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I. INTRODUCTION 

1. In resolution WHA37.33, the Thirty- seventh World Health Assembly requested the 
Director -General "to arrange in 1985 a meeting of experts of the concerned parties, including 
governments, pharmaceutical industries, and patients' and consumers' organizations, to 

discuss the means and methods of ensuring the rational use of drugs, in particular through 
improved knowledge and flow of information, and to discuss the role of marketing practices in 
this respect, especially in developing countries ". In response to that resolution the 
Director- General convened a Conference of Experts on the Rational Use of Drugs in Nairobi, 
Kenya, from 25 to 29 November 1985. The Conference was attended by 92 participants drawn 
from the parties concerned but appearing as individual experts and not as representatives of 
those parties. Opening addresses were made at a public ceremony by Mr P.C.J.O. Nyakiamo, 
Minister of Health of Kenya, and Dr H. Mahler, Director -General of WHO (see document А39/12 
Part III). 

II. INTRODUCTORY STATEMENT BY THE DIRECTOR -GENERAL 

2. The Conference then took place in closed session. Dr W. Koinange (Kenya) was 
unanimously elected Chairman of the Conference, Mr A. Grfmsson and Dr B. Westerholm 
moderators. More than 200 interventions were made by participants. At the first meeting the 
Director -General, in an introductory statement reminded participants that they were there as 
experts and not as representatives of any of the concerned parties. After describing the 
acrimonious atmosphere in which the Conference had been prepared, he said that its aim was to 
ensure that people, particularly in the developing countries, should have access to the drugs 
they need; it was not intended to be an international battleground in which the 
pharmaceutical industry and consumers were to vent their differences. He asked participants 
to consider the rational use of drugs particularly from the perspective of the situation in 
the developing countries, and of the underprivileged in the urban slums and the rural areas, 
and not to consider their problems in the perspective of those of the affluent countries and 
the urban élite of the developing countries. Describing the working papers, the 
Director -General pointed out that they contain many suggestions for making drug use more 
rational. Those suggestions, he proposed, should be the main focus of the Conference's 
discussions, and he begged participants to consider them seriously and with sincerity, 
leaving behind past quarrels and preconceived ideas and presenting proposals for improving 
the situation. Some proposals, he said, such as the assumption of greater responsibility by 
governments, are feasible; others, such as the assumption by WHO of supranational powers, 
are not. The full text of the Director -General's statement appears in document А39/12 
Part III. 

3. In the general discussion that followed the Director -General's statement, a participant 
suggested that the rational use of drugs should be taken to consist of appropriate 
prescribing, marketing, and use, in accordance with national regulations and practices, of 

drugs approved by national authorities on the ground of safety, quality, and efficacy, the 
existence of an effective infrastructure and of sufficient affordable drugs of quality to 
meet needs being implied. Another participant considered the rational use of drugs to form 
an essential element of primary health care. In the view of yet another, the irrational use 
of drugs arises from socioeconomic inequality; until such inequality is eliminated, the 
rational use of drugs cannot be achieved. A participant said that in his country the health 
programme had placed great emphasis on prevention and education; but mothers whose children 
suffer from malaria or diarrhoea are not interested in hearing about prevention, they want 
drugs to treat the children. Another participant thought that throughout the discussions the 
different stages of development in the developing countries should be borne in mind. 

4. The Conference decided to concentrate on a list of issues arising from the background 
documents. These include a numbér of national case studies (document А39/12 Part IV - 
WHO /CONRAD /WP/2.4.1 to 2.4.6 Rev.1), some of which were described by participants from the 
countries concerned. The discussions on these issues follow in particular the document 
entitled "The rational use of drugs: issues suggested for consideration" (document А39/12 
Part IV - W10 /CONRAD /WP /IC Rev.l). 

5. One participant strongly recommended identifying the respective responsibilities of 
concerned parties regarding each of the issues. She submitted specific proposals for these, 
and the matter was kept in mind throughout the proceedings. 
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III. NATIONAL DRUG POLICIES 

Nature and content 

6. It was generally agreed by the participants that countries, if they have not done so 

already, should formulate and implement a national policy for the rational use of drugs as 

part of their national health policy and their strategy for health for all by the year 2000. 
The view was expressed that such a policy follows logically on the essential drugs policy 
already adopted by WHO. A participant claimed that those few developing countries which have 
so far succeeded in achieving a rational use of drugs are those which have established a 

national drug policy. 

7. The aim of a national drug policy, it was held, is to ensure that drugs of acceptable 
quality, safety, and efficacy are available at affordable cost to all who need them where and 
when they need them, to combat the diseases prevalent in the country and to improve or 
maintain the health of its inhabitants. It was emphasized that such a national drug policy 
needs a political will on the part of governments, together with a strong commitment to 

formulating the policy and carrying it through, and governments would have to make sure that 
the resources are available to meet the need for drugs in the country. This requires the 
coordinated action of the sectors involved, such as planning, finance, industry, trade, 

communications, and education. Controls are required to exclude the marketing of 

pharmaceutical products of unacceptable quality, safety, and efficacy, and to ensure that 
promotion of those products meets ethical criteria. Thus, in order to develop a national 
drug policy and coordinate all the activities required for its implementation, a strong 
health infrastructure is needed. Such an infrastructure will vary according to the social 
and economic conditions of each individual country. Participants said that the policy must 
be linked with those conditions and that, if social justice is not actively sought, no 
national drug policy will succeed. Other participants felt that a national drug policy must 
cover traditional medicine, as well as scientific medicine, preventive medicine as well as 
curative medicine, and veterinary medicine too. It also needs the cooperation of both 
developed and developing countries and WHO. As regards the infrastructure, other 
participants stressed the need for a research infrastructure with adequate resources to deal 
with the changing patterns of disease and health care and social priorities in countries; in 
that respect mention was made of the emergence of AIDS as a major new medical problem calling 
for research, and other problems are sure to follow. 

8. It is necessary, it was held, in a national drug policy to identify the therapeutic 
needs of the country and to select the drugs and estimate the quantities required for each 
need. A drug supply system has to be set up, covering procurement, storage, inventory 
control, distribution, and training. Prescribers and consumers have to be educated to use 
the drugs properly. Quality control has to be ensured. Provision has to be made for 
monitoring adverse reactions. The technical and economic feasibility of formulating and 
producing drugs locally has to be considered. An appropriate information system has to be 
set up to provide objective information on drugs and ethical criteria for promoting drug use 
must be defined. Appropriate legislation has to be enacted. The manpower requirements for a 
national drug policy have to be estimated and personnel trained. And a financial master plan 
has to be drawn up. 

9. Many participants considered that, because of the excessively large number of drugs on 
the market in so many countries, a rational first step in a national drug policy is to reduce 
the number of drugs to the really essential ones, stopping the import or manufacture of those 
that do not really help the patient. Moreover, reduction of the number simplifies the task 
of drug regulatory authorities, provides economies, and makes it easier to teach prescribers 
to use drugs rationally. This view, however, was opposed by other participants on the ground 
that restriction of drugs already exists, in the sense that no individual prescriber or 
hospital uses more than a limited number of drugs that they themselves have selected; an 
argument that was countered by a participant who said that different hospitals and different 
prescribers have their own different lists of drugs and the sum total is excessive. For that 
participant treatment needs to be standardized so that hospitals and prescribers all use the 
same range of drugs. It was further argued against limitation that it deprives patients of 
the best possible treatment, prevents therapeutic progress, does not offer the cost savings 
claimed for it (since inadequately treated patients need lengthier treatment), is a major 
disincentive to pharmaceutical research, aid prevents the quite frequent and important 
discovery of new indications for existing drugs. Some participants felt that the limiting 
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factors should be the quality, safety, and efficacy of the drugs, freedom of choice being 
left to prescribers. The different views were brought up later in the Conference during the 
discussion on essential drugs programmes. 

10. At the international level, it was felt that WHO should disseminate guidelines on 
national drug policies. An outline of such guidelines was endorsed by the Thirty -fifth World 
Health Assembly and they have been further elaborated since; they should, it was felt, be 

brought up to date and dispatched to governments. It was also recommended that WHO should 
ensure the closer coordination of the work of the United Nations agencies in relation to drug 
policies: with UNICEF in drug procurement and prices and supplies, with UNCTAD in trade and 
technology aspects, with UNIDO in production, and with the United Nations Centre on 
Transnational Corporations (UNCTC) in the relationships between development and those 
corporations in the field of drugs. 

Legislation 

11. A national drug policy, it was agreed, finds expression in national legislation, which 
needs to be adapted to the circumstances of countries. Thus, as various participants pointed 
out, in some countries nurses or other community health workers would have to be authorized 
to prescribe aid dispense medicines because they are the only health workers in the area. 
There was general agreement that legislation should be developed within countries and that 
governments with existing legislation that have not already done so should review it and 
bring it up to date, taking into account the extent to which it can be enforced. WHO should, 
it was felt, disseminate information on national legislation and the WHO Certification Scheme 
on the Quality of Pharmaceutical Products Moving in International Commerce aid prepare 
monographs on specific issues. It should also prepare guiding principles in the form of 
points for consideration by governments when formulating drug legislation and, on request, 
provide guidance to countries in formulating, adapting, and updating legislation. One 
participant said that there is no difficulty in developing the necessary legislation in the 
developing countries; help could be given not only by WHO but also by countries that have a 
more developed legislation. Another participant doubted whether WHO should become involved 
in helping countries to formulate national drug legislation; the preparation of general 
guidelines is, he thought, a legitimate WHO activity, but to go beyond that may invite the 
suspicion that WHO is attempting to establish supranational control. The Director -General 
explained that to help governments to formulate legislation at their request falls squarely 
within the Organization's constitutional mandate, illustrating the application of 
collectively agreed policy to individual national policy. 

12. Much information is already available on drug legislation. Mention was made of the 

quarterly International Digest of Health Legislation, published by WHO, as a valuable source 
of information. Attention was also drawn to the working paper entitled "Review of national 
health legislation on drug marketing (document А39/12 Part IV - WHO /СONRAD /WP /2.2). It was 
stated that the Pan American Health Organization (PAHO) was making efforts to introduce 
uniform criteria in Latin America for drug legislation, information, and marketing, with a 
view to establishment by countries of an essential drugs programme and local manufacture of 

drugs. 

Drug regulatory authority 

13. It was considered that the first step in implementing a national drug policy is to set 
up a drug regulatory authority if one does not already exist, although one participant 
sounded a note of warning that this would give rise to an expensive and cumbersome 
bureaucracy; others refuted this contention. WHO should prepare guidelines on the minimum 
requirements for such an authority, it was suggested, along the lines of those it had 
prepared for national laboratories for quality control.' An expert committee could be 

convened to establish such minimum requirements. 

14. A participant expressed the view that the task of a drug regulatory authority should be 

limited to ensuring the quality, safety, and efficacy of drugs, the stress in countries being 
placed on the education of prescribers rather than on coercive measures. A number of 
participants warned of the danger of over -regulation, which might be counterproductive by 

1 WHO Technical Report Series, No. 704, 1984. 
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slowing down the supply of drugs. But other participants argued that, in view of the vast 

and in their opinion excessive number of drugs on the market, the authority should seek to 

limit the entry of drugs to essential drugs only and to encourage the local production of 
such drugs. It was advocated that drug regulatory authorities should meet regularly, in 
regions as happens in the Nordic countries, or in the International Conference of Drug 
Regulatory Authorities, which meets periodically. That conference, it was suggested, should 
meet more frequently and its members should keep in contact during the intervals between 
meetings; and more countries should become members because of the valuable exchange of 
information that takes place during the meetings. To attract more participants, it was 
suggested that part of the proceedings should be conducted at a less sophisticated level 

suitable for new regulatory authorities. A participant thought that a drug regulatory 

authority should consist of professionals from many disciplines with managerial skills and 
that, to avoid friction with government departments, it should also be in charge of drug 

management as a whole in countries. 

Drug information 

15. To achieve a rational use of drugs it is not enough to create a health infrastructure; 
the people most intimately concerned, the prescribers and consumers of drugs, must receive 
the information they need to use drugs rationally. How drug information can be made more 
objective and more accessible to prescribers and consumers was the subject of much discussion 
at the Conference. It was pointed out that a great deal of information already exists. In 

France a database has been established and provides physicians and pharmacists with 
information on 3000 pharmaceutical substances and 8000 brand products. In Italy the Ministry 
of Health produces a drug information bulletin distributed to physicians and pharmacists that 
contains monographs on drugs and advice on prescribing and utilization. In the United States 
of America, a drug bulletin is issued by the Food and Drug Administration, and a National 
Council on Patient Information and Education brings together representatives of the 

government, health organizations, the pharmaceutical industry, and consumer organizations 
and, inter alia, produces small cards that are distributed to employers and to employees with 
their pay checks and list questions patients should ask in relation to the drugs they take. 
PAHO is having the cards translated into Spanish for use in the education of health workers 
in Latin America. The drug regulatory authority in the United States sends information on 
its regulatory decisions to its sister authorities throughout the world. In Australia an 
adverse drug reaction bulletin informs doctors about reports of adverse reactions and 
receives information from them on such reactions. Other countries also produce and 
disseminate quantities of information, as do international organizations, including WHO. 

16. Nevertheless, it was pointed out, much of the information does not reach those for whom 
it is intended. One of the participants thought that if there is too much information, as in 
many developed countries, prescribers and consumers do not read it. Another said that 
information is all too often presented in an unpalatable and offputting style, a criticism 
that is also applicable to much of the information provided by WHO; if official and other 
sources of information were to take a leaf out of the pharmaceutical industry's book and 
present information in the glossy aid attractive way utilized for drug promotional material, 
the information would be more easily assimilated. It was observed by a participant that 
drugs and information together form an inseparable entity. Another recommended that 
information should precede the introduction of any drug on the market. A participant 
suggested that all information on drugs should be in a standardized form; as it is, it 
varies confusingly throughout the world. 

17. A suggestion was made that national consensus groups should be set up consisting of 
representatives of government, the pharmaceutical industry, the academic community, 
professional organizations, prescribers, and consumer associations, to monitor the 
information provided by governments, the industry, and the consumer associations. This 
suggestion was rejected by a number of participants as unworkable and as implying the 
surrender of government responsibility to outside groups; their preference was for 
monitoring by experts and decisions by government. Other participants, however, said that 
consensus groups of that kind function perfectly satisfactorily in their countries in an 
advisory capacity to the governments. This is so, for example, in Sri Lanka. In France 
groups with different sorts of participants reach consensus together. It was argued in 
favour of national consensus groups that they offer an opportunity to influential people not 
directly involved with drugs to learn about an important subject; moreover, those directly 
involved in the groups are much more committed to the concept of rational use. 
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18. It was felt that WHO should act as a clearing -house for information and take steps to 

see that it is properly circulated, as by reinforcing channels of communication with its 
Member States through its regional offices. 

19. There was general agreement on the value of national drug formularies or, at least, 

national drug data sheets. Some participants held that they should be prepared for essential 
drugs only, otherwise they merely encourage prescribers to prescribe inessential drugs. In 
some countries, it was pointed out, data sheets must be attached to the pharmaceutical 
industry's promotional material, to health service information bulletins, and to lists of 

drugs for which reimbursement of the cost is permitted. WHO, it was felt, should intensify 
its preparation and dissemination of data sheets for essential drugs for doctors, 
pharmacists, nurses, and non- professional health workers. It should also actively support 
governments in the preparation and bringing up to date of drug formularies and data sheets. 
One participant suggested that it should organize symposia and workshops to enable developing 
countries to become self -reliant in the production of data sheets. Governments should 
distribute formularies and data sheets free of cost, since if they have to be bought 
prescribers may not buy them. 

20. One participant placed the responsibility for clear and unbiased information on 
governments, the pharmaceutical industry, professional organizations, teaching institutions, 
the medical and pharmaceutical press, the mass media, and prescribers. The primary source of 
information, it was pointed out, is the industry, and in some countries its sales 
representatives are the only available source of information. Such a source, it was claimed, 
is inevitably biased, since the industry's aim is to sell its own products and sales 
representatives will not compare their own firm's products with those of other firms in any 
way that may indicate the possible superiority of the latter. In general, drug regulatory 
authorities require very detailed information on drugs before approving them for marketing, 
but only in a few countries do they consider the usefulness of the drug under consideration 
as compared with others in the same therapeutic category. It was suggested that governments 
and professional organizations and journals should make better use of their opportunities to 

disseminate complete and unbiased information on drugs, ensuring that the information 

conforms with approved product monographs and comes from reliable national or international 
sources. The information should also as far as possible contain a comparison of the drug's 
value with that of other drugs in the same therapeutic group, since what prescribers need is 

information on the best drug for a particular patient. They then need detailed information 
on how exactly to use the drug and with what precautions, and on what they should tell the 
patient about it. 

21. A participant said that in the United States of America a column in the Journal of the 

American Medical Association is devoted to information from the Food and Drug Administration, 
and other journals have asked the Administration for the same service. It was suggested that 
governments might help medical journals defray the cost of such a column, which would 
probably be widely read by prescribers, but care should be taken that financial support 

should not lead to undue government influence over the content. Another participant thought 
that all those providing information should look more at health problems and therapeutic 

groups than at individual drugs, placing emphasis on the evaluation of the groups and 

comparison of their member drugs so as to help regulatory authorities in their work and 

prescribers in the selection of the most suitable drug. A key element is post -marketing 
surveillance, the monitoring of the drugs on the market so that the authorities are informed 

of any untoward events associated with them. It was noted that there are, for example, 28 

regional drug monitoring centres in France from which prescribers can obtain information and 

to which they can send information about adverse reactions. 

22. A distinction was made between the information to be given to prescribers and that to be 
given to patients and the public. Doctors, the main but not the only prescribers, need 

detailed information to help them select from among various treatments, and use properly the 
drug selected; they therefore need information on efficacy, effectiveness, and medical 
indication - in other words, on whether the drug does what it is said to do, improves the 

patient's health, and is optimally effective in the given circumstances. Such information 

doctors can generally obtain from drug regulatory authorities, professional journals, drug 

bulletins, the publications of the industry, and so on. They are not told what they should 

say to patients, nor have they been trained in the art of explaining in simple language why 

they prescribe certain drugs, how the patients should take them, or what the effects of the 

drug are likely to be. Part of medical education, the Conference held, should be devoted to 
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that subject. A participant, returning to the question of the presentation of information to 

the doctor, said that it is much too frequently in small print and offputting in style, and 

given in great slabs. Ideally it should be given in small doses in drug bulletins or 

otherwise. The same participant mentioned a meeting held in Madrid in May 1985 that 

discussed the role of drug bulletins in the world and decided to form an international 

society of drug bulletins. Another suggestion was that editors of medical journals should be 

brought together to consider how best to publish objective information on drugs that would be 

read by prescribers. Yet another was that a panel of experts should review medical journals, 

provide recommendations on the publication of information on drugs, and perhaps too decide 

whether the information appearing in advertisements and elsewhere in journals complies with 

national legislation or the voluntary code on marketing practices of the International 

Federation of Pharmaceutical Manufacturers Associations (IFPMA). 

23. Some countries possess computerized drug information systems or other reference systems 

that are accessible to prescribers. That in France has been mentioned above. In Italy each 
drug dosage form has been codified and the code placed on a magnetic ticket attached to the 

drug package. When the drug is sold the ticket is read by a detector connected to a computer 

located in each health service centre. The network of computers provides a continuous flow 
of information on drug consumption by therapeutic group, geographical area, and individual 

doctor. Such a system enables the Ministry of Health to take appropriate action on drugs and 

so facilitate rational use. It was suggested by a participant that such a system need not 

necessarily be restricted to developed countries but, because of advances in technology and 

the falling cost of equipment, could be installed and operated in developing countries also. 

24. One of the observations made was that the information needed by prescribers varies 

according to the cultural conditions in countries. WHO should, it was felt, convene an 

expert committee to consider the kinds of information needed. It might also consider ways in 
which prescribers should communicate with patients in different circumstances. A participant 
noted that doctors, because of the information they receive and the gaps in their education, 

frequently show a predilection for brand names, a predilection that adds to the cost of 
drugs. It has been found in his country that a visit to the quality control laboratory 

convinces them that generic drugs are perfectly acceptable in the place of drugs with brand 
names, and much less expensive. A suggestion put forward was that WHO should devise a WHO 
label or symbol for generic drugs; such a label would carry as much prestige as a brand name. 

25. The Conference felt that pharmacists should assume a greater role in providing complete 

and unbiased information, but it was also stated that, because of the greater profit they 
make out of selling more expensive brand products, they tend to favour them rather than 
generic drugs, regardless of whether they are any better than cheaper ones. Also, for the 
same profit motive, it was held, they tend to sell over -the -counter drugs to the public 
rather than suggest that drug treatment is unnecessary. In this context it was noted that 
the sale of over -the -counter drugs is increasing rapidly in many countries and it was 
suggested that measures to control those drugs need to be studied. 

26. Participants considered that pharmacists should be educated to provide unbiased 
information, and it was suggested that they should be given financial incentives to 
counteract the temptation to profit -making. This suggestion met with opposition, on the 
ground that financial incentives would involve increased expenditure, which all countries, 
developed and developing alike, are seeking to curtail. Nor, it was said, is it easy to see 
how such an incentive system could work. 

27. Information to consumers, it was held, should be presented clearly and simply in the 
inserts in drug packages as well as in the instructions given to consumers by prescribers. 
The role of the mass media was discussed. Some participants advocated using them extensively 
to inform the public, one participant stressing the value of women's magazines for that 
purpose. It was also suggested that WHO should encourage and perhaps sponsor meetings with 
media representatives to study ways of presenting information to the public and to inculcate 
in the media a greater sense of responsibility for the information they publish. 

28. Other participants, however, felt that, because of the tendency of the mass media to 
distortion and sensationalism, they should be used as little as possible, if at all, and if 
used, used with caution and in cooperation with professional bodies to ensure that the 
information they provide is objective and free from exaggeration. A reference was made to a 
declaration by the International Pharmaceutical Federation in 1984 at Budapest that it is 
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necessary that information on drugs should be provided by professionals, not by people who 
are not in a position to furnish objective information. In that respect, a participant noted 
that medical and nursing associations do not communicate enough with the public and should do 
much more and be trained for that purpose. 

29. Among the other comments on information to the public, it was suggested that WHO should 
play a more active part in information to special groups such as the elderly and women (in 
relation to pregnancy and contraceptives). As part of its programme of health education it 
should provide information on measures for health promotion and disease prevention and on the 
uses as well as the limitations of drugs, in addition to specific information on particular 
drugs. Mothers in particular, it was held, should be encouraged to demand adequate standards 
of health care for their family. WHO should also, some participants said, lay stress on 
traditional medicines; but one participant, noting the rise of obscurantism in recent years 
in relation to health and "nature cures ", emphasized the need to ensure that traditional 
medicines are safe and effective. In relation to those suggestions, it was pointed out that 
WHO has a Special Programme of Research, Development and Research Training in Human 
Reproduction and a unit concerned solely with traditional medicine. A suggestion was that 
information and learning materials should be included in the UNICEF drug kits sent to 
countries, to provide health centre staff with information on the drugs contained in the kits 
and enable them to pass on the information to consumers and the public. 

30. Information on drugs, it was felt, should include indications, contraindications, 
dosage, adverse reactions, the long -term effects, and the reasons for withdrawals from the 
market. It was recommended that the national regulatory authorities should publish 
in extenso the reasons for regulatory decisions; designate a WHO liaison or information 
officer responsible for the transfer and utilization of information in accordance with the 
relevant World Health Assembly resolutions; ensure that WHO is notified of the withdrawal of 
drugs by manufacturers aid the reasons for the withdrawal; and, in compliance with United 
Nations General Assembly resolution 37/137, inform WHO inter alia about locally manufactured 
drugs that are available for export but have not been approved for the home market. WHO 
should ensure that developing countries have ready access to reliable information through the 
WHO Certification Scheme on the Quality of Pharmaceutical Products Moving in International 
Commerce and through the distribution of national compendia containing approved information 
on drugs to other regulatory authorities. The information should cover the uses and 
limitations of drugs and measures for disease prevention and health promotion as well as 
specific information on particular drugs. A participant recommended that national regulatory 
authorities should keep in direct touch with each other and supply each other with 
information on the decisions they take. 

31. The Conference considered that WHO should disseminate information more systematically. 
It should publish its Drug Information bulletin more frequently and include in it more 
detailed information on regulatory decisions in countries, on teaching and learning 
materials, and on the economic and financial aspects of drug regulation; and it should add 
book reviews and a question-and-answer section. One participant, citing the wide circulation 
and success of Dr David Werner's Where there is no doctor, maintained that an essential books 
list is as important for information as an essential drugs list is for drugs. Another 
stressed the need to provide information in the local language or languages. It was 
suggested that WHO should actively support countries that wish to draw up national 
formularies or national data sheets by producing monographs on selected therapeutic groups 
based on wide consultation; and it should organize meetings to seek agreement on important 

issues. International collaborative mechanisms, it was suggested, might provide national 
regulatory authorities possessing limited resources with an information base for drug 
assessment, thus releasing national resources for other purposes. But such collaboration, it 

was emphasized, should in no circumstances develop into supranational control of drugs. Many 
speakers voiced their approval of the biennial International Conference of Drug Regulatory 
Authorities as a source of information and a mechanism for bringing drug regulatory 

authorities together, and again expressed the wish that it should increase its membership and 
expand its agenda. The WHO designation of international nonproprietary names (INNs) was 

generally approved, and countries were urged to adopt them and reject applications for 

trademarks similar to INNs or for drugs without INNs. If brand -name drugs are accepted, it 

was suggested, the INN should be prominently displayed on the package. 

32. It was felt that WHO should continue to cooperate closely with the United Nations in the 
implementation of United Nations General Assembly resolution 37/137 concerning the 
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dissemination of information on drugs that have been banned, withdrawn, severely restricted 

or not approved by governments on grounds of safety. WHO is, according to that resolution, a 

lead agency. But it should not, participants considered, confine its role to that of a 

postbox; it should analyse and elaborate on the information received for the benefit of the 

countries to which it is circulated. 

33. A participant said that more knowledge is required of how decisions about drugs are made 
and on how information is assimilated. Research with a social science approach may produce 

results that will affect the information given to prescribers and consumers as well as the 
training of health workers. Thus it is not known why doctors prescribe as they do, how many 
drugs they use, how they respond to new information, why the public demands drugs, what 

effect drug advertising or the price of a drug has, or whether cultural attitudes play a part 
in drug consumption; and yet knowledge about such matters will affect not only information 

but also every aspect of drug management. Similarly, compliance with treatment is often very 
poor, but not enough is known about the reasons for non- compliance, although it may be 

damaging to the patient and expensive to the community. Equally poorly understood is the 
mystic significance that drugs have for many people, that desire to take medicine (a 

participant quoted from Sir William Osier) which is perhaps the greatest feature that 
distinguishes man from animals. 

34. Another participant, agreeing that non -compliance is widespread, said that a study 

published in Yugoslavia in 1985 attributes it in the first place to lack of knowledge and of 
proper information. The patient thinks that the doctor gives a prescription routinely, 

sometimes without a proper examination; the pharmacist fails to provide the instructions 
needed on the package; most patients stop taking the drug or drugs when they feel better, 

some try another doctor to see if he prescribes the same drugs; and so on. The study also 
notes the economic cost of non -compliance. It calls upon doctors and pharmacists to fulfil 
their responsibility for providing information to patients and recommends the inclusion of 
information on the utilization of drugs in health education and general educational 
programmes, with use of the mass media. 

35. A number of other points were raised in the Conference in relation to information. It 

was repeated that there is too much information on drugs in developed countries, with the 
result that prescribers tend to throw much or all of the material containing it, unread, into 
the waste -paper basket. At the same time there is too little information on people's health 
problems for which they may or may not need drugs. In the developing countries there is too 
little information on drugs, and too much of what there is is promotional and biased. 
Participants criticized the information received in countries, even from WHO, as inadequate 
and often not adapted to the circumstances in countries. A participant mentioned the problem 
of identifying foreign drugs and suggested that WHO should prepare a foreign drug dictionary 
for wide dissemination. Opinions were widespread that WHO should increase the number of 
expert committees, workshops, and seminars to produce guidelines on the many aspects of 
information and the teaching of the rational use of drugs. A participant thought that the 
number of issues raised even in regard to information is so great and their importance so 
manifest that it is desirable that WHO should follow up the Conference with others and a 
whole series of meetings, symposia, and publications to deal with them properly. Another 
participant considered that, if national regulatory authorities wish to compete seriously 
with the pharmaceutical industry in the field of information, governments must provide them 
with greater financial support, more facilities, and more personnel. 

IV. DRUG MARKETING 

Constituent elements 

36. Drug marketing is not synonymous with drug promotion but covers the whole range of 
activities from the manufacture or purchase of drugs to their consumption, including 
registration, quality and safety assurance, labelling, packaging, pricing, storage, 
distribution, and right to prescribe, as well as promotion. The Conference agreed that 
governments are responsible for ensuring that the drugs available in the country are of 
acceptable quality, safety, and efficacy and that for that purpose drug marketing needs to be 
regulated. Some participants maintained that the pharmaceutical industry's marketing 
practices, particularly its drug promotional activities, all too often lead to a demand for 
inessential drugs that do not meet health needs. A study in one country that was mentioned 
showed that a third of the drugs consumed - oral antibiotics, hormones, vitamins, analgesics, 
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tranquillizers, etc., many of which are habit -forming or create drug resistance - fall within 
the category of overconsumption and are promoted aggressively by the industry, bringing with 
them increased prices, over -prescription, and dependence on brand names. A participant 
suggested that, to expose the marketing methods employed by the pharmaceutical industry, WHO 
should buy large quantities of books such as Bitter pills by Melrose or Drug disinformation 
by Medawar and send them to the drug regulatory authorities in developing countries, who are 
ill acquainted with marketing practices. It was also suggested that WHO should produce clear 
guidelines on drug marketing, based on the principle that all drugs, both in the public and 
in the private sector, should have full regard for the needs of public health. A participant 
observed that UNCTAD, UNIDO, and UNCTC have all produced studies of marketing; their 
conclusions should have been reflected in the background papers of the Conference. 

37. It was agreed that an essential step in dealing with the marketing of drugs is to set up 
a drug registration system, and that countries unable to establish one immediately should at 
least start by devising simple administrative procedures to identify and list marketed drugs, 
with the intention of instituting proper drug registration as soon as possible. It was 
advocated that WHO should elaborate a basic multipurpose model for developing countries with 
limited capacity in this field, complementary to the WHO Certification Scheme for the Quality 
of Pharmaceutical Products Moving in International Commerce and providing for the 
identification of priority needs, the rationalization of procurement, quality assurance, and 
the establishment of information standards with which all promotional activities must 
comply. A participant suggested that WHO should produce a document containing points to 
consider in establishing a drug registration system and a list of references that would help 
developing countries. It was also suggested that WHO should produce monographs on specific 
marketing issues and, one participant thought, encourage governments to establish permanent 
technical committees on drug marketing. 

38. It was again urged that, at least in developing countries, the number of drugs allowed 
on the market should be restricted so as to simplify registration and other marketing 
activities. A participant opposing restriction cited the case of a contraceptive product 
developed in Japan in 1950, which had to face stiff competition from more than 40 other 
products with the same ingredients but different formulations and brand names. The 
competition involved the manufacturer in intensive research to improve the dosage and 
formulation and the compliance of patients, and it led to improvement of the product and a 
lower price. Now that product is the one in current use. 

39. It was generally felt that international norms for labelling deserve study by WHO to 
ensure that labels are both clear and comprehensive. A participant found it logical and 
desirable that drug packages should clearly identify the name of the drug, both brand and 
nonproprietary, the dosage form, the strength, and the route of administration. It should 
also identify the manufacturer, the batch number, and the date of expiry and provide storage 
instructions, since all that information is needed for those concerned with handling the 
package up to the moment when it is opened. It might also indicate clearly if the product is 
intended for free sale or for prescription only, as is indicated in Mexico by the use of 
coloured bands. But the situation is more complicated after the package is opened. If it is 

the patient who opens it he needs clear instructions on the dosage, quantity, aid frequency, 
on side effects, on whether the drug should be taken before or after food, and so on, and the 
instructions have to be understandable by a large number of patients whose educational 
standards vary considerably. If the pharmacist opens the package he needs more sophisticated 
information. The doctor needs still more detailed information but in many cases he does not 
even see the package. Another participant considered that it would be sufficient if WHO 
disseminated examples of acceptable labels, leaving countries to select those they 
preferred. Thus they would not spend scarce resources on the study of labels that could be 
better employed elsewhere. It was finally realized that practices vary so much from country 
to country that it is difficult to imagine any guidelines going beyond basic product 
description that would have universal applicability. Labels should therefore be adapted to a 
country's individual needs. 

Drug costs 

40. Expenditure on health, according to the World Bank, has either remained the same or 

declined in real terms in the past decade in the developing countries, and the Bank estimates 
that expenditure up to the year 2000 will be of the order of US$ 3 -4 per capita in the low 
income countries, of which 20 -25% will be for drugs. This implies an average per capita drug 
expenditure in these countries of the order of between 60 US cents and US$ 1. 
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41. Opinion was divided on the question of the cost of drugs. On the one hand, it was held 

that the research -based drug firms, which sell the majority of the drugs marketed in the 
world, fix exorbitant prices that bring them large profits and impose a heavy burden on 

health budgets, especially in the developing countries. On the other hand, it was argued 

that the cost of research and development for a new drug is so high that it must be reflected 
in the price. Some participants claimed that most research and development costs are for 
drugs that are of limited value to the developing countries, so that in paying high prices 
for drugs in general these countries are paying more than their due for research that mainly 
benefits the developed countries. Many of the drugs manufactured, it was also held, are 
little more than variants of drugs already in existence and, if not harmful, are certainly 
not essential; and vast sums are invested in product differentiation and in sales promotion 
through advertising, sales representatives, and incentives to prescribers, with a consequent 
effect on prices. A participant drew attention to the variation in prices for drugs, even in 
nearby countries; according to a UNCTC report entitled "Transnational corporations in the 

pharmaceutical industry in developing countries ", 1000 capsules of a drug in one Caribbean 
island cost US$ 106 and in a neighbouring island US$ 262. Such price discrepancies are 
widespread and inadmissible, he declared. 

42. Other participants maintained that drugs throughout this century have revolutionized the 

treatment of disease because of the research put into them. To reduce the price of drugs 
would be to reduce the amount of research carried out and put a brake on medical progress. 

43. It became clear during the discussion that not enough is known about how much money is 
required to develop and market a new drug or how pharmaceutical firms fix prices, and WHO was 
asked to study the subject. A participant described the favourable effect on prices of the 
system in Sweden whereby a government agency controls practically all the wholesale dealers 
and pharmacists in the country and negotiates prices with the pharmaceutical industry. In 
negotiating the price for variants of drugs it insists that it should be at least 10% less 
than that of products already on the market. In Sweden, too, the pharmacies are run on a 
non- profit -making basis. 

Local manufacture 

44. A number of participants considered that the cost of drugs should come within a 

comprehensive scheme for drug regulation that would limit the number of drugs imported or 
manufactured locally, the regulatory authority negotiating the price with the manufacturer. 
Because of the high cost of imported drugs, some saw the solution in local manufacture. It 
was agreed that, as well as providing employment, local manufacture would reduce the price of 
drugs and compel non -local manufacturers to reduce their prices too. A participant 
maintained that local manufacture is essential in all developing countries to ensure the 
rational use of drugs. Local manufacture, it was held, can concentrate on the drugs really 
needed in the country. Mention was made of oral rehydration salts in a Latin American 
country, which government laboratories manufacture because the pharmaceutical industry is not 
interested; with the paradoxical result that the poor in government hospitals are being 
successfully treated with oral salts while the rich in private hospitals are still receiving 
more expensive and less successful treatment by drip injection. 

45. Other participants pointed out that many if not most developing countries lack the 
manufacturing skill and facilities for producing drugs and would inevitably have to depend on 
imported raw materials and intermediate products that are themselves extremely expensive. It 
is therefore far from sure, they held, that locally manufactured drugs would be cheaper, 
especially as they would be required to meet competitors' standards for quality, safety, and 
efficacy and, unless advertising were controlled, the formidable promotional efforts of the 
pharmaceutical industry. In relation to the importation of raw materials and intermediate 
products, a participant claimed that they are in the hands of a cartel, have to be procured 
through brokers, and are correspondingly expensive. WHO could perhaps, this participant 
suggested, help countries that wished to embark on local manufacture to purchase raw 
materials and intermediate products directly from producers at a reasonable price. Another 
participant said that many developing countries do not have the foreign exchange to import 
all the drugs they need, but they have the potential to manufacture some of them and the raw 
materials as well, often derived from traditional herbal medicines; a programme is needed to 
enable such developing countries to use their own raw materials to produce the drugs they 
need. In that respect, a participant mentioned what appeared to him to be a propaganda 
offensive by the transnational pharmaceutical industry against local manufacture in an 
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African country that had recently become independent. Another participant warned against the 
assumption that local manufacture of drugs would solve all the problems of drugs in 
developing countries. In one large country in Asia, for example, the local drug production 
is enormous, yet there is a falling production of essential drugs and instead an increasing 
production, presumably for commercial reasons, of irrational combinations and useless drugs. 
Yet another participant stated that in most of the developing countries the full -scale 
manufacture of drugs will be out of the question for economic and technical reasons, and they 
will have to import the drugs they need. 

46. Nevertheless, the view was put forward again and again by some participants that 
developing countries must strive to attain self -reliance in drug production, self -reliance 
being a goal towards which both developed and developing countries strive. Only then, these 
participants maintained, can developing countries obtain the drugs they need and perhaps 
finance the research that is required for their individual circumstances. It was suggested 
that countries wishing to go ahead with the local production of drugs should, as advocated by 
the Thirty -fifth World Health Assembly, first carry out a study of its technical and economic 
feasibility and also look at the possibility of technical and economic cooperation with other 
developing countries. Bilateral or multilateral agreements with other countries should also 
be encouraged. 

47. It was pointed out that for some six years a working group in UNIDO has been collecting 
data on the possibility of local drug production. A participant expressed the hope that 
countries embarking on such local production should make sure that the manufacturers produce 
the drugs really required. WHO, it was held, should provide support for the preparation of 
lists of drugs suitable for local manufacture and for calculation of the amounts required. 
It should also, one participant thought, promote single -ingredient drugs instead of 
multiple -ingredient drugs, most of whose extra ingredients add nothing to their safety and 
efficacy. 

Tenders 

48. If drugs have to be imported - aid it was pointed out that all countries, both developed 
and developing, import drugs - how can they be imported at the lowest possible price, at 
least for the public sector? A suggestion that met with considerable support was that 
countries should make greater use of international open tender, preferably as part of a 

national essential drugs programme. A participant wondered whether an international drugs 
market might be established, along the lines of the commodities markets in London and 
elsewhere. Another suggested that WHO should act as a broker for its Member States. It was 
pointed out, however, that many developing countries lack the information that would enable 
them to estimate the quantities of drugs required for a specific period, the funds to pay for 
bulk quantities, and the storage space to keep them for any length of time. Some countries, 
it was observed, have to make emergency imports of drugs because they have not the currency 
to pay for large quantities or underestimate the demand; and the price is disproportionately 
high. Developing countries are also often compelled to accept tenders from developed 
countries because those countries provide credit; developing countries from which they could 
obtain the drugs on possibly more advantageous terms cannot provide the credit and so their 
tender is rejected. Again, a condition of technical assistance provided by some countries 
that export drugs is that the importing country should buy the drugs they want from them; 
this prevents the importing countries from taking advantage of lower terms quoted elsewhere. 
Another criticism of the tender system was that local agents of the successful tenderer, even 
if they do nothing, receive a commission, which adds to the price of the drugs. 

49. It was pointed out that the tenderers too sometimes have grievances. Some countries do 
not give the manufacturers sufficient advance notice, and a company cannot, for example, hold 
100 million tablets of chloroquine on the off chance that a country may wish to purchase them 
and the company win the tender. Some countries have also cancelled tenders abruptly, leaving 
the manufacturers with uncovered losses. 

50. A participant raised the question of the lack of foreign exchange to import drugs that 
is so often a major problem in developing countries. Hidden costs in risk premiums may 
affect the drug prices quoted, since suppliers may charge for the delay if they have to wait 
a long time for payment and are unwilling to accept payment in the local currency. WHO and 
UNICEF have looked for ways of initially financing a revolving fund to solve that problem, 
but for a revolving fund to be self -sustaining the country must be able to forecast drug 
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consumption, eliminate leakages of stock through pilferage and otherwise - which amounts to 
as much as 40% in some countries, according to the World Bank - and collect the sums paid for 

the drugs, no easy task in many developing countries whose administrations are weak. They 
must also be able to convert the local currency into foreign currency and augment the fund 

when required to cover delays and defaults and meet an increased demand for drugs. A 

revolving fund established and guaranteed by WHO, UNICEF, or the World Bank might reduce the 
risk premiums and so the cost of imported drugs. Such a fund should preferably be set up for 
a group of countries, thus making it more likely that the foreign currency will be 

available; and part or all of the disbursement might be taken in local currency by, say, WHO 
or UNICEF. 

51. It was generally agreed that, whether a revolving fund is established or not, groups of 

developing countries uniting to invite tenders would have the effect of bringing down the 
price for individual countries. It was also clear to the Conference that developing 
countries need to know more about tendering and marketing rules and practices and about 
methods of estimating needs and obtaining funds for the purchase of drugs. Essential drugs 
are basically generic drugs, and the international generic drugs market is highly 
competitive. Developing countries have not been able to take advantage of that market, not 

only for the reasons given but also because they have been unable to identify substitutes and 
alternatives if they lack the funds for first -choice drugs. In that respect INNs have been 

of invaluable help. They also lack market knowledge - how to run tenders, how to procure 
drugs at reasonable prices, how to expand traditional supply services, where to find credit 
terms and so on. WHO and other international organizations such as the World Bank, it was 
felt, have an important role to play in informing developing countries about such methods and 
practices, as well as about current prices of drugs and price trends, and countries should 

call upon their services more frequently. It was pointed out that UNICEF publishes drug 
prices, dispatches drug kits of essential drugs under a neutral label, and on request 
suggests sources and examines export guarantees and other financial options. 

Charging for drugs 

52. The question of levying a charge for drugs was considered by the Conference. Many 

countries supply drugs free of charge for the public health sector. Some doubt was expressed 
about the desirability of this practice, on the ground that something given for nothing tends 
to be undervalued, the patient is likely to be more careless about using it properly, and 
since it is free there may be an inflated demand for it. A charge based on the ability of 
people to pay, it was argued, would help towards financing the cost of drugs and perhaps of 
the health services, and it was maintained by one participant that even a symbolic charge 
would impress people with the need to use drugs carefully. 

53. A number of methods of recovering the whole or part of the cost of drugs were mentioned, 
such as differential pricing with two- or three -tiered price mechanisms, charges for all 
drugs except those needed for severe and chronic diseases, charges for all but essential 
drugs, and various kinds of reimbursement. Participants pointed out, however, that in many 
countries political considerations make it difficult or impossible to levy a charge on drugs 
if previously they have been free of cost, even if the economic situation makes it 
desirable. The solution to that problem, according to another participant, is to begin with 
a very small charge, justifying it by some small improvement in the health service or a new 
programme. The paradoxical effect of subsidizing prices in one African country was noted by 
a participant; bringing the price of drugs within the range the population could afford has 
increased the demand to such an extent that the authorities are criticized even by people who 
previously could not afford any drugs at all, because there are not enough drugs to satisfy 
the new demand. Mention was made of a system in the Gambia, where the village health 
services are given a three -month supply of drugs free of charge and they regenerate the funds 
required to replenish the stócks by selling the drugs and using other sources. Another 
participant said that the recovery of cost from the poor should not become another way of 
subsidizing the rich. 

54. It was recommended that WHO should prepare a study of cost recovery and of other methods 
of helping developing countries to meet the cost of drugs. A meeting of experts might be 
convened for that purpose. 
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Prescribing and selling 

55. The right to prescribe, distribute, and sell drugs depends, the Conference agreed, on a 
country's circumstances, and prescribers are of key importance. In many if not most 
developing countries qualified medical practitioners are rarely to be found in the rural 
areas; pharmacists, nurses, and other health personnel therefore have to be authorized to 
prescribe and dispense, perhaps from a short list of the drugs available where they work. 
Similarly, in remote areas where there are no pharmacies it may be necessary to permit 
village shops or cooperatives, possibly under the guidance of the local health centre, to 

sell drugs. Here again, it was pointed out, there is the danger that, if there is no limited 
list of essential drugs, the shopkeeper will offer for preference to his client heavily 
promoted brand products because the profit margin is greater. 

56. Governments should also, it was felt, establish lists of drugs authorized for sale over 
the counter and specify those persons, if any, other than pharmacists who should be 
authorized to sell them. The need for this step is the more urgent, it was pointed-out, 

because sales of over -the -counter drugs are increasing enormously throughout the world. It 
should however be borne in mind, a participant said, that there is lost effort in authorizing 
health personnel or others to prescribe aid training them to prescribe properly if the drugs 
are not available, as they often are not. 

Drug promotion 

57. The role of sales representatives was viewed differently by different participants. 
Some regard them as aggressive promoters of the products of their firm, making unscrupulous 
use of free samples and other inducements to cajole prescribers into accepting drugs about 
whose comparative value they know nothing. The use of the free samples that sales 
representatives distribute liberally was objected to, on the ground that some prescribers 
sell them to add to their income, some give them to patients who later cannot continue with 
them because the drug is not generally available or is too expensive, and some throw them 
away. One participant spoke of doctors in some developing countries setting up practice with 
free samples as their stock in trade, while pharmacy graduates opening shop in the same area 
have to fall back on the sale of cosmetics because the doctors dispense the drugs. The net 
result in all cases is to add to the price of the drugs, with no corresponding benefit to the 
consumers. 

58. Other participants saw the sales representatives as valuable counsellors to prescribers, 
providing them with person -to- person information on new drugs and receiving in return 
information on side effects and adverse reactions that benefits the manufacturers, the 

consumers, and the community. Their role is of special importance, it was said, in countries 
where there is a dearth of information about drugs. 

59. Many participants were opposed to the retention of sales representatives in countries. 

If they are retained, they held, they should be properly qualified and properly trained and 

their activities should be strictly regulated. A participant said that in the Federal 
Republic of Germany sales representatives, if they are not doctors, dentists, veterinarians, 
or pharmacists, receive 1000 hours of training in the relevant fields and have to undergo a 
state examination before they can practise. In his view they are therefore particularly 
qualified to advise about drugs. 

60. The participants considered in general that there should be ethical criteria for 
advertising drugs along the lines of those laid down in resolution WHA21.41 of the 

Twenty -first World Health Assembly. The criteria should include the obligation to use for 
both prescription and over -the -counter drugs only such information as is approved by the 
national regulatory authorities; restriction of the advertising of prescription drugs to 

professional journals; and punishment for non -compliance with the criteria, as for example 

revocation of the licence to market a drug or drugs. According to one participant the 
regulation of advertising and other forms of drug promotion should form part of national 
legislation on drugs or, if that is not feasible, of agreements with the pharmaceutical 
industry, health professionals, patients, and consumers. Another participant saw drug 
promotion by advertising and other means as coming entirely within the process of drug 
registration, subject therefore to the control of the drug registration authorities. 
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61. Doubt was expressed about the desirability of using the mass media for advertising 

drugs. It was said that such advertisement encourages the public to indulge in 

self -medication, which is already too widely spread, especially in many countries where 

people can obtain any drug they want in pharmacies or shops. A participant expressed the 

view that the excessive volume of drug advertising is attributable to the excessive number of 

drugs on the market; reduce the number of drugs and the amount of advertising will 

automatically diminish. If the mass media are used, participants suggested, advertising 

should not be permitted for prescription drugs, for the treatment of conditions that can only 
be treated by a doctor, or in a form that may cause fear or distress, that claims 

infallibility, or that suggests that the drug is recommended by the medical profession. A 

participant felt that drug advertising should be limited to press releases by the health 
authorities drawing the attention of the public to the dangers of self -medication and 
overconsumption and the risks of and contraindications to drugs. 

62. The major responsibility for ensuring that ethical criteria for advertising are 

observed, it was held, lies with the pharmaceutical industry. The IFPMA voluntary code of 

marketing practices lays down that pharmaceutical products should have full regard to the 

needs of public health, base claims on valid scientific evidence, and provide scientific 
information with scrupulous regard for the truth. It has failed in these aims, it was 

claimed, since thousands of drugs are found in the market that do not meet the criteria laid 

down; and the third International Conference of Drug Regulatory Authorities had looked at 

the IFPMA code and had come to the conclusion that it has not been effective. It was pointed 
out that legislation or a voluntary code that stipulates, for example, that the INN should be 

recorded on a package could hardly be said to be observed if the brand name is in huge 
letters and the. INN barely visible. A participant also pointed out other grave drawbacks in 
the IFPMA code: it does not apply to over -the -counter drugs, there are no sanctions and no 
monitoring, and the member associations cover only 50 countries, as against WHO's 166 Member 
States. 

63. The IFPMA code was defended by other participants, who pointed out that the member 

companies belonging to the 50 member associations mentioned cover about 80% of the world 
pharmaceutical market and that the code's provisions bear a marked resemblance to those of 
resolution WHA21.41. A breach of the code when committed is referred to a national member 
association, which takes it up with the chief executive of the company accused of the 

breach. Some member associations have brought independent advisers into the review 
procedure. Within IFPMA the final say lies with the president's committee, which consists of 
the president and vice -presidents and will be reinforced by three independent advisers. In 
the view of some participants, voluntary regulation is more reliable, more effective, and 
cheaper than external regulation. 

64. Whatever the value of the pharmaceutical industry's voluntary code, it was considered 
that governments should ensure that the industry fulfils its responsibilities, that the 
health profession should insist on properly screened information, and that the public should 
report infringements. WHO should bring up to date and expand the advertising criteria 
approved by the World Health Assembly in 1968 so that they can be adapted to present 
conditions. A participant urged governments to enact legislation on all forms of drug 
promotion and recommended that WHO should prepare guidelines for such legislation, guidelines 
that would carry the moral force associated with WHO. WHO should also call upon the industry 
to withdraw from the market products that do not meet adequate standards of safety and 
efficacy or may have harmful effects on patients or epidemiologically. In addition, it was 
stated, the WHO health technology assessment programme should be correspondingly 
strengthened, with special emphasis on the situation in the developing countries. 

65. If advertising and sales promotion are not regulated by legislation, some participants 
thought, they should be regulated by voluntary agreements or arrangements between all the 
parties concerned, including consumers. In such systems panels of experts should screen drug 
advertisements, as they do in some countries, and the use of INNs should be encouraged since, 
as a participant pointed out, they introduce much- needed clarity into drug nomenclature. 

Prescribing practices 

66. Several participants stated that prescribing practices, as studies have shown for many 
countries, are frequently illogical, irrational, even dangerous. Many prescriptions are 
inappropriate, many are given unnecessarily, many contain too many drugs, prescription drugs 
are bought over the counter without a prescription, and patients who cannot afford to buy all 
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the drugs prescribed buy a proportion only, indicating a failure on the part of the 
prescriber as well as on that of the consumer. Doctors are often confronted with a demand by 
the patient for a specific drug, and to keep the patient and safeguard their living they are 
compelled to comply with the demand, regardless of the value of the drug for the patient's 
condition. In the developing countries, too, doctors often do not have the diagnostic 
facilities to diagnose the disease from which their patients suffer, and health staff 
authorized to prescribe are insufficiently informed to make the diagnosis; they consequently 
in both cases prescribe a number of different drugs on the same prescription form in the hope 
that one will be effective, but with little awareness of the effect on the patient of the 
combination. Indeed, one participant suggested that adverse reactions are often not 
drug -induced but doctor -induced or pharmacist -induced. 

67. In the light of such practices, which were described by a number of participants, it was 
observed that few if any prescribers in the course of their education have received 
instruction on prescribing practices and, because they do not themselves in general pay for 
the drugs they prescribe, they are poorly informed about either the effect of the cost of the 
drug on the patient aid on treatment or the economic effect in the community. It was 
consequently considered desirable that doctors and other prescribers should be instructed 
during their training on good prescribing practices and receive continuing education through 
refresher courses or otherwise. Prescribers should also, it was felt, particularly outside 
hospitals, be provided with trustworthy information on therapeutic indications and on the 
selection of drugs from within the same therapeutic category. Mention was made of hospital 
drug committees that meet monthly or more frequently in Malaysia, with all heads of services 
present aid the hospital pharmacists as secretary, to discuss proper drug management. 

68. Some participants argued that, if prescribing is limited to essential drugs, the task of 
the prescriber will be easier, the cost to the community less, and prescribers less exposed 
to the promotional activities of the pharmaceutical industry and its sales representatives. 
The first step in controlling prescribing practices is therefore to establish a limited list 
of essential drugs. 

69. Since better information admittedly does not necessarily ensure better prescribing, it 
was considered that governments and professional organizations should take steps to ensure 
that prescribers meet acceptable prescribing standards. WHO should therefore produce 
guidelines on rational prescribing for selected therapeutic groups such as antibiotics. One 
participant noted that WHO programmes such as those in diarrhoeal diseases and acute 
respiratory infections help to rationalize prescribing practices and should be developed and 
given wide publicity. 

70. In the field of prescribing practice, as in the field of drug consumption by patients, 
more research was seen to be needed. The Conference recommended that field research should 
be carried out in different settings in both developed and developing countries. WHO should 
analyse the results of such research and make them widely known in its Member States. 

Distribution system 

71. The Conference acknowledged that the distribution of drugs in the developing countries 
is often defective, the drugs being available in the urban areas or, rather, in the 
prosperous parts of the urban areas and absent or little available in the rural areas and 
urban slums. When available, drugs tend to be concentrated in the hospitals and are not 
distributed to the health centres and village dispensaries; or, because of the ignorance or 
inefficiency of the distributors, the wrong drugs are dispatched to the peripheral areas and 
there kept till expiry and destroyed, while elsewhere where they are needed they are in short 
supply or lacking. It was agreed that the first step in creating a good distribution system 
is to decide what drugs are needed, estimate the quantities required for all sectors of the 
population, and determine where they should go. The Conference was informed of the work of 
UNIPAC, the division of UNICEF that prepares sealed drug kits for dispatch to the health 
centres in developing countries, and participants had the opportunity to observe for 
themselves how a system of sealed drug kits works in Kenya, generally abolishing pilferage 
and bypassing the hospitals. Attention was also drawn to the case studies on drug control 
and distribution in Bangladesh, Hungary, Kenya, Mexico, Norway, and the United Kingdom of 
Great Britain and Northern Ireland (document А39/12 Part IV - WHO /CONRAD /WP /2.4.1 to 

2.4.6 Rev.1), and some of them were explained by participants from the countries concerned. 

A participant described the system in the Gambia, where the Government, in collaboration with 
a few United States pharmaceutical firms, reviewed and overhauled the entire drug supply 
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system from procurement, tendering, storage, distribution, and sale to stock level 

accounting. This participant maintained that the system has been put in difficulty by the 

attitude of a number of doctors, who not only prescribe but also sell drugs and form a 

powerful lobby. In that country too foreign exchange is in short supply, and the Government 

has had to base its orders for drugs not on the needs of the country but on the foreign 

currency available. 

72. Participants considered that developing countries should when necessary take steps to 

improve physical conditions for the importation, storage, inventory control, and distribution 

of drugs, providing storage warehouses, controlling distribution through authorized sources, 

putting an end to or reducing pilfering (as by the sealed kit system), and reducing spoilage, 

for example by speeding up customs clearance, ensuring proper transport conditions, and 

seeing that pharmacies and other drug outlets store drugs properly. Other steps recommended, 

depending on the circumstancès, were direct distribution from central warehouses to community 

health centres, appropriate use of middlemen, both public and private, and the creation of 
adequate logistic and information systems incorporating an information feedback on the 

quantities of drugs required and the stocks remaining. One participant expressed the view 

that the main problem in developing countries is logistics, the effective distribution of 

drugs to where they are needed, and in solving that problem the pharmaceutical industry, on 

the basis of its extensive knowledge of the difficulties, would be prepared to help 

developing countries by providing training for the personnel needed. 

73. There was general agreement in the Conference that a responsible person with the 

necessary managerial capacity should be in charge of storage and distribution, one 

participant going further and suggesting that the whole field of drug regulation and 

distribution should be under one managership. Another participant noted that those in charge 

of distribution are often not but should be properly remunerated, their responsibilities 

being as a rule far greater than those of most health professionals. WHO could help with 

training in the managerial skills required, it was suggested, and provide governments with 

information on experience in other countries, cooperating with them on request in introducing 
the necessary measures. A participant described the situation in Malaysia, where there is 

inventory control by computerization over central and regional medical stores providing 
information on drug stocks, drug utilization, and drug requirements. Other participants 

considered computerization to be now within the technical and financial reach of most 
developing countries. 

V. NATIONAL ESSENTIAL DRUGS PROGRAMMES 

74. The majority of the participants accepted the concept of national essential drugs 

programmes adapted to conditions and disease patterns within the countries. Some 

participants, however, considered that if such programmes entailed limitation of the number 

of drugs, that might endanger research on and the development of the new drugs needed in the 
world, and others again maintained that differential pricing, subsidies, and other measures 

could achieve the aims of such a programme without entailing a ban on other drugs. 

75. A participant made a distinction between an essential drugs programme and limitation of 
drugs; an essential drugs programme is of obvious value, but exclusion of other drugs 
stifles competition, and competition lowers prices. Moreover, it was added, if in an 
essential drugs programme reliance is placed on a single antibiotic, say, or a single type of 
antibiotic, resistance to that antibiotic or type of antibiotic may be expected shortly to 
follow; any essential drugs programme must make allowance for such an eventuality. A 
reference was made to the EEC directive on the rationalizing of drug use in the European 
Community, under which a review carried out in Italy of the drugs on the market had resulted 
in the reduction of the number registered from 20 000 in 1973 to 6000 in 1985, although no 
essential drugs programme has been introduced. Similar reviews are under way in other EEC 
countries. 

76. A participant described the situation in Norway (document А39/12 Part IV - 
WНO/СONRАD/WР/2.4.5), an affluent country that introduced a "need" clause in its legislation 
some 50 years ago and reduced the number of drugs on the market in that country to less than 
2000 without detriment to the health of the country. The concept of need, the participant 
claimed, is not based in Norway on economic necessity but on the ground that it enables 
prescribers to have a thorough knowledge of the drugs that are available, pharmacists to have 
their shelves uncluttered with unneeded preparations, and governments to conserve foreign 
currency. 
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77. It was maintained by another participant that the need clause in Norway is largely 
bypassed by doctors, who apply in large numbers for permission to use unregistered drugs; 
but figures were cited for 1984 to show that there were only some 18 000 such applications as 
against 30 -40 million prescriptions, and of the 18 000 two -thirds or so were for herbal or 
other preparations of no scientifically proved value, 3000 -4000 for drugs in the process of 
registration such as cyclosporin, and 2000 -3000 only for a wide variety of drugs registered 
in other countries, many of which were for patients whose treatment had started abroad. 

78. The need clause gave rise to considerable discussion. It was pointed out that in 
Denmark, a neighbouring country, such a clause has been found unnecessary because asking the 
manufacturers questions about indications and the rationale for the drugs they wish to have 
registered frequently leads them to withdraw their applications. In Sweden, another 
participant said, the association of general practitioners has established a limited list of 
drugs for primary health care, a system that has the advantage of involving prescribers at 
the community level and is preferable to one imposed from above. The view was also 
propounded that the therapeutic value of a new drug cannot be adequately judged without 
practical experience, whereas the concept of need mistakenly implies that it is possible to 
reach a definitive judgement on the drug before it is introduced on the market and that no 
future therapeutic benefit will occur. Moreover, according to this view, in relation to 
decisions that such and such drugs are needed, it has to be borne in mind that committees are 
far from infallible, and their decisions not infrequently wrong. To provide optimum 
treatment doctors therefore need to have a broad range of drugs at their disposal. 

79. Many participants nevertheless felt strongly that governments, particularly in the 

developing countries, should institute limited lists of drugs; indeed, the need to do so was 
expressed constantly by these participants throughout the discussions. Within the national 
list of essential drugs sublists could be prepared for the various levels of the health 
system, starting at the primary heath care level and rising through the various referral 
levels. Support was voiced for the views expressed by the WHO expert committees on the 
selection and use of essential drugs and for the WHO Action Programme on Essential Drugs and 
Vaccines. Participants suggested that governments should take steps to persuade health 
workers and the public of the value of essential drugs programmes and seek the cooperation of 
professional organizations and teaching institutions in carrying them out. WHO should 
promote such programmes more vigorously and help governments to implement them, and bilateral 
agencies should increase their support for them as part of the developing countries' 
strategies for health for all through primary health care. Because of its unique position, a 
participant maintained, WHO should urge countries not to look at the health of their 
inhabitants solely in terms of drug treatment; there are alternative ways of dealing with 
health problems, such as environmental sanitation and nutrition, and they too need to be 
utilized. 

80. A participant thought that an important part of an essential drugs programme should be 
the provision of prescribing information and the instruction of prescribers on how to use 
essential drugs. Another held that such a programme should be made to apply to both the 
private and the public sector, since applying it only to the latter would inevitably doom it 

to failure. Yet another considered that a holistic approach is needed; it is not enough to 
institute an essential drugs programme, the programme must be accompanied by a strong drug 
control system and local manufacture of the essential drugs. It was also held that, given 
the demographic situation in the world today, a necessary concomitant of an essential drugs 
list is an essential contraceptives list. A participant expressed his approval of the 

presence of a placebo in the WHO model list of essential drugs,1 since it recognizes both 
the widespread need of people to have a medicine of some kind and the value of the placebo 
response. 

81. A number of dissenting opinions were expressed. A participant disagreed with the whole 

concept of an essential drugs programme. In his country, he said, drugs were in the past 

severely restricted in number and the policy failed; now there is a free system and it works 

better. He added that most doctors prescribe a limited number of drugs anyhow and that 

educating them to keep prescribing within limits and providing them with balanced and 
unbiased information is preferable to restricting the number of drugs. Another participant 

thought that governments should aim at providing low -cost generic drugs for the majority of 

1 WHO Technical Report Series, No. 722, 1985. 



А39/12 Part II 

page 19 

the population but should permit those who can afford them to buy innovative drugs, which are 

the essential drugs of tomorrow. Yet another participant feared that an essential drugs 

programme would amount to the promotion of drugs as the solution to health and social 

problems; it can form only a small part of the efforts to solve those problems, and its 

impact should be assessed before it is widely extended. A participant pointed out that two 

major United Nations conventions, the 1961 Single Convention on Narcotic Drugs and the 1971 

Convention on Psychotropic Substances, include a number of drugs that appear in the WHO model 

list of essential drugs. He thought that WHO should add information on the joint activities 

of the United Nations and WHO in relation to those drugs to the background documentation. 

82. The view was expressed that the pharmaceutical industry should mass -produce essential 

drugs and sell them to developing countries at a price those countries can afford. As 

incentives to the industry to do so, it was suggested, governments should consider measures 

favouring such action, for example exemption from import duties, relief on turnover taxes, 

and price discrimination in relation to the essential drugs. It was, however, pointed out 

that, whatever governments or pharmaceutical industries do, many governments in developing 

countries will lack the funds to finance the import of even a limited number of essential 

drugs, and it was again recommended that WHO and other international organizations should 

help them in their foreign exchange problems. 

83. A participant described the role of UNICEF as a partner in the WHO Action Programme on 

Essential Drugs and Vaccines. As mentioned before, through UNIPAC, UNICEF's packing and 

assembly centre in Denmark, it supplies essential drugs and vaccines of good quality and 

modest cost to developing countries. In 1985 it supplied about US$ 35 million worth of such 

drugs and vaccines, nearly double the amount it had supplied two years earlier. The drugs 

and vaccines were purchased through an international public tendering system that has 

succeeded in lowering the price by nearly 50% in the past five years. UNICEF publishes the 

prices it pays for the drugs so that governments in developing countries can compare them 

with what they themselves pay, and on request suggests sources of supply for essential 

drugs. It ensures the quality of essential drugs by working closely with WHO, following the 

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

Commerce and arranging for independent quality analysis of batches of drugs purchased in 
support of the Action Programme. It has aligned its inventory to correspond with the model 
list of essential drugs and has agreed to stock for rapid delivery any essential drug for 
which there is a demand. It has increased the stock of essential drugs in its Copenhagen 
warehouse from a value of US$ 5 million to US$ 10 million. It supplies the drugs under a 
neutral label. In addition to its regular reimbursement procurement procedures, UNICEF is 

examining the possibility of export credit guarantees; it now accepts letters of credit; 

and it hopes to set up a revolving fund,1 with a view to providing developing countries 
with a range of financial options. 

VI. RESEARCH 

84. The establishment of an essential drugs programme, it was recognized, does not obviate 

the necessity for research into new drugs, particularly into the many tropical diseases for 
which drug treatment needs to be improved. One participant claimed that most of the research 
carried out by the pharmaceutical industry is on diseases in the developed countries, not in 
the developing countries where the need is greatest. Another maintained, however, that the 

pattern of disease is changing in the developing countries and coming to resemble that in the 
developed countries, in relation for example to cancer and cardiovascular diseases. It was 

also pointed out that in many developed countries a substantial amount of research is carried 
out in institutions and universities, but research discoveries need to be transformed into 
commercial products and the pharmaceutical industry has the major role to play in and a 

responsibility for such a transformation. 

85. Only a fraction of the amount spent on research by the pharmaceutical industry, some 
participants contended, actually goes on research; by far the greatest amount goes on 
promotion, and much of what is spent on research is on frivolous matters like changing the 
colour of tablets or the mixture of ingredients, or even the name of the product. One 
participant stated that in general a quarter of the costs of research and development go to 
the creation of new active principles, half to developing those principles into a 

1 See document ЕВ75 /1985 /REC /1, Annex 8. 
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pharmaceutical product and preparing the data for registration, and the rest to marketing. 
Several participants urged the pharmaceutical industry to lift the veil of secrecy on its 
operations and costs, which give rise to perhaps distorted views about them. 

86. Noting that WHO funds research through voluntary contributions in, among other things, 
tropical diseases aid human reproduction, in which drugs play an important part, participants 
considered that more needs to be done in other priority health fields, though not necessarily 
through WHO. It was nevertheless recommended by some participants that WHO should seek to 
increase research on drugs needed for treatment, especially in developing countries, and 
incorporate drug assessment in health technology assessment, applying the same methodology. 
A participant suggested that research might be funded by selling drugs at a high price in 
developed countries while selling them cheaply in developing countries. Another suggestion 
was that research should not be limited to new drugs only but should cover all aspects of 
drug management and marketing such as prescribing, cultural attitudes, and clinical trials. 
Field research was advocated, especially in developing countries, to ascertain whether drugs 
are cost -effective, since the aspect of cost -effectiveness is poorly understood, even for 
essential drugs; and the research should be extended to traditional remedies and veterinary 
medicine. It was also thought that the introduction of essential drugs programmes would 
provide an admirable opportunity to conduct research on the limited number of drugs in use - 
clinical research perhaps, or research on the balance between the beneficial and adverse 
effects of the drugs. 

87. A suggestion was made that the pharmaceutical industry might be encouraged to invest 
more in research if the patent life of new drugs was extended. That suggestion was opposed 
by a participant who considered that the intellectual property system under which patents are 
subsumed should not be regarded as sacrosanct but should be changed to meet a country's 
needs. Another participant found that view inacceptable; at meetings of the World 
Intellectual Property Organization representatives of developing countries as much as those 
of developed countries have recognized the importance of protecting creative work and the 
investments of people attempting to develop new technology. 

88. A participant pointed out that progress in pharmaceutical research is rarely achieved by 
a major breakthrough; rather, it occurs through marginal but significant advances that 
cumulatively improve the quality of the treatment available to the patient. The clinical 
status of a new drug often takes years to determine, and restrictions at the moment of its 
launching may inhibit the development of knowledge about its therapeutic usefulness. Placing 
limits on new drugs entering the market introduces further uncertainty into the already 
uncertain research and development process, a process that in general only the pharmaceutical 
industry has been prepared to embark upon because of the expense and risks involved. 

VII. WHO CERTIFICATION SCHEME 

89. There was general agreement that the WHO Certification Scheme on the Quality of 
Pharmaceutical Products Moving in International Commerce is an efficient and low -cost 
mechanism for ensuring the quality of drugs that importing countries receive (document А39/12 
Part IV - WHO /СONRAD /WP /2.6). It was felt, however, that it should be extended to include 
product information approved in the country of origin, as recommended by the Third 

International Conference of Drug Regulatory Authorities (1984). It was also considered that, 
as the Scheme covers finished products only, raw materials and unfinished products should be 
added. Again as recommended by the Third International Conference of Drug Regulatory 
Authorities, it should contain more systematic exchange of information on formal reviews of 
marketed products by national authorities and periodic status reports on categories of drugs 
reviewed by such authorities and those pending for assessment, negative information being as 
important as positive. More countries should be encouraged to take part in the Scheme, since 
important drug -exporting countries such as China, the German Democratic Republic, and the 
USSR are missing. 

90. A participant, while agreeing that the Certification Scheme helps in ensuring the safety 
and efficacy of drugs, considered that it is less effective in relation to their quality. 
For that purpose some form of inspection is needed to make sure that good manufacturing 
practices are followed throughout the process of production and final quality control of 
finished batches. Another participant suggested that every certificate issued by an 

exporting country should contain the name of the country or countries for which it is 

intended. This will make it easy for the exporting country to get in touch with the 

importing country if the drug is found to have undesirable side effects; and the importing 
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country can make the information less one -sided by informing the exporting country of quality 

or other defects. It was observed that in Denmark only 1% of the approximately 5000 

certificates issued annually by the Danish National Board of Health are of the WHO kind, the 

reason being that the importing countries specify the standards and do not call for a WHO 

certificate. WHO should try to persuade countries to ask for the WHO certificate. Another 

suggestion made was that national regulatory authorities of exporting and importing countries 

should correspond direct, without using the drug manufacturers as intermediaries. A 
participant described the new information exchange programme in the United States, which 

deals with drug approvals, withdrawals, etc. The Food and Drug Administration in that 
country is prepared to furnish information on an ad hoc basis to all requesting it. 

91. All these recommendations would involve considerable changes in the Scheme, and it was 

recommended that WHO should convene a group of experts to study them. WHO should also 
consider arranging regional meetings of drug regulatory authorities to discuss ways of 
implementing the Scheme more effectively and study other aspects of drug policy. 

VIII. QUALITY CONTROL 

92. The Conference considered that developing countries should investigate the possibility 

of setting up a small national quality control laboratory where none exists at present, 

following the recommendations of the WHO Expert Committee on Specifications for 

Pharmaceutical Preparations.1 Such a laboratory, a participant said, should exercise 

quality control not only over drugs imported into the country but also over drugs 
manufactured locally, since in many countries quality control over local drugs is 

inadequate. Another participant noted that according to official sources, one drug in five 
of locally manufactured drugs in one developing country with a large production capacity is 
substandard, according to unofficial sources more. In that country there are only three 
quality control laboratories but 43 000 drugs, and the problem of excluding drugs that do not 
meet quality standards is of major importance. It was observed by a participant that adverse 
reactions to drugs are often not caused by the active ingredients in the drugs but by defects 
in their quality; hence an additional need for effective quality control. 

93. To meet the cost of setting up a quality control laboratory, it was suggested that a 

portion of WHO's programme budget allocation in the country concerned might be utilized, one 
participant advocating that WHO's financial support should be proportionate to the 
government's investment in quality control. It was recommended that developing countries 
should seek to increase their own technical cooperation, those with larger laboratories 

perhaps providing services and helping those with smaller or no laboratories regionally and 
subregionally; and that WHO and other international organizations should furnish guidance 
and help. In that respect, a participant said that in the United States of America the Food 
and Drug Administration provides training in quality control for foreign government personnel 
in its own laboratories and, in association with a local university, has established a 
five -week course in quality control, the first of which begins in May 1986. The grant of 
fellowships for these courses is under discussion with WHO. Another participant said that 
comprehensive courses on quality control are given in Japan to drug regulatory personnel from 
Asian countries, fellowships being awarded for the purpose. Yet another participant said 
that since 1979 IFPMA has provided training in quality control to personnel from developing 
countries; so far 51 persons have been trained. 

94. The Conference considered that governments should take the action necessary to prevent 
drug counterfeiting, which was characterized by several participants as a criminal act that 
all drug regulatory authorities must try to combat. One participant expressed the view that 
drug counterfeiting would stop if the prices of drugs were brought down, since only expensive 
drugs are counterfeited. It was recommended that WHO, with other international and 
nongovernmental organizationh, should study the feasibility of setting up a clearing -house to 
collect data and inform governments about the nature and extent of counterfeiting. 

IX. EDUCATION AND TRAINING 

95. The Conference agreed unanimously that education and training are required for all 
concerned with drug prescribing, regulation, and marketing, as well as for consumers. Health 
professionals need to be trained as educators so that they can communicate with patients and 

1 WHO Technical Report Series, No. 704, 1984. 
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miss nq opportunity of educating them in the proper use of drugs and awareness of the 
dangers, for example, of uninformed self- medication. They also should learn to judge the 
risks of drugs against their benefits and drug treatment of disease as against other forms of 
treatment. Health care professionals, it was stated, have traditionally been poorly educated 
for such purposes, one of the reasons being the inadequate development of clinical 
pharmacology, which spans the gap between basic pharmacology and therapeutics. Undergraduate 
education on drug treatment should be centred around the teaching of clinical pharmacology. 
Because of the shortage of clinical pharmacologists the same gap exists in postgraduate 
education and is partly filled - perhaps to too great an extent, a participant commented - by 
the pharmaceutical industry. In that respect a participant mentioned conservatism in 
universities and other teaching institutions and suggested that an important step for WHO 
would be to organize workshops for deans of medical and other relevant faculties so as to 
make them aware of their role in the teaching of clinical pharmacology. Another participant 
thought that teachers in such institutions should not be allowed to engage in private 
practice, so that their impartiality in relation to certain drugs is not endangered. It was 
suggested that education of health professionals on drug matters should be intensified at the 
undergraduate level, be an important subject of the qualifying examinations, and form a part 
of continuing education throughout their professional career. An essential step is to 
improve the teaching of clinical pharmacology, which, it was stated, has been neglected in 
the medical curriculum. 

96. Another vital part of education is in management; participants returned time and again 
to the need, especially in developing countries, for personnel with managerial skills and 
economic knowledge to administer the country's drug supply and control system. Drug 
regulation, quality control, information, economics, the concept of essential drugs, and the 
assessment of health care technology, including drugs, were among other subjects in which it 
was felt that education and training were insufficient and needed expanding; again it was 
said that education in the art of communicating with people has been badly neglected. A 
participant spoke of the need for WHO and other organizations to sponsor courses on teaching 
skills for teachers of clinical medicine, pharmacology, nursing, and other subjects because 
all too often they lack such skills and communicate ineffectively with their students. It 
was also suggested that ministries of health should institute a programme of continuing 
education for prescribers and coordinate to that end the efforts of medical and 
pharmaceutical associations and the academic community. Participants called for research on 
new training approaches such as the preparation of learning materials to be included, for 
example, in the drug kits dispatched by UNIPAC. A reference was made to the United Kingdom 
diploma in pharmaceutical medicine and to Australian prescriber, a bulletin produced by an 
independent group of professors of medicine, pharmacologists, and others but funded by the 
Australian Government, which provides a kind of continuing education on drugs for medical 
practitioners, dentists, pharmacists, and undergraduates. Other countries might consider 
following that example. 

97. It was recommended that WHO should provide fellowships for training in the subjects 
mentioned, convene meetings of experts to give guidance on the content and methods, hold 
seminars and workshops, and encourage bilateral and other training schemes. Mention was made 
of tripartite seminars in which representatives of government, the academic community, and 
the pharmaceutical industry take part; of regional approaches; of the designation of 
undergraduate and postgraduate centres; of the preparation of appropriate training 
curricula; of the creation and dissemination of teaching and learning materials; of the 
establishment of guidelines on a variety of subjects; of the institution of correspondence 
courses; aid of the distribution of essential books. In all those matters, many 
participants stated, WHO has a major part to play in stimulating and coordinating education 
and training efforts. 

98. One of the suggestions made was that, because education and training have an important 
institution -strengthening and research -capacity -strengthening component, WHO should launch an 
action programme on training in the rational use of drugs related to a programme on health 
technology assessment. Such an action programme should provide training in drug regulation, 
quality control, and post -marketing surveillance, encourage governments to train adequate 
numbers of clinical pharmacologists, particularly those concerned with primary health care, 
offer teaching by correspondence for essential drugs programmes, train people from developing 
countries as clinical pharmacologists, develop learning materials for doctors, pharmacists, 
and other health workers and the public as well as for the mass media and for distribution 
with drug kits, and sponsor the distribution of essential books. A participant stressed the 
need for training programmes for pharmacists, who are of key importance in some countries in 
the rational use of drugs; nurses were also mentioned in this context. 
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99: The education of consumers was regarded as equally important. It should, it was 

stressed, seek to make consumers aware that health is their personal responsibility, that a 

single report on a drug may not be a true analysis of the situation, that drugs play only a 
limited part in the maintenance of health and the cure of disease, and that self -medication 
has its dangers. It should also acquaint consumers with their rights in relation to doctors 
and other health care providers and hospitals and instruct them on the questions they should 
ask as patients. The education of consumers, it was maintained, should lie in the hands not 
only of health professionals but also of schoolteachers, consumer associations, and parents. 

Consumers should also, it was suggested, be sensitized to information- assessment mechanisms, 
perhaps by exposing them to the preparation of drug information bulletins and involving them 
in the preparation of popular information on health matters in general and drugs in 
particular. 

X. RESPONSIBILITIES 

100. In his closing address, (document А39/12 Part I), the Director- General summed up the 
issues debated at the Conference, the proceedings and the potential implications for WHO's 
programme. He listed the responsibilities of the parties concerned that were identified 
during the Conference as follows. 

101. Governments: to establish a national drug policy; to institute or reinforce essential 
drugs programmes and take steps to convince health personnel and the public of their 
usefulness; to ensure the objectivity and completeness of drug information in the country; 
to ensure relevant, good -quality information to the public on health matters, including 
drugs; to set up or strengthen drug regulatory authorities so as to ensure adequate 
registration of drugs of acceptable quality, safety, and efficacy; to safeguard the 
international nonproprietary names of drugs; to ensure improved training of health workers 

in health care, including drug therapy; to take steps to ensure that drugs cost as little as 
possible but are yet of acceptable quality and constantly available; to make more use of 

open competitive tenders for generic drugs so as to reduce costs in developing countries; to 

study methods of cost recovery; to decide who shall have the right to prescribe, distribute, 
and sell drugs; to establish lists of drugs permitted for sale over the counter; to 
establish ethical criteria for drug advertising and supervise compliance with them; to enact 
appropriate drug legislation and take action to enforce it; to adopt measures to improve 
prescribing practices; to improve distribution systems as required; and to study the 
technical and economic feasibility and extent of local drug production where it does not 
exist or exists only to a limited extent. 

102. The pharmaceutical industry: to provide complete and unbiased information on 

pharmaceutical products to governments, prescribers, and consumers; to observe good 
manufacturing practices; to comply with established drug promotional criteria and avoid 

double standards in different countries; to respond to the need of developing countries for 
low -cost drugs of acceptable quality; and to develop badly -needed new drugs in neglected 
fields, particularly to solve the health problems of developing countries. 

103. Prescribers: to prescribe rationally in conformity with health, social, and economic 

criteria; to provide appropriate information on health care in general and drug therapy in 
particular to patients and the public at large (a responsibility that dispensing pharmacists 
also have); and to insist on being provided with truthful and complete information only. 

104. Universities and other teaching institutions and professional nongovernmental 
organizations: to improve the training of the different categories of health workers in the 

rational use of drugs through appropriate curricula and modern educational technology; to 

introduce the concept of essential drugs in the training of health personnel; to provide 

continuing education for health workers; to ensure that symposia on drugs comply with 
acceptable educational norms; and to provide general education on proper health care and 
drug therapy to those not training as health workers. 

105. The public, patients, and consumer associations: to seek to improve the relevance and 

quality of information to the public; to share responsibility with governments and 
nongovernmental organizations for the education of consumers on drug matters; to maintain 
vigilance and demand compliance with established criteria for drug advertising, drawing the 
attention of the health authorities to suspected infringements; and to support essential 
drugs programmes. 
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106. The mass media: to provide balanced information on health subjects, including drug 

therapy; to share in education of the public on the proper use of drugs; and to give 
favourable publicity to those complying with ethical criteria for drug advertising and 
unfavourable publicity to those not complying. 

107. WHO: to prepare guidelines for national drug policies; to accelerate the promotion of 
national essential drugs programmes; to support countries in carrying out technical and 
economic feasibility studies on local drug production; to provide complete and unbiased 
information on drugs at the international level, as by issuing model data sheets and 
formularies on drugs in the WHO model list of essential drugs, extending the scope of the 
Drug Information bulletin and publishing it more frequently, and producing monographs on 
selected drug issues; to make learning materials available so as to improve the training of 
health workers in the rational use of drugs and to help countries to use them; to reinforce 
national drug regulation, as by providing relevant information to countries, coordinating 
bilateral support for the strengthening of national drug regulatory mechanisms and 
facilitating the training required; to enlarge the WHO Certification Scheme on the Quality 
of Pharmaceutical Products Moving in International Commerce; to issue guidelines on minimum 
requirements for drug regulation; to expand the work of the International Conference of Drug 
Regulatory Authorities (ICDRA); together with UNICEF and possibly the World Bank, to support 
developing countries in procuring drugs internationally at the lowest possible cost; to 

define ethical criteria for drug promotion; to provide governments with information on drug 
legislation and help them on request to formulate such legislation; to stimulate technical 
and socioeconomic research on drugs and drug practices and publish the results; to fulfil 
the role of lead agency in the implementation of United Nations General Assembly resolution 
37/137 with regard to the dissemination of information on drugs that have been banned, 
withdrawn, severely restricted, or not approved by governments on grounds of safety; and, 
with other appropriate bodies, to study ways of providing information to combat 
counterfeiting, which should be considered a criminal offence. 

XI. WHO REVISED DRUG STRATEGY. 

108. In closing, the Director -General presented a succinct outline of a revised drug strategy 
for WHO that he intended to elaborate further and place before the World Health Assembly. 
That strategy now appears as document А39/13. 


