical marketing in the broad context of 

overall national drug policies, taking into account that drugs are essential commodities to 

meet health needs. While it is important that manufacturers observe regulatory or volun- 

tarily agreed upon criteria for advertising, frequent visits by manufacturers representatives 

to doctors pose a controversial situation in many countries; these representatives often have 

inadequate medical and scientific training, insufficient knowledge of the actions of the 

products they promote and of the comparative safety and efficacy of competitive products. 

In some countries, the health authorities or medical associations provide drug information 

independent of economic interests, making it possible for the prescriber to compare usefulness 

and prices of similar pharmaceutical products. Newsletters, bulletins, booklets are distri- 

buted to the health profession by national authorities, by professional associations and by 

hospital drug committees. Critical reviews of drugs are also published in medical journals 

at regular intervals or as yearbooks. Such information efforts, independent from the pharma- 

ceutical industry, need to be strengthened in many countries and, if appropriate, supported by 

governments. In some specific areas of drug prophylaxis and therapy, the WHO Technical Report 

Series provides drug information from international groups of experts. 

5. DRUG PRODUCTION 

The production of pharmaceutical products consists of four main aspects: 

- production of raw materials and intermediates; 

- production of finished dosage forms from half- finished or intermediate materials; 

- packaging of finished pharmaceutical products; 

- maintenance of quality control measures throughout all stages of production. 
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For synthetic drugs, which represent the largest part of the modern drug market, the 

production of raw materials and intermediates requires high technology and large -scale pro- 

duction capabilities. It is carried out mainly in countries having a well developed fine 

chemical industry. The large research -oriented pharmaceutical enterprises tend to centralize 

this type of production for economic reasons. However, there are pharmaceutical substances 

which can be synthetized economically in relatively small plants in developing countries 

having reached a sufficient level of socio- economic development to build their own chemical 

industry. 

For drugs derived from vegetable or animal sources, the production of raw materials is 

independent of the industrial development and most of these materials are found in developing 

countries. Although the processing of such natural products has been largely superseded by 

large -scale manufacture of highly complex chemical compounds made to exacting specifications, 

there are still some important drugs which, for various reasons, are produced from natural 

sources. In this connexion, some of the developing countries have not yet fully developed 

this aspect of their natural resources from the point of view of their export potential of 

such raw or semi -processed materials to countries with more advanced industries, and also for 

their own needs for some categories of pharmaceutical products. The export of semi -processed 

materials may lead to the establishment of local factories which represent a first step towards 

the development of a pharmaceutical industry. 

The production of finished dosage forms from half -finished or intermediate products does 

not merely involve tableting, or the production of injectable liquids, or other pharmaceutical 

dosage forms, but it involves also measures of quality control as well as "know -how" and 

manufacturing experience to provide pharmaceutical products of adequate quality. These 

operations require skills, equipment and raw materials which can be imported in a developing 

country and the establishment of a plant to formulate dosage forms may be the way of building 

a viable local pharmaceutical production; adherence to good manufacturing practices and 

quality control are of course indispensable to meet international standards. 

Packaging of finished products is the simplest aspect of pharmaceutical production, but 

it is not without its pitfalls if not adequately controlled. This type of operation is 

carried out in many developing countries in factories for repackaging of products imported in 

bulk containers. 

A full range of developmental stages of modern drug manufacture is found in different 

countries. In the less developed countries all modern drugs are imported. In some countries 

the more commonly used pharmaceutical products - particularly for use in governmental health 

programmes - are imported in bulk for repackaging in local factories. Countries having 

reached a sufficient level of development may, for some widely used pharmaceutical products, 

import half -finished or intermediate materials for processing in local factories and formu- 

lating dosage forms. Countries having a fairly well developed chemical industry may also 

synthetize some of the raw materials or intermediates, sometimes under licensing agreements, 

and undertake marketing activities on a regional basis, as well as some research and develop- 

ment activities. The large research -based enterprises, having highly developed research and 

development centres and world -wide marketing capabilities, are based in industrialized 

countries with a long tradition of production of chemicals and manufacture of pharmaceutical 

products. These enterprises account for the majority of pharmaceutical innovations and have 

broad product lines; they operate on a world -wide scale through joint ventures, licensing 

agreements, manufacturing contracts and subsidiaries in many countries. 

In this context, it should be noted that the United Nations Industrial Development 

Organization (UNIDO) is assisting developing countries in establishing pharmaceutical pro- 

duction in close liaison with WHO, particularly in relation to adequate quality control. 
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G. DRUG DISTRIBUTION 

Distribution of pharmaceutical products, linking production and utilization, is highly 
organized in the developed countries and varies from one country to another. There is often 
a public sector of distribution supplying governmental health services and a private sector 
supplying pharmacies and clinics, often through wholesalers. In countries having a national 
health service, a social security system or a government insurance scheme including drug 
benefits, pharmaceutical products may be supplied either through the public sector or through 
the private sector or both, with special arrangements for the payment of the costs. 

In the less developed countries, where pharmaceutical infrastructures and resources are 
rather limited, the difficulties in drug distribution are often an important constraint in the 
delivery of health care. Failure at any point of the distribution chain will reflect at the 
end point of the system, where the right drug must reach the right place at the right time 
for administration to those who need it. 

In many developing countries there is also a distinction between the public sector and 
the private sector of drug distribution. In the public sector, there is often a central body 
responsible for the procurement and distribution of pharmaceutical products to hospitals and 
dispensaries throughout the country. The private sector consists of private importers and 
wholesalers supplying clinics, pharmacists, dispensing doctors, retail establishments and rural 
general stores. In some countries, the state acts as the wholesaler and a single body under 
government authority is responsible for the procurement and the supply both for the public and 
private sectors. 

Another form of distribution, which is becoming widespread, is the sale of basic medicines 
in dispensaries and state -controlled pharmacies, with a view to reaching the largest possible 
number of people among the poorer segment of the population and to provide them with the most 
needed drugs at the lowest possible price. In some countries, this system has given rise to 
an autonomous organization, under governmental control, handling pharmaceutical products from 
their importation in bulk, to their individual distribution. 

The choice of the distribution system is a matter to be decided by governments. Which- 
ever system is adopted, the main problem is to attain maximum effectiveness. 

The first set of problems facing the developing countries relate to the choice of pharma- 
ceutical products to be made available for distribution in the public and private sectors. 
The number of available products has implications on the effectiveness of the distribution 
because it is much easier with limited resources to handle large quantities of a limited number 
of products than to handle smaller quantities of a large diversity of products. 

In the public sector, the first priority is to secure the availability of those products 
which are considered to be essential to health services in their task of preventing and treating 
the most prevalent diseases and of providing primary health care to the population. The 

selection of the most appropriate products in this priority area should be based on the pre- 
valence of diseases, on the type of health services and on the evaluation of the products in 
terms of quality, safety, efficacy and cost (see section 11, list of essential drugs). 

The second set of problems is related to the procurement of those products which have been 
considered to be suitable and necessary for distribution in the public sector. In the 

developing countries, experience has shown that greater economy is achieved when most of the - 

import and domestic buying for governmental services and programmes is channelled through a 
central agency and when the most frequently used products are bought in bulk. 
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In many cases, pharmaceutical products are purchased by tender and are ordered from the 

supplier which appears to offer the best quality at the lowest price. Sometimes, there is 

negotiation between a government agency and an individual supplier, particularly a manu- 

facturer of branded products. The effectiveness of any purchasing procedure can only be 

assessed when the quality of the pharmaceutical products can be determined. Yet, many 

countries do not have facilities to make such a determination themselves and there may be a 

tendency to accept the lowest quotations which sometimes means the lowest quality. The 

WHO Certification Scheme for the Quality of Pharmaceutical Products Moving in International 

Commerce (see document A28`12) should provide assurance that imported products conform to the 

quality requirements of the exporting country. 

The third set of problems facing developing countries is that of distribution of the 

products from the supplier to the medical stores, the storage of the products and their 

subsequent supply to individual hospitals, dispensaries and health units within the country. 

Pharmaceutical products may deteriorate in adverse climatic conditions during long distance 

transport and in customs depots. The internal organization of medical stores, their location, 

premises, equipment, temperature control for safeguard of shelf -life, staffing and operational 

methods are essential factors for the effectiveness of drug distribution. However, every 

effort is needed to ensure that vital drugs are available throughout the country. 

In addition, the retail distribution of pharmaceutical products, both in the public and 

private sectors, particularly in rural areas poses problems. The sale of pharmaceutical 

products in urban areas is carried out through private or state controlled pharmacies, some- 

times through dispensing physicians. In rural areas, because of their low population, their 

remoteness from large centres and their very low purchasing power, it may be impractical to 

set up pharmacies. Pharmaceutical products are often sold, by persons without professional 

training, in general stores, and sometimes in the village markets. Rural medical depots 

carrying a range of basic medicines, directly attached to the dispensaries and run by the 

health personnel responsible for the area, would seem the best available solution to the 

problem of drug distribution in remote areas. 

7. DRUG LEGISLATION 

Modern drug legislation and control are aimed at ensuring as far as possible that: 

- marketed drugs, either locally produced or imported, are of the required quality; 

- new drugs are adequately tested and evaluated for safety and efficacy for their 

intended use; 

- physicians are fully informed about the known properties of the drugs, especially 

their desirable and undesirable effects; 

- consumers are not misled by incorrect labelling and unsupported claims; 

- the terms of approval of any product can be modified or the product withdrawn, on the 

basis of additional information from use after marketing. 

In some countries, the prices of pharmaceutical products are also controlled by either 

drug legislation or other appropriate legislation. In other countries, there are provisions 

for making available, at reduced prices, selected drugs which are considered essential to meet 
important health needs of the population. Modern drug legislation includes provisions for 
the control of advertising and promotion of pharmaceutical products to the medical profession, 
as well as of advertising to the public of products intended for self -medication. The 

World Health Assembly recommended in resolution WHA21.41 ethical and scientific criteria for 
pharmaceutical advertising. 

It is evident that the policy on all of these matters differs widely among countries and 

these differences are reflected in national drug legislation and regulatory control of drugs. 

Drug legislation and control require careful adaptation to needs and priorities and to the 

diverse political and socio- economic conditions, taking into account also the capability of 

enforcement. 
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As a rule, the introduction of drug legislation and the establishment of a department or 
an agency for drug control within the Ministry of Health are the first steps on the way to 
implementing regulatory drug control. This is usually followed by the building up of 
analytical control facilities and of a drug inspectorate. Machinery for drug registration, 
including evaluation for safety and effectiveness, and for the surveillance of marketed drugs 
completes this development. 

Where more than one department or agency of the Ministry of Health is responsible for 
enforcement of drug legislation, problems of coordination may arise. Further problems may 
occur when different ministries, such as the Ministry of Finance, the Ministry of Trade, the 
Ministry of the Industry, etc., are involved in enforcing other aspects of legislation appli- 
cable to drugs. A suitable coordinating mechanism at high level may be useful in harmonizing 
the regulatory, financial and industrial drug policies with health policies. 

An effective drug regulatory system for implementing drug legislation requires- adequate 
resources from the government. These resources are usually supplemented by requiring the 
manufacturers to pay a fee for each drug application, and an annual fee per drug marketed. 
This procedure may be useful in encouraging manufacturers to remove obsolete drugs from the 
market. 

8. GOOD MANUFACTURING PRACTICES 

Over the years, the policy of quality control of pharmaceutical products has evolved. 

Because of the increasing numbers and volume of products circulating on the national and 

international markets, it became evident that it was not feasible to ensure adequate quality 

of the products by only random checking of samples of the finished products. The new 

approach is to control all the steps of production. Such a policy has already been reflected 

in national regulations of several countries who had recognised that adequate pharmaceutical 

quality control systems should include: 

(i) control of all stages of manufacture by the producer; 

(ii) inspection of the manufacturing establishment by the health authorities; 

(iii) random checking of samples of products in an analytical control laboratory by the 

health authorities. 

The WHO Good Practices in the Manufacture and Quality Control of Drugs (see document 
A28/12) is a set of guidelines for manufacturers and inspecting authorities to ensure 
production control. These Good Practices are based on the principle that quality of-drugs 
must be "built into" products from the beginning of manufacture and enable authorities of 
exporting countries to certify that a given manufacturer applies guidelines at least equivalent 
to those laid down by WHO. The pharmaceutical industry, conscious of its responsibilities 
with regard to quality of drugs and being directly concerned with such Good Practices, has 
shown great interest in this aspect of WHO's programme. For example, the International 

Federation of Pharmaceutical Manufacturers Associations, a non -governmental organization in 

official relations with WHO, organized in 1971 a symposium based on the WHO recommendations 
which was attended by more than 500 government officials and industrial specialists who 
discussed problems of production control. 

A number of Member States have already taken, or are taking, steps towards implementing 

the WHO Good Practices in the Manufacture and Quality Control of Drugs in their own control 

system. There is a trend amongst some groups of producing countries towards mutual recog- 

nition of pharmaceutical inspection and, consequently, recognition of the validity of export 

certificates on a bilateral basis. 
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In developing countries initiating the production of pharmaceutical products, it is very 

important that drug legislation requires that the manufacturing facilities and quality controls 

are at least equivalent to the WHO recommendations: haphazard operations cannot be permitted 

in the manufacture of substances that may be necessary to save life or restore or preserve 

health. 

The WHO Certification Scheme on the Quality of Pharmaceutical Products Moving in 

International Commerce (see document A28/12) may provide all countries, particularly developing 

countries, with a mechanism to ensure that the products they import are controlled by the 

health authority of the exporting country with regard to good practices in the manufacture 

and quality control. 

For products imported in accordance with this Scheme, the health authorities of the 

exporting countries would provide a Certificate of Pharmaceutical Products stating that the 

product is authorized for sale (or, if not, stating the reasons) and that the plant in which 

the product is produced is subject to inspection at regular intervals to show that adequate 

manufacturing practices and quality control procedures are followed. Furthermore, the 

Scheme allows the authorities of the importing country to request from the authorities of the 

exporting country additional information on controls exercised on the product, and to communi- 

cate serious defects of products imported under the Scheme with a request to institute 

inquiries. The results of a control analysis on a specific batch of the imported product 

can be requested from and issued by the health authority of the exporting country or the 

manufacturer; in the latter case, the health authorities of the exporting countries may pro- 

vide the names of the persons designated to sign such certificates. 

9. PHARMACEUTICAL INSPECTION AND ANALYTICAL CONTROL 

In order to ensure an adequate quality control of pharmaceutical products, drug legis- 

lation should provide authority for pharmaceutical inspection and random checking of 

pharmaceutical products for analytical control. It is essential that the health authorities 

have the necessary personnel and facilities for both manufacturing plant inspection and 
analytical control, in order to be in a position to ensure that manufacturers are meeting their 
responsibilities. 

Proper temperature control in customs houses, governmental or private wholesale stores, 

and in hospitals and pharmacies, can reduce avoidable degradation of pharmaceutical products 

during store -keeping to a minimum level. Enforcement of legal requirements concerning 

labelling of products will also reduce avoidable errors. 

Pharmaceutical inspectors should have an adequate scientific and technical knowledge. 

The efficiency of any drug control system will depend on the availability and competence of 

pharmaceutical inspectors and every effort should be made to improve their training, which 

should include legal matters relating to licensing of manufacturing plants, wholesalers, 

drug stores and pharmacies. Refresher courses and workshops for pharmaceutical inspectors 

are needed in order to keep them abreast of the progress in pharmaceutical sciences aid 

technology. 

Until adequate analytical control laboratories are established in the country, controls 

are usually carried out by calling upon the laboratories of the public health analyst or 

university departments of analytical chemistry, microbiology, etc. As already mentioned, 

the WHO Certification Scheme may be useful in this connexion, i.e. the results of analytical 

controls of imported batches can be requested from the health authority of the exporting 

countries or the manufacturers. 
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10. DRUG REGISTRATION 

Modern drug legislation gives authority to the government or a designated agency to permit 
the sale of only those pharmaceutical products which comply with their requirements for quality, 
safety and efficacy. In regulatory control of drugs there is a need to strike a balance be- 
tween releasing a new drug for marketing as early as possible, yet ensuring its quality, safety 
and efficacy. There is also a need to protect patients participating in clinical trials from 
inadequately tested substances and poorly designed clinical studies and, therefore, modern 
drug legislation often requires approval before clinical investigation of new drugs is 
undertaken. 

The suitability of drugs for their intended use is determined by two groups of factors 
which may be considered separately but are, to some degree, interdependent: 

- their efficacy weighed against safety for the intended prophylactic or therapeutic 
use 

- their conformity to specifications regarding identity, strength, purity and other 
characteristics (e.g. bioavailability). 

Authority is usually also given to the government to withdraw, suspend or modify the terms 
of registration of marketed products if sufficient new evidence has accumulated to invalidate 
the earlier decisions or in case of defects in the manufacturing process. The period of 
registration is limited in some countries, enabling a review of marketing conditions to be 
undertaken on expiry of the permit. 

Drug registration is a most important instrument in implementing national drug policies. 
In some countries the list of pharmaceutical products on the market is built up by the 
applications submitted by the manufacturers which are found to comply with national require- 
ments for quality, safety and efficacy. In other countries, drug registration involves 
consideration of additional factors such as the comparative efficacy and safety of the new 
product as compared with those of existing products and the price of the new product relative 
to the prices of alternative products already marketed. Thus, the list of products on the 
market becomes more selective and only a limited number of applications for identical or 
similar products are accepted. 

Depending upon the policy of drug registration, the number of pharmaceutical products on 
the market in different countries varies widely from less than two thousand to more than one 
hundred thousand. In countries having well developed registration and evaluation systems 
there is a trend to restrict the number of similar preparations with different brand names 
and to approve only those products which display genuine therapeutic advances. 

In developing countries, a simple registration system would enable the health authorities 
to control the introduction of pharmaceutical products and the system could provide precise 
information regarding the drugs available on the market. The first stage is the obligation 
of the manufacturer (or his representative) to apply for a marketing authorization from the 
health authorities for each pharmaceutical product. The application should contain information 
on the name and address of the manufacturer, the name of the product, the composition, the 
therapeutic indications, the recommended dosage, the price and documentary evidence of clearance 
by a recognized national drug control authority. 

In order to assist developing countries in determining the suitability for their own needs 
of pharmaceutical products already cleared by national authorities in other countries, WHO is 
collecting information on the registration and evaluation systems and on the new products 
registered in 25 countries participating in the feasibility study on an international infor- 
mation system on drugs in accordance with resolution WHА26.30. 
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The second stage is the organization of a regulatory agency within the Ministry of Health 

adequately staffed with specialists in medical and pharmaceutical sciences and having access 

to laboratory facilities. The training of such specialists is a key factor in developing 

effective drug regulation. An advisory committee of independent experts should be set up 

by the authorities to advise them whether an application should be accepted, refused, or sent 

back to the manufacturer requesting additional information. 

The documentation to be provided by the manufacturer to the authorities in the application 

for registration should throw light on the essential factors regarding the drug, such as: 

- information on the manufacturer's facilities, equipment, premises, personnel; 

- specifications regarding identity, strength, purity and other characteristics, as 

needed, either set out in a monograph of a recognized compendium or provided by the 

manufacturer; analytical results and control methods employed during manufacture and 

for the finished product; 

- methods and results of studies on the stability of the drug; 

- methods and results of pharmacological and toxicological tests on experimental 

animals; 

- methods and results of initial studies in man and of controlled clinical trials 

showing the prophylactic or therapeutic effects of the drug for its intended use; 

- methods and results of bioavailability studies if appropriate; 

- information on known adverse effects and, where appropriate, antagonistic or synergistic 
effects; 

- lay -outs for labels and any package insert or leaflets; 

- the price of the product. 

It is evident that in developing countries the lack of resources and trained manpower 

usually compels national advisory committees on drug registration to base their decisions on 
the evaluations made in countries with more developed registration systems. Although such 
evaluations are generally based on sound scientific criteria, local conditions such as nutri- 
tional, genetic, climatic or environmental factors should also be taken into account. 

Having introduced modern drug legislation, it will not always be possible to immediately 
apply the provisions of a new registration system to all products already marketed. These 
are usually authorized for sale for a limited period of time and then subsequently reviewed 
according to assigned priorities. 

The "traditional medicines" are, in some countries, exempted from the main provisions of 
the registration system. 

The authorization for sale of a pharmaceutical product specifies the availability of the 
drug, either to be supplied only on a doctor's prescription or without prescription, i.e. for 
self -medication. The criteria applied by the health authorities in deciding upon this matter 
vary widely among countries: there are drugs which are usually restriюted under prescription 
in the developed countries and available for self -medication in many developing countries. 
It is evident that in a country where the ratio of doctors to population is low, it is in the 
public interest to make widely available to the population needed drugs. However, the risks 
of misuse of powerful drugs are to be weighed against the expected benefits from a wide use. 

At the international level, many aspects of drug registration are covered by current WHO 
activities including the following: 
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Quality control specifications describe in analytical terms the requirements concerning 

the composition, potency and purity of pharmaceutical products. These specifications are 
included for many drugs into national or regional pharmacopoeias. International Specifications 
for the Quality Control of Pharmaceutical Preparations (The International Pharmacopoeia) are 

published by WHO and Chemical Reference Substances are distributed for the verification of the 
compliance of drugs to these specifications. 

The use of uniform nonproprietary names for pharmaceutical substances throughout the 
world is very important, not only for drug control but also for the prescribing physician. 
WHO is operating a programme for the selection of international nonproprietary names, having 
a world -wide impact. Over 3000 names have been published and approximately 200 new ones are 
added yearly. 

For pharmaceutical products having a critical therapeutic dose and a narrow safety margin, 
the "bioavailability" of the product needs to be determined. The reason is that even minor 
changes in manufacturing procedures may alter the rate and extent to which the active 
ingredient(s) are absorbed from the pharmaceutical product into the body or site of action. 
Two products are "bioequivalent" when they provide the same concentration of therapeutically 
active ingredients when administered in the same dose. Therapeutic failures or inadvertent 
poisonings may occur when patients are prescribed products which are not "bioequivalent" and 
the drug has a critical therapeutic dose. Such differences have been observed not only for 

products made by different manufacturers, but also among different batches made by the same 
manufacturer. These problems have been reviewed by a WHO Scientific Group (Wld 11th Org. 
techn. Rep. Ser., No. 536). 

Principles and methods for the evaluation of safety and efficacy of drugs have been 

outlined by WHO Scientific Groups convened over the past years in accordance with relevant 

resolutions of the World Health Assembly. Reports so far published deal with preclinical 

testing for general toxicity, teratogenicity, carcinogenicity, mutagenicity, the conduct of 

early human studies and clinical trials. In order to consider all aspects of the evaluation 

and testing of drugs in the light of increasing knowledge and to formulate proposals for 

present and future research, a Scientific Group on Guidelines for Evaluation of Drugs for Use 

in Man was convened in October 1974. The report1 of the group provides advice and recommenda- 

tions for the testing, evaluation and monitoring of drugs for use by drug evaluators and 

regulatory agencies. 

The WHO Certification Scheme for the Quality of Pharmaceutical Products Moving in 

International Commerce (see document A28/12) should be useful in providing information on the 

authorization for sale of an imported pharmaceutical product by the health authorities of 

the exporting country and on the control of the product as exercised by these authorities. 

More detailed information on the evaluation and the registration status of the product in 

other countries could be provided in the future through WHO if the International Information 

System on Drugs is implemented pursuant to resolution WНА26.30. 

11. LISTS OF ESSENTIAL DRUGS 

In order to make available to 

at reduced prices, some countries 

or to introduce a basic medicines 

the government or to a designated 

health services throughout the country high quality drugs 
have made a decision to compile a list of essential drugs 

scheme. In such countries, legislation gives authority to 

agency to draw up a restricted list of essential drugs 

available to the national health services. Although the same requirements for quality, safety 

and efficacy as those outlined for drug registration in the previous section are applicable, 

the procedure is different: the health authorities, instead of reviewing all drug applications 

submitted by the manufacturers, first decide which essential drugs referred to by generic or 

chemical names should be on the list and then invite manufacturers to bid for the supply of 

such drugs of the required quality. 

1 
Wld 11th Org. techn. Rep. Ser., 1975, No. 563. 
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The list of essential drugs should be based on the health needs of the country and on the 
structure and development of health services in urban and rural areas. The preparation and 
updating of the list requires advice from experts in public health, medicine, pharmacology, 
pharmacy and economics and is usually entrusted to a standing committee. In the least 
developed countries, the adoption of a list of essential drugs available to health services, 
together with the dissemination by the health authorities of adequate information on drug 
prophylaxis and therapy, including costs, is the best means of limiting the national 
expenditure on drugs and of improving drug use in health services. More sophisticated modes 
of drug treatment can be introduced progressively as socio- economic development leads to more 
advanced health services. 

For countries already having a local pharmaceutical production and large segments of the 

population with very low income, an interesting approach is the introduction of a Basic 
Medicines Scheme to complement the normal commercial drug market. From the public health 
point of view, such a Scheme is very important because it makes available throughout the 

country large quantities of the most essential pharmaceutical products - if possible the same 

products as those on sale commercially - but at significantly lower prices. In this case, 

the aim is to cover the needs of the poorest segment of the population, particularly in rural 
areas, which usually cannot afford the prices of pharmaceutical products on the normal com- 
mercial market. The lower price must not involve lowering the quality of the products, but 

can be achieved because the manufacturers have lower costs when they are assured of having 
longer production runs and defined payment schedules, and when they do not have marketing and 
distribution expenses. A committee reviews the bids and decides whether or not it believes 

that any manufacturer can supply the required quantity at the required quality, taking into 
account data on quality control, the reputation of the manufacturer and his experience in 
producing a particular product. As manufacturers are no longer responsible for the dissemi- 
nation of information on the products to the health professions, this information is 

disseminated by the health authorities for the basic medicines. 

In some developed countries there are also lists of drugs considered to be essential to 

national health services. The drug listed may be totally or partially paid for by national 
health insurance schemes and, therefore, these lists influence the choice of drugs without 

legislative intervention. Drug committees have been established in hospitals in many 

countries to select a limited number of drugs, usually a few hundred, for use in the hospital 

and to provide unbiased information on such drugs. 

12. MONITORING OF DRUGS 

All countries recognize the need for adequate monitoring of marketed drugs. This 

includes assessment of safety and efficacy in widespread use and assists in establishing the 

place of each drug in health care. The monitoring of drug utilization is also desirable to 

gain information on the use of drugs in relation to the real health needs. 

Because preclinical and clinical trials do not reveal the full range of human toxicity 

of any drug before marketing, the safe and efficacious use of drugs requires monitoring of 

different populations with varying disease patterns, receiving different drugs and serviced 

by different systems of health care. Collaboration between drug monitoring centres, either 

on a country -wide basis or by means of special centres through the international system, is 

therefore essential to provide research bodies, regulatory agencies, drug developers, the 

health professions and the public with the information they require. 

At present, effective drug monitoring systems are in operation in many developed countries 

but there is a great need to develop simplified procedures and promote this activity on a 

wider scale in developing countries. 
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The present systems in developed countries generate "елr1у warnings" and provide 

evaluated information on drug hazards which becomes availabi' to other countries by means of 
bilateral exchanges, in reports in the literature and through the WHO drug monitoring programme. 
This information is beneficial to all countries, whether or not they possess monitoring 
facilities, because information on drug reactions leads to improved recognition of drug hazards 
and raises standards in the selection of drugs needed for health care. 

In view of the high priority given to international assistance in promoting systems of 
evaluated and unbiased information on the safe use of drugs, particularly in developing 

countries, the WHO drug monitoring programme has directed its attention to (1) mobilizing 

information on suspected adverse reactions to drugs from available sources; (2) promoting 

the evaluation of potentially serious drug hazards through collaborating national and special 
centres; (3) disseminating information in suitable forms to Member States. 

However, as was stressed at a meeting on the role of national centres in international 
drug monitoring organized by WHO in September 1971,1 the effectiveness of the international 
system depends upon national efforts. It is likely that developing countries will be in a 

position to establish and maintain simplified procedures for drug monitoring in the foreseeable 
future; some of them already possess hospital centres including departments of clinical 
pharmacology for reference purposes. It is therefore essential, in order to meet the require- 
ments of drug safety, that evaluated information derived from existing national and special 
collaborating centres be made available to all Member States through the WHO drug monitoring 
programme. WHO assistance is also necessary to developing countries for the training of 
personnel for the evaluation, adaptation and use of available information on drugs. 

At its fifty -fifth session, the Executive Board considered a progress report by the 
Director -General on monitoring of adverse reactions to drugs.2 In resolution EВ55.R21, it 

recommended that the international system for monitoring adverse reactions to drugs should be 
further developed in order to adapt it to national efforts ensure the safest possible use 
of drugs. 

13. DRUG USE 

The cost of providing health services including drugs is increasing in most countries. 
In some European countries expenditure on drugs represents about 1% of the national gross 
product or 10 -15% of the total national health expenditure. Many governments have expressed 
concern over drug prices, the increasing number of drug prescriptions and the increasing demand 
of the public for medicines because these factors largely determine the national expenditure 
on drugs. The increase in demand for pharmaceutical products is due to increasing health 
awareness, the growing number of elderly people, the higher purchasing power and the extension 
of national health services. 

The major problems to be resolved are: 

1. Overprescribing of active drugs for trivial conditions: when an excessive number 
of patients are visiting outpatient clinics the physician's time per patient tends to be 
too brief and, because of uncertain diagnosis, drugs are prescribed unnecessarily, 
including polypharmacy. 

2. Underprescribing of valuable drugs: for example, it has been estimated in some 
countries that only 15% of hypertensive patients receive drugs for the control of high 
blood pressure and only a part of the diabetic population receives adequate drug treatment. 

1 Wld 11th Org. techn. Rep. Ser., 1972, No. 498. 
2 

Document ЕВ55 /WР/13. 
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3. Patient's attitude towards drugs: 

- Excessive demands for drugs to cure every ailment and abuse of self- medications 

are factors leading to overconsumption. 

- Poor communication between patients and health personnel, or confusion resulting 

from multiple drug prescription, may lead to the accumulation of unused pharma- 

ceutical preparations at home and, as a consequence, to a considerable waste of 
resources and danger of accidental poisoning or misuse of drugs. 

4. In the least developed countries, lack of essential drugs particularly at the peri- 
pheral level of health services. 

There are no simple solutions to these problems. In the long term, improved use of 
drugs will depend upon the joint efforts of the health authorities, the medical profession, 
the universities and the pharmaceutical industry in the following main areas: 

1. Improved education and training of physicians in clinical pharmacology at the under- 
graduate and postgraduate levels. Academic medicine has an important and hitherto 
inadequately fulfilled responsibility to ensure that physicians know which medicines to 
choose and how best to use them. It has been said in this connexion that medical students 
usually receive insufficient clinical pharmacological training in universities and once 

qualified they are overly dependent on, and influenced by, promotional efforts by the 
manufacturers. The marketing activities of the pharmaceutical industries are so 
successful in influencing drug use that the industry itself has an important social 
responsibility in ensuring that its marketing efforts are congruent with the public 
interests, and the health authorities should intervene whenever manufacturers do not 
meet their responsibilities. 

2. Education and training of auxiliary health personnel in the proper administration of 
drugs need more attention because these personnel are responsible either for supplying 
drugs to patients or for giving them instructions on how to take drugs according to the 
physician's prescription. 

3. Improved health education of the public is the only means to limit unreasonable 
demands for drugs and abuse of self-medication. 

4. In the least developed countries, the establishment of a list of essential drugs, 
the dissemination of adequate information on their use by the health authorities and 
the improvement of drug distribution to peripheral health centres is the best means of 
improving drug use in health services and of reducing unnecessary expenditure on drugs. 
In countries where traditional medicine is practised it is very important that public 
health services cooperate with the traditional healers. 

14. CONCLUSIONS 

This report provides an overall review of the main drug problems ranging from research, 
production and distribution of drugs to regulatory control and use of drugs in health care; 
it also provides suggestions for possible solutions stressing the need for a comprehensive 
approach to the whole drug sector through the development of national drug policies linking 
drug priorities with health priorities. 

Modern drugs are the end product of a complex technology; they have complicated and 
specific characteristics which are essential to meet health needs and require that they satisfy 
demanding requirements for quality, safety and efficacy. Many modern drugs make possible the 
successful prevention or treatment of serious diseases, but also pose problems of safe use and 
of possible adverse reactions. 
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With the increasing volume of international trade in pharmaceutical products, many drug 
problems are becoming of world -wide concern. To a substantial extent, trade of drugs re- 

presents exports from developed countries to less developed countries which are concerned 

about the high cost and sometimes the questionable quality of the drugs they are importing. 

Possible solutions to these problems are outlined in the report, e.g. the decision by the 

government to establish a list of drugs which are considered essential to meet the health needs 

of the country, the purchase of the required quantity of such drugs through a central agency 

and the implementation of the proposed WHO Certification Scheme on the Quality of Pharmaceutical 

Products Moving in International Commerce. 

In countries having reached a sufficient level of socio- economic development, it is 

essential that governments encourage local or regional pharmaceutical production whenever 

feasible and implement adequate legislation in order to ensure that manufacturing facilities 

and quality controls are at least equivalent to the WHO recommendations. WHO is collaborating 

with UNIDO in this respect. 

From the public health point of view, it is undesirable that an excessive number of 

pharmaceutical products, particularly identical products, are marketed. Appropriate regis- 

tration procedures may enable health authorities to be selective in the choice of drugs 

introduced on the market and to ensure that adequate information is provided to the health 

professions on the uses and prices of drugs. 

A. On the basis of the information contained in this report and of the discussions and 

decisions of the Executive Board, particularly resolution EB55.R21, the Organization's activi- 

ties on prophylactic and therapeutic substances will place particular emphasis on the following: 

(1) To assist countries in the further development and implementation of national 

policies and programmes in drug research, production, regulatory control, storage, 

distribution and the monitoring of drug utilization. 

(2) To assist countries in the procurement, at reasonable cost, of essential drugs 

of established quality for their national health care systems, particularly programmes 

for deprived populations such as primary health care services, and in the establishment 

of local or regional production of such drugs wherever feasible. 

(3) To assist countries in the education and training of scientific and technical 

manpower for drug research, evaluation, control and distribution and the improvement 

of education of the health professions and the public in the proper use of drugs. 

B. In addition to new emphasis being given to assisting countries in this programme area, 

activities of a world -wide character will be further developed to raise the standard of drugs 

and to secure the availability of safe and efficacious drugs. The main objectives are: 

(1) To establish and promote international standards for safe and effective 

prophylactic and therapeutic substances, together with guidelines for their evaluation, 

regulation and production control. 

(2) To develop and adapt the international exchange of information on drugs, including 

systems for monitoring of adverse reactions through coordination of national efforts, 

to ensure the safest possible use of drugs. 

(3) To promote international cooperation in the production and distribution of 

existing essential drugs, and in research on and development of new and more effective 

products, in response to world health needs, and particularly for the control of 

diseases prevalent in the developing countries. 


