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TENTH MEETING 

Wednesday, 16 May 1984, at 14h30 

Chairman : Mr R. EDWARDS (Canada) 

1. ACTION PROGRAMME ON ESSENTIAL DRUGS AND VACCINES: Item 22 of the Agenda (Resolutions 
WНАЭ5.27 and ЕВ73.R15; Document ЕВ73 /1984 /RЕС /1, Annex 7) (continued) 

Mr VAIDYANATHAN (India) said that the objective of a national drug policy was to make 
available to the population drugs of the right kind, the right quality, in the required 
quantity, at the desired time and at reasonable prices. There must be an adequate 
infrastructure and adequate facilities to ensure that that objective could be met. For 
instance, there must be a mechanism to assess what drugs were needed, the quantities, and the 
time at which they would be required. There must also be a regulatory mechanism - including 
an adequately staffed and equipped inspectorate and quality control laboratories - to ensure 
drug quality, so that people could be certain that they did not consume substandard drugs. 
In order to ensure the timely and adequate supply of drugs, Member States should develop 
their own manufacturing capabilities so as not to be entirely dependent on imports. Price 
regulation could best be ensured by governments: if indigenous manufacture was in the 
private sector, the government could determine drug prices in such a way that profit margins 
were fixed at a reasonable level; if it was in the public sector, the government could 
directly establish prices at levels which would serve the best interest of consumers. 

The guidelines laid down in resolutions WHA28.66 and WHА31.32'were adequate but the 
Ad Hoc Committee's report indicated that not all Member States had formulated drug policies; 
his delegation therefore supported the Board's recommendation that they should be encouraged 
to introduce and implement drug policies in accordance with the Health Assembly's resolutions. 

In the late 1940s his Government had enacted a Drugs and Cosmetics Act which provided 
the legal framework for implementation of the national drug policy. Under that Act the Drug 
Controllers of India and of its component states were vested with powers to license the 
import, manufacture tad use of specific drugs. The programme of indigenous manufacture was 
the responsibility of the Ministry of Chemicals, and the Ministry Health was responsible 
for drug quality control. There was also a competent government department to examine 
costing and determine the price of drugs. 

His Government had taken a policy decision to ban drugs considered injurious or harmful, 
and had indeed banned a number of such drugs. It had also decided that single -ingredient 
drugs should be marketed under generic, not trade names. Some affected parties had, however, 
appealed to the Court against that decision, and the verdict was still awaited. 

Aware of the need for technical cooperation among developing countries, India had helped 
other developing countries to build their own capabilities. Details of its training 
facilities had been circulated to the WHO Regional Office for South -East Asia and to the 
Members of `the Region and approximately US$ 500 000 had been earmarked for training 
purposes. ,India had also supplied medicines to certain developing countries which had been 

unable to obtain them on the open market at affordable prices. Its capacity, however, was 
not unlimited; 'his delegation therefore urged the developed countries to assume greater 

responsibilitу'f helping the less developed countries, and suggested that at future 
sessions of the Health Assembly the developed countries should be called upon to indicate 
what they had already done and what they proposed to do in the future in that regard. The 
Health Assembly might also consider the possibility of compiling details of the help afforded 
by the developed countries, for circulation to Member States. 

It was important that full information on drugs should be disseminated to all Member 
States in order to enable them to decide, in the light of their own requirements, which drugs 
they needed, which drugs had to be imported and which could be manufactured indigenously. In 

that connection, he welcomed the WHO quarterly bulletin, Drug Information. The Indian 
delegation also appreciated the initiative taken by UNIDO to prepare project profiles for the 

benefit of developing countries.. 

The rational use of drugs and' the` availability of essential drugs'at affordable`priсев 

could be ensured provided all Member States took concerted action along the lines suggested 
by the Health Assembly. 

Professor ВENНASSINE (Algeria) said that the Action Programme'had'resulted in a general 

awareness, at the medical, economic, management and educational levels of the importance of 
the problem of essential drugs. The success of the programme was such that in time its scope 

would certainly be expanded. 
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Regarding the future perspective of the programme, as outlined in paragraphs 148 to 150 
of the Ad Hoc Committee's report, the question arose whether aid, however generous, was 
always the best form of assistance. Needs were created, but their future satisfaction was 
not guaranteed. In toe opinion of his delegation the best form of assistance was that which, 
in cases where the necessary will and means existed, promoted the transfer of technology for 
the production of essential drugs. The projects prepared by UNIDO on the subject were 
realistic because they were to be implemented in stages: first, the formulation and 
packaging of products imported in bulk; then, the manufacture of drugs using natural 
resources; and, finally, the production of °rugs by synthesis or fermentation. WHO could 
further increase its cooperation with UNIDO in that sector. 

It was interesting to note the increase in the use of generic drugs, the efficacy of 
which had generally been proved, and the cost of which was usually lower for consumers in 
both developing and developed countries. Nevertheless, generic drugs were often spurned by 
both doctors and patients, in favour of "innovations" often of little therapeutic value, 
promoted by advertising campaigns which sometimes increased the price of the product by as 
much as 15 %. Paradoxically, that meant that the consumer financed the "barrier" between him 
and cheaper products. That was especially true in many Third World countries which had no 
official structure for the medical information of doctors. That function was therefore 
performed by the pharmaceutical industry which, in many cases, had called into question 
national nomenclatures based on the international non- proprietary names. Even in developed 
countries competition was so fierce that powerful pharmaceutical companies hart been obliged 
to stop the manufacture of generic drugs. Thus the action taken by certain WHO Regional 
Offices to circulate objective information on drugs to doctors and pharmacists was excellent, 
and should be encouraged. 

Greater emphasis should be placed on the question of morality in the marketing of 
drugs. In that connection, his delegation appreciated the attitude of the Parliamentary 
Assembly of the Council of Europe which, in September 1983, had invited the governments of 
European countries to lend their full political support to the development of an effective 
code of practice for the marketing of pharmaceuticals. WHO could not remain indifferent to 
that initiative, which reflected the concern of both consumers and governments with the 
question of essential drugs. Consumers were disturbed by prescription abuse and by the fact 
that drugs which had been proved to be harmful and had therefore been banned in some 
countries were freely available in others. Governments for their part were concerned because 
they were anxious to protect the health of their populations and to curb the rising cost of 
drugs. 

However, it was not merely through objective information or a code for the marketing of 
pharmaceuticals that a rational use of drugs would be achieved. WHO must also take into 
consideration the need to improve training in clinical pharmacology for those issuing 
prescriptions, and the need to increase public awareness of the question of drugs in general 
and the dangers of self- medication in particular. 

The rational use of drugs was a complicated matter which must be dealt with in a global 
manner within a framework of constructive discussion between all competent parties 
concerned. That was the aim of the sponsors of the draft resolution on the rational use of 
drugs, who wanted to ensure that all would have access to effective care at a reasonable 
price. 

Dr HYZLER (United Kingdom of Great Britain and Northern Ireland) said that the progress 
made in the relatively short time since the launching of the Action Programme was a source of 
satisfaction. The examples of activities undertaken at various levels demonstrated the 
effect the programme was having in stimulating original ideas, encouraging individual and 
cooperative initiatives, and developing practical ways of achieving its central objective. 
The examples showed, moreover, that rational drug policies attracted a wide measure of 
support. Most encouraging of all was the evidence of the greater acceptance the programme 
was gaining in many countries and the trust, good will and cooperation that was growing up 
amongst those who had key roles to play if the programme was to be successfully implemented. 

There were, however, still problems to be overcome. At its seventy -third session the 
Executive Board had highlighted some of the more pressing problems and drawn attention to the 
need for greater efforts to help Member States develop expertise in drug management; to 
improve the quality and flow of information; to refine methods for estimating drug 
requirements; to develop better prescribing and dispensing practices; and to encourage 
wider participation in the certification and adverse monitoring schemes. 

The Ad Hoc Committee's report gave examples of ways in which the programme was being 
supported. His Government, for instance, offered training facilities to health workers from 
developing countries in a wide ranе of disciplines, including drug management and quality 
control. It disseminated information on national drug licensing decisions and on adverse 
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drug reactions as well as source documents for detailed information on quality control. 

Copies of the British National Formulary were dispatched to all 68 national regulatory 
authorities, and further information would be supplied to any country requesting it. Quality 

assurance for exports was provided through the WHO Certification Scheme and his delegation 

joined in the calls that had been made for greater participation in that Scheme. In the past 

year useful discussions had been held with WHO and with representatives of consumer groups 
and the pharmaceutical industry in the United Kingdom with a view to exploring new ways of 

deploying resources in support of the Action Programme. In a wider context his country's 
support for the programme included many complementary and interrelated activities directly 

and indirectly contributing to furthering its aims, ranging from the promotion of research 
and development of new drugs and vaccines still needed to combat the diseases that continued 

to account for millions of deaths each year, right through to the provision of technical 
cooperation in its many forms. 

On the basis of the Ad Hoc Committee's report and the discussions which had taken place 
in the Executive Board and the present Committee, he believed that the policies and strategy 

being pursued were basically sound. He wished to place on record his appreciation of the 

contribution of the Director -General and his staff to the programme. 
With regard to the draft resolution on the rational use of drugs, his delegation 

appreciated the concerns it raised, but was not fully convinced that the course of action 
proposed was necessarily the most appropriate one. A delegate had said that the 

Director -General should be free to decide the place of the proposed meeting. In fact, it was 
not a question of the siting or timing of the meeting - but, more fundamentally, of finding 

the most appropriate ways of tackling the whole problem. He would like to hear the views of 

the Secretariat before reaching a final conclusion on the draft resolution. He would prefer 

to leave the Director- General as free as possible to adopt the course of action which, in his 
opinion, would most constructively carry forward the many helpful and practical suggestions 
made during the debate. 

It was understandable that the subject under discussion should arouse strong and 
passionate feelings. However, in his view, it should always be kept firmly in the overall 

context of primary health care, with all its components. 
His delegation supported the draft resolution proposed by the Board in its 

resolution ЕВ73.R15. 

Dr NIGHTINGALE (United States of America) commended WHO for its work on the Action 
Programme. The Ad Hoc Committee's report showed that considerable progress had been made at 
the global, regional and country levels, and that industry had made significant contributions 
to the effort. He strongly supported the draft resolution proposed by the Board in its 
resolution ЕВ73.R15. 

One item in the report (paragraph 27) highlighted the progress made to date: he 
referred to the international conference held at the Harvard School of Public Health, USA, in 
April 1984. The conference, which he had himself attended had brought together government 
officials, representatives of industry and consumer organizations, and students, and would 
lead to the development of teaching materials on essential drugs which could be used at 

universities throughout the world. 
As noted in paragraph 59 of the report, the United States Food and Drug 

Administration (FDA) had responded to specific requests for assistance within the Action 
Programme by providing consultants in Asia and South America on drug registration 
information, quality control, and good manufacturing practices. He believed that the 
information obtained from those initial projects, in adddition tc its value to the countries 
concerned, would have worldwide applicability and would be of use in meeting future requests 
for assistance. 

The FDA had collaborated closely with WHO regarding the exchange of technical 
information, the monitoring of adverse reactions to drugs, and the WHO Certification Scheme, 
in which the USA participated. It had co- sponsored the first meeting of counterpart drug 
regulatory authorities in Maryland in 1980. The group had met once since then in Rome in 

1982, aid would meet in June 1984 in Sweden; it had now been established on a firm biennial 
basis and an advisory committee would meet early in 1985 to plan for the 1986 meeting. In 
addition the FDA had collaborated with WHO in preparations for an international conference of 
veterinary drug regulatory authorities and was now working with WHO headquarters, РАНО and 
the European Regional Office on the planning and co- sponsorship of a first international 
meeting on medical device regulators. International meetings of that kind, particularly 
through the valuable contacts made, facilitated the communication of important information on 
the safety, efficacy and quality of products. 

He considered that drug regulation and regulatory bodies in all countries were essential 
for effective drug registration and the labelling, advertising and promotion, and quality 
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control of drugs. The basis of the Action Programme was national legislation and regulations 
and their effective implementation at the national level. Distribution and supply systems 
were superfluous or even counter- productive if they were simply vehicles for ineffective or 
sub -potent drugs which did not treat endemic diseases or did not have a favourable 
risk -benefit ratio in a particular country. The United States Government was developing a 

strategy to establish the most effective cooperation with the Action Programme, and was 
preparing an inventory of skills and functions within its Public Health Service in order to 
identify the expertise appropriate for the various components of the programme. USAID was 

already contributing approximately US$ 14 million a year for essential drugs for primary 
health care programmes. 

He drew attention to a potential problem which had been raised during the Executive 
Board's discussions on the Action Programme. Many of the Action Programme's activities were 
included in the Pharmaceuticals programme and he asked for clarification from the Secretariat 
on the relationship between the two programmes. Perhaps lack of clear demarcation of roles 
had been partly responsible for the introduction of the draft resolution entitled "Rational 
use of drugs ". With regard to that resolution, the concept of exchanging information in the 
area of pharmaceuticals was sound; however, he was puzzled by the resolution's title. Drug 
labelling and physician prescribing were clearly components of the Action Programme. Those 
and other important matters mentioned in the preamble were normally covered by the 
Pharmaceuticals programme; in fact, he believed that everything in the resolution came 
within the terms of reference of the Pharmaceuticals programme. 

He did not agree with the statements in the fifth and sixth preambular paragraphs 
concerning the need for "developments in clinical pharmacology" and for "further analysis of 
the basic knowledge of drug prescription and use" in order to improve prescription 
practices. The greatest need was to disseminate current knowledge and available materials 
more widely and, where necessary, to create materials appropriate for each level of the 
national health care system. Nor would he give priority to the "need for better information 
on drug marketing procedures aid practices ", as stated in the eighth preambular paragraph. 
He did not agree with the contents of the tenth preambular paragraph. 

Operative paragraph 2(1) was directed at prescription practices and was within the 
province of the Pharmaceuticals programme. He strongly supported that very helpful and 
useful function of WHO. In operative paragraph 2(2), as in the eighth preambular paragraph, 
he found the term "marketing practices" puzzling. He saw no need for WHO to be involved in 
commercial practices which were outside its area of responsibility, and he considered that 
such references should be deleted from the resolution. He strongly endorsed the 
Director -General's warning that WHO should not get involved in controversial and contentious 
issues. 

Operative paragraph 2(3) caused him great concern; he wondered why a conference was 
needed, and what it would discuss. The Pharmaceuticals programme was already dealing with 
drug regulatory authorities from both developing and developed countries concerning those 
matters. He believed that the kind of conference proposed would be unproductive and, even 
worse, disruptive to the Action Programme. A meeting of such a mixed group of participants 
with imprecise terms of reference could indeed be counter -productive. The decision on 
whether a conference was needed should be left to the Secretariat, which should also decide 
on the participants, the venue and the agenda. He considered that the draft resolution 
should be withdrawn, and agreed with the delegates of the United Kingdom and Canada who had 
requested clarification from the Secretariat. He supported the proposal for the 
establishment of a small working group which could prepare an amendment to the draft 
resolution proposed by the Executive Board, if that was felt to be appropriate. 

Dr SAVEL'EV (Union of Soviet Socialist Republics) said that he wished to associate 
himself with the views expressed by the delegates of Cuba and Norway. 

The USSR had fully supported the Action Programme since its inception. The conflicting 
interests of Member States and trans -national pharmaceutical companies represented a basic 
problem, and WHO's efforts and authority in that respect were particularly important. 

He stressed the special importance of the sections of the Ad Hoc Committee's report 
dealing with the dissemination of experience and information, technical cooperation among 
developing countries, and programme monitoring and evaluation. 

The price of drugs largely depended on the quantity produced but the report was not very 
clear in that respect. He wondered if there was a mechanism to determine the long -term needs 
for a particular drug in a particular country, arid whether a methodology for planning had 
been established. Only one country was mentioned in the report as having called for bids for 
a three -year period. The matter was important, because if a mechanism existed it would be 
possible to group orders on a long -term basis, which would lead to a lowering of the cost. 
The cost of drugs and the scale of their production should be taken into account when 
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establishing the list of essential drugs in order to avoid including drugs produced in 
limited quantities by a limited number of companies, with a consequential high price. 

With regard to manpower development, paragraph 48 stated that 32 people from 
19 developing countries had been - or were being - trained. The question arose whether the 
training programme was adequate for the scope of the Action Programme. Particular attention 
should be given to the training of specialists on drug consumption, the organization of 
distribution systems, stockage and marketing, legislation and quality control. It would also 
be advisable to train personnel to deal with the financial aspects. 

Lastly, there was the question of coordination. Bearing in mind the emphasis on the 
development of state monitoring measures for the quality control of drugs, it would be wise 
to have closer cooperation between WHO's Action Programme and its other programmes concerning 
pharmaceuticals. Expert assessment was essential. In the Soviet Union and other socialist 
countries the question of drug supplies was kept under constant review; a special discussion 
at the twenty -third meeting of Health Ministers of the socialist countries had established 
plans for further improvement. 

In conclusion, he had no objections to the draft resolution proposed by the Board in its 
resolution EB73.R15, or to the draft resolution on the rational use of drugs; he felt that a 

working party could combine the two resolutions into one without much difficulty. 

Miss von WARТENSLEBEN (United Nations Conference on Trade and Development) said that 
UNCTAD had been active in the field of pharmaceuticals since 1976 when its Committee on the 
Transfer of Technology had requested the secretariat to undertake studies on the problems of 
the transfer of technology in specific sectors with a view to strengthening the technological 
capacity of developing countries in those sectors. The UNCTAD Conference discussed the same 
issue in 1976 and, inter alia, called for cooperation among the developing countries in the 
establishment of subregional, regional and interregional centres in specific sectors of 
particular interest to developing countries, such as pharmaceutics. At the same time, the 
Conference established UNСТAD's Advisory Service on Transfer of Technology (ASTT) to provide 
technical and operational assistance and advice to the developing countries on a continuing 
basis, its work including the pharmaceutical sector. 

UNCTAD's activities in the pharmaceutical sector did not take place in a vacuum, but 
were closely related to those of WHO towards the implementation of the strategy for health 
for all by the year 2000, particularly with regard to the supply of the right drugs at the 
right price to all people needing them. There was an urgent need to develop and implement 
strategies for facilitating the supply of pharmaceuticals, in particular essential drugs, to 

the developing countries. A number of initiatives and actions at the national, regional and 
international levels had an important bearing on a comprehensive and integrated approach to 

pharmaceuticals. For example, the fifth and sixth sessions of Heads of State or Government 
of Non -Aligned and Other Developing Countries had both given detailed attention to the 
question of pharmaceuticals and had adopted resolutions on the subject. A number of aspects 
of those resolutions called for action by UNCTAD. The UNCTAD Group of Governmental Experts 
on the Economic, Commercial and Developmental Aspects of Industrial Property had dealt with 
the pharmaceutical sector in 1982, and the fifth Ministerial Meeting of the Group of 77, in 

its Buenos Aires Platform - adopted in April 1983, called upon UNCTAD "to explore the 
possibility of preparing international measures, norms or standards on marketing, promotion, 
distribution, trade and technology in the pharmaceutical sector so as to provide the basis 
for appropriate action by governments ". That had led to a decision at Belgrade, in 

June 1983, requesting UNCTAD to report to the twenty- eighth session of the Тraјe and 
Development Board on UNCTAD /WHO collaboration in that sector. The issue had been discussed 
at the twenty -eighth session of the Board, and a draft resolution had been tabled by the 
Group of 77 requesting UNCTAD to dirculate the IFPMA Code of Pharmaceutical Marketing 
Practices as well as the Health Action International draft proposal on pharmaceuticals to 
Member States of UNCTAD for their comments. The Board's debate was to be continued at its 

twenty -ninth session. 

UNCTAD's research programme on the economic, commercial, legal, technological and 

developmental aspects of pharmaceuticals was continuing. UNCTAD also provided training 

programmes, advisory services, and technical and operational assistance to developing 

countries concerning trade, imports and distribution of pharmaceuticals, particularly under 
generic names, as well as on strategies, plans, policies and regulations concerning the 
transfer, utilization and development of technology in that all- important sector. Many 
developing countries had availed themselves of the expertise of UNCTAD's Advisory Service in 

evolving, systematizing and implementing programmes, policies and control systems at the 

national level. While national action had so far been given priority, there might also be 

legitimate concern among producers, consumers and governments to harmonize such action as 
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far as possible. If in the future governments considered it desirable to formulate universal 
standards on pharmaceuticals, the modalities to be adopted would have to be the subject of 
agreement among them, and would have a decisive influence on the role of international 
organizations such as WHO and UNCTAD. In that respect she looked forward to the outcome of 
the deliberations of WHO and expressed UNCTAD's continued readiness to cooperate with WHO on 
all matters relating to trade, technology and developmental aspects of pharmaceuticals. 

Professor FORGACS (Hungary), expressing appreciation of the Ad Hoc Committee's report, 
said that the introduction of an essential drugs list in some developing countries was an 
encouraging sign for the future aid that the elimination of non- essential drugs from domestic 
markets was in the interests of countries with limited economic resources. 

His country had supported the Action Programme in several ways, including the 

development of basic tests for quality control in developing countries. In Hungary the 
health authorities kept the exporting pharmaceutical industry under rigorous control, and 
strict conformity with the WHO Certification Scheme was ensured; the pharmaceutical quality 
assurance system made no distinction between drugs produced for export and those designed for 
domestic use. 

Students from developing countries were regularly trained in Hungary, and Hungarian 
experts were sent to such countries as advisers. 

The report referred to collaboration between WHO and other international organizations. 
There were many UNIDO programmes on pharmaceuticals, and it was important to ensure full 
coordination. 

Mrs MATI (Kenya) expressed her country's appreciation of the Action Programme. The 

establishment of a list of 160 essential drugs in 1981 and the mandatory registration of 
imported or locally manufactured drugs as from 1982 in her country had led to improvements in 

drug procurement, distribution and prescription, with a subsequent radical effect on the 

health system as a whole. 
One of the most serious problems had been the chronic lack of drugs in rural areas. 

Thirty -nine drugs that were in common use in rural health centres had been identified, and 

steps were being taken to ensure that they were available at all times. Procurement was 

effected through a tender system, and the drugs were packed locally and dispatched directly 
to each health unit. That programme was operational in more than half the country, and 

countrywide coverage was expected by the first quarter of 1985. Beneficial effects included 
new confidence of the population in rural health facilities, a markedly lower intake in 

district hospitals, awareness by health workers that they required only a small number of 
drugs for their work, and regulation of the prescription pattern of health workers. 

Credit for the success of the Kenyan experience was due to the cooperation of SIDA, 
DANIDA and WHO. Kenya would continue to share its experience with other Member States at 
their request. 

Ignorance about drugs was a problem which the Kenyan Government was endeavouring to 

resolve; since 1 November 1983 medical practitioners, dentists and pharmacists had been 

required to inform patients about drugs prescribed or dispensed. 

Her delegation wished to co- sponsor the draft resolution on the rational use of drugs, 
and expressed the hope that the good intentions behind the resolution would not be 

compromised by trade interests. 

Dr GAUDICH (Federal Republic of Germany) welcomed the recent progress made in many 
Member States in implementing the Action Programme, as reflected in the Ad Hoc Committee's 
comprehensive report. 

The Federal Republic of Germany contributed to the achievement of the objectives of the 

Action Programme by supporting local production of essential drugs; public laboratories' 
quality control of drugs and examination of domestic medicinal herbs; stockpiling of drugs 

in the public sector to ensure better distribution to basic health services; end primary 

health care and hospital services - to ensure a better application of drugs by training the 

personnel and informing the public. It also supported projects for research on and the 
production of traditional therapeutic substances and medicinal herbs, and sent essential 

drugs to Third World countries to meet urgent needs. It collaborated in the activities of 

many international organizations aimed at improving drug supplies in the Third World, 

including research on drugs and their application for the control of the six major tropical 
diseases covered by the Special Programme for Research and Training in Tropical Diseases, and 

for the control of onchocerciasis in seven West African countries; so far it had made 

available DM 42 million for those programmes. 
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The Federal Republic of Germany was willing to help the drug -importing countries to 

assess drugs by providing information on the conditions concerning the sale of any specific 
drug on its own market. Restricting imported drugs to those that were essential would 

improve supply to deprived areas and would be conducive to a more rational use of limited 
financial resources. There was, however, the risk that restrictions might be made on 

scientifically and therapeutically sound drugs for political reasons. Research by the 
industry was absolutely essential, but would only be able to develop successfully if it was 

free from fundamental state intervention and financially secure. It would also have to 

spread beyond the currently small circle of industrialized countries if dependence was to be 

abolished. 
She consequently took the view that the Action Programme, which she supported fully, 

should preferably not be addressed to all Member States but should serve primarily as a guide 

for those countries in which the drugs most urgently needed were not available in sufficient 

quantities. 

Dr DIALLO (Mali) was concerned at the reservations expressed in the Committee concerning 
the draft resolution on the rational use of drugs. 

When the pharmaceuticals reforms which instituted a list of 240 essential drugs, was 

undertaken in Mali, the Department of Health had asked the National School of Medicine to 
take part in a public information campaign. Those responsible for the campaign realized that 
resistance would be encountered from physicians, consumers and the pharmaceutical companies. 
Mali's pharmaceutical industry was in its infancy, producing only some 50 drugs. It was 
therefore puzzling to hear the reservations expressed by delegates of some of the 
industrialized nations with the largest pharmaceutical companies. He did not see why the 
convening of a meeting of experts, as recommended in operative paragraph 2(3) of the draft 
resolution should be in dispute, and would like some reassurance on the subject. 

Dr SINGH (Malaysia) said that Malaysia had noted with satisfaction the progress made by 
many countries in carrying out the Action Programme as outlined in the Ad Hoc Committee's 
report, but he agreed with the delegate of Chile that there was still room for further 
progress. 

High priority was being given to the Action Programme in Malaysia, where measures were 
needed to counter the aggressive marketing policies of the pharmaceutical industry. 
Legislation would soon be introduced under the Sales of Food and Drugs Ordinance to tighten 
the control of the marketing of drugs, providing for the registration of drug. prior to 
marketing, for labelling, for quality control, and for good manufacturing practices. An 
effective National Drug Control Laboratory had been set up. 

In addition to national measures, there was a need for an international code to control 
the movement of drugs between countries. Such a code would greatly help the developing 
countries while they were preparing their own national control measures. The fact that many 
developing countries had to pay far more than necessary for the drugs they needed was also a 
matter for concern. The pharmaceutical industry should endeavour to form a clearer view of 
its role and accept its share of responsibility for ensuring the attainment of the goal of 
health for all by the year 2000, and drug -producing countries had a moral responsibility to 
assist developing countries to obtain good quality drugs at fair prices. 

His delegation greatly appreciated the excellent work WHO was doing, and urged that it 
continue to give the Action Programme the priority attention it merited. It supported the 
draft resolution proposed by the Executive Board in its resolution EB73.R15. 

Mr CARUANA (Malta) said that considerable attention had been paid in Malta to the matter 
under discussion, especially with a view to ensuring that essential drugs were available to 
all, at reasonable prices. 

Malta was actively engaged in the formulation of a comprehensive national drugs policy, 
and, as a first step, consideration was being given to the drugs used by government -run 
hospitals and primary health care centres. A formulary had been drawn up containing a list 

of such drugs, and a committee had been set up to consider requests by physicians for 

additions to that list and for supplies of unlisted drugs. 
However, Malta was a small country, with a small population, and that gave rise to 

certain constraints. Drugs were purchased by means of open international tenders, but 
Malta's relatively small orders excluded the possibility of concessionary prices. 
Furthermore, Malta's therapeutic standards were aligned on European and, particularly, 
United Kingdom standards. Consequently, the formulary included drugs that were not generally 
considered essential, aid Malta had been unable to join with other countries in making bulk 

purchases. It was far from certain, therefore, that Malta was obtaining its drugs at the 
lowest possible prices. 
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Furthermore, laboratory facilities and opportunities for quality testing were 

necessarily limited in Malta. Large -scale manufacture would not be cost -effective, and only 
a small number of drugs were produced in the country: most of the drugs used in Malta were 
therefore imported. 

Diabetes had assumed the proportions of a national disease in Malta and priority was 
being given to efforts to control it. A national diabetes project had been launched five 
years ago under WHO auspices. The project involved the procurement of drugs and glucose 
testing equipment, the printing of educational material and the training of medical and 
paramedical personnel. That had led to a severe drain on the country's limited foreign 
exchange resources. 

He hoped that Malta would also be included in future among the countries to which 
assistance was being extended by a number of organizations and drug manufacturers' 
associations. 

He expressed his delegation's appreciation of the Ad Hoc Committee's comprehensive 
report, and its full support for the Action Programme. It wished to be included among the 
sponsors of the draft resolution on the rational use of drugs. 

2. INFANT AND YOUNG CHILD NUTRITION (PROGRESS AND EVALUATION REPORT; AND STATUS OF 
IMPLEMENTATION OF THE INTERNATIONAL CODE OF MARKETING OF BREAST -MILK SUBSTITUTES): 
Item 20 of the Agenda (Resolutions WHA33.32 and WHA34.22; Documents WHA34/1981/REС/1, 
Annex 3, Article 11.7 of the Code, and А37 /6) (continued) 

Dr AL -JABER (Qatar), introducing the revised draft resolution on infant and young child 
nutrition, said that the working group had reached agreement on the following text: 

The Thirty -seventh World Health Assembly, 
Recalling resolutions WHA27.43, WHA31.47, WHA33.32, WHA34.22, WHA35.26, which dealt 

with infant and young child feeding; 
Recognizing that the implementation of the International Code of Marketing of 

Breast -milk Substitutes is one of the important actions required in order to protect 
healthy infant and young child feeding; 

Recalling the discussion on infant and young child feeding at the Thirty -sixth 
World Health Assembly, which concluded that it was premature to revise the International 
Code at that time; 

Having considered the Director -General's report, and noting with interest its 
contents; 

Aware that many products unsuitable for infant feeding are being promoted for this 
purpose in many parts of the world, and that some infant foods are being promoted for 
use at too early an age, which can be detrimental to infant and young child health; 

1. ENDORSES the Director -General's report; 

2. URGES continued action by Member States, WHO, nongovernmental organizations and all 
other interested parties to put into effect measures to improve infant and young child 
feeding, with particular emphasis on the use of foods of local origin; 

3. REQUESTS the Director -General: 
(1) to continue and intensify collaboration with Member States in their efforts to 
implement and monitor the International Code of Marketing of Breast -milk 
Substitutes as an important measure at the national level; 
(2) to assist Member States to examine the promotion and use of foods unsuitable 
for infant and young child feeding, and the promotion of the appropriate use of 
infant foods; 

(3) to report to the Thirty -ninth World Health Assembly on the progress in 
implementing this resolution, together with recommendations for any other measures 
needed to further improve sound infant and young child feeding practices. 

He proposed the further amendment: the word "support" should be substituted for "assist" 
in paragraph 3(2). 
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Mr BOYER (United States of America) said that he appreciated the good intentions of 
those who had prepared the draft resolution under discussion, but his delegation still had 
serious reservations. He was disappointed that the draft resolution, which was the first on 
that subject for two years, ignored the bulk of the work which WHO was doing to promote 
improvements in infant and young child feeding, and gave the impression that the Assembly 
considered WHO's primary task to be the regulation of marketing practices of the private 
sector, more particularly since the adoption of the International Code of Marketing of 
Breast -milk Substitutes in 1981. Yet the excellent report of the Director -General provided 
extensive details of the efforts of WHO to encourage breast -feeding, to strengthen 
educational programmes for mothers, to encourage appropriate weaning practices and to 
undertake other important tasks in that field. 

It seemed inconceivable to him that the Assembly could adopt a resolution on infant and 
young child feeding which ignored "breast- feeding" and even that the word did not appear in 
the draft resolution, which either implicitly or explicitly focused exclusively on the need 
for more controls on private sector marketing practices. It once again pushed WHO into the 
arena of international controversy in spite of the Director -General's warning against dealing 
with controversial issues which diverted attention from the true role of WHO, and thus 
reduced international support for the Organization. The draft resolution before the 
Committee would appear to aim at re- opening the breast -milk controversy within WHO, in order 
to renegotiate and to broaden the scope of the International Code, which although had been 
carefully limited to products marketed as substitutes, had yet generated controversy enough. 

The draft resolution under discussion would involve WHO in the marketing practices of 
food products in general for young children. As a father of a four -year -old son, he knew 
young children would eat almost anything, whether or not it was good for them. Therefore, he 
wondered whether WHO really wished to become engaged in battle with the food industry over 
such foodstuffs as ice cream, biscuits, soft drinks and the like, and initiate a new and 
damaging controversy. 

He believed that there was a proper way to deal with the use or misuse of foodstuffs, 
by, for instance, requesting the Director -General in paragraph 3(2) to assist Member States 
to encourage the proper use of food products, to develop appropriate weaning foods and to 
avoid the use of inappropriate products. 

In the draft resolution the request to the Director -General was not properly worded; 
its scope had in fact been broadened to include the marketing practices of the corporate 
sector throughout the world. He wished to make it clear that he was not in favour of 

unlimited marketing practices, and that he took the view that every Member State had the 
sovereign right to regulate marketing practices in its territory. What his Government 
opposed was the involvement of the organizations of the United Nations system in assisting 
efforts to impose uniform commercial standards, whether they applied to infant products, 
pharmaceuticals, alcohol, tobacco or any other product, particularly when they went beyond 
the legitimate responsibilities of those organizations. He was not proposing to call for a 

vote on the draft resolution despite his strong reservations about the direction being taken 
in the matter under discussion. He did, however, wish to have the concerns that he had just 
expressed clearly placed on record and to express the hope that the Secretariat in addressing 
the resolution would keep firmly in mind the role of WHO. 

Professor ORDOÑEZ CARCELLER (Cuba) said that the draft resolution aimed at consolidating 
and promoting certain principles which formed part of the Global Strategy for Health for All. 

It seemed to him that in the Health Assembly a problem of communication, of terminology, 

of semantics and of the interpretation of concepts arose in the discussion of the texts that 

came before it. There was a tendency in discussing technology to lose sight of its 

scientific, and in particular, epidemiological bases, although the two were inseparable. If 

the technology developed was oversophisticated, the fault lay in the scientific analysis of 

the problem. The draft resolution before the meeting was properly aimed at securing respect 

for a scientific approach to the solution of the problem: for some three -quarters of the 

world's children the problem was not whether or not they ate suitable food products, but 

whether they had anything to eat at all. That was why he considered that WHO should 

support - and not merely conform to - the Strategy it had defined - that is to say the 

strategy aimed at ensuring health for all - in which those scientific principles were 
paramount. The peoples of many countries represented in the Committee had life -styles which 

had harmed their health. As a result of the liberal introduction of certain food products, 
the indigenous peoples of developed countries, who used to enjoy good health were also 

suffering from that state of affairs and currently experiencing hypertension, heart trouble, 
decaying teeth, which they had never previously known. 
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The real problem was to find the best ways and means of strengthening the WHO Global 
Strategy for Health for All by the Year 2000, and so far as concerned infants and young 
children the real problem was to ensure that they had enough food and of the right kind. 
That was one of the aims of the International Code of Marketing of Breast -milk Substitutes. 
In an international forum, such as the Health Assembly, no attempt should be made to restrict 
that scientific and technological approach. Although scientific principles were, of course, 
universal, when it came to applying them at country level many social and cultural factors 
intervened to limit their applicability, in that connection he pointed out that every Member 
State was at liberty to apply the International Code or not to do so. What he opposed was a 

technocratic approach which sought to impose on Member States a certain view of reality. 
His delegation had therefore endorsed the previous draft of the resolution under 

discussion and had no objection to the merging of that draft resolution into the text 

currently under consideration. 

The CHAIRMAN asked whether there were any further comments or objections. 

The draft resolution, as thus amended, was approved. 

3. GLOBAL STRATEGY FOR HEALTH FOR ALL BY THE YEAR 2000. REPORT ON MONITORING OF PROGRESS 
IN IMPLEMENTING STRATEGIES FOR HEALTH FOR ALL: Item 19 of the Agenda 
(Resolutions WHA34.36, WHA35.23, WНА36.34 and EВ73.R3; Documents ЕВ73 /1984 /RЕС /1, 
Annex 1, А37/4, А37/5 and А37 /INF.DOC. /б) (continued) 

The CHAIRMAN invited comments on the draft resolution on the role of universities in the 

strategies for health for all, which read: 

The Thirty -seventh World Health Assembly, 
Appreciating the outcome of the Technical Discussions held at the Thirty- seventh 

World Health Assembly on "The role of universities in the strategies for health for all "; 

Mindful of the important role assigned to universities and other higher learning 

institutions including colleges for post -graduate medical training in the Global 
Strategy for Health for All by the Year 2000 and of the significant contribution that 

the fulfilment of such a role could make to human development aid social justice; 

Aware of the prestige that universities carry and the influence they have in 

developing the minds of young people and in preparing them for their role in society as 

well as in forming public opinion; 
Recalling the functions of universities in providing education and training in the 

fields of health and in a wide variety of social, economic and technical disciplines 
having a bearing on health, as well as their outstanding contributions to research in 

these areas; 

Keeping in mind the growing involvement of universities throughout the world in 

grappling with social challenges and in providing services to communities in which they 

are situated; 
Convinced that there is an increased need for collaboration between governments and 

universities in order to deal adequately with health and related socioeconomic problems; 

Appreciating that governments and universities are becoming increasingly aware of 
the vast untapped resources in the universities that could be mobilized in furtherance 

of health and socioeconomic development; 

1. URGES Member States: 
(1) to encourage universities and other higher learning institutions to include 

the social and technical concepts of health for all in the education and training 

of all categories of students and post -graduates aid to acquaint the general public 

with these concepts; 
(2) to support universities in orienting the education and training of workers in 

the health and related fields towards the attainment of health for all; 

(3) to involve appropriate faculties in universities, wherever applicable, in the 

preparation of policies for health for all and in the formulation and 
implementation of strategies to give effect to these policies; 
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2. INVITES universities throughout the world: 
(1) to ensure that students and post -graduates in all faculties are adequately 
acquainted with the goal of health for all by the year 2000 and the measures for 

attaining it; 

(2) to provide the kind of education and training for students and post -graduates 

in the health and related disciplines that will prepare them technically and attune 
them socially to meet the health needs of the people they are to serve; 

(3) to conduct scientific, technological, social, economic and behavioural 
research required to prepare and carry out strategies for health for all; 

(4) to offer to increase their collaboration with governments for the preparation 
of policies and formulation and implementation of strategies for health for all; 

(5) to place themselves at the disposal of communities to the maximum of their 
capacity for the promotion of health and provision of health care; 
(6) to participate in creating awareness in the general public of the action 
people can take to promote their health and the health of the communities in which 
they live; 

3. REQUESTS the Director -General: 
(1) to publish a report on the Technical Discussions and ensure its wide 
distribution among governments, universities and other institutions of higher 
education, and other interested parties; 

(2) to ensure in all appropriate fora WHO's advocacy of the proper role of 
universities in the strategies for health for all and of the related collaboration 
required between governments and universities; 
(3) to provide governments and universities with information that will facilitate 
the assumption by universities of their role in strategies for health for all; 

(4) to support governments on request in increasing the involvement of 
universities in national health development efforts; 
(5) to collect and disseminate information on the involvement of universities in 

the strategies for health for all and on joint endeavours of governments and 
universities to this end; 
(6) to carry out the above within available resources, and to report on 
developments in his biennial reports to the Health Assembly. 

Professor ORDOÑEZ CARCELLER (Cuba) said that his delegation supported the draft 
resolution, but considered paragraph 2(1) to be somewhat passively worded. He would like to 
point out that what one heard could be easily forgotten, but what one did remained in the 
mind: he believed that universities and their students, both undergraduate and postgraduate, 
should be more active and positively oriented towards health for all. He therefore proposed 
that the paragraph be amended to read: "(1) to ensure that students and postgraduates in all 
faculties are adequately acquainted with the goal of health for all ... and actively support 
the measures for attaining it ". That would also reflect the agreement reached in the 
Technical Discussions. 

With regard to paragraph 2(3), he said that all research activities were scientific, and 
that was also the case for technological, social, and economic research and for research in 

the epidemiological, as well as the biomedical, and behavioural fields. All those activities 
formed an integral part of the scientific method. He therefore requested the insertion of a 

reference to epidemiological research, so that the paragraph would begin: "(3) to conduct 
biomedical, epidemiological, technological ... research ... ". Lastly, for the information of 
the Committee, he recalled the information given by the delegate of Israel, Mr Dowek, in the 

Technical Discussions, to the effect that, since 1979, a network of community -oriented 
teaching institutions in his country had been concerning themselves with the promotion of all 

the action advocated in the draft resolution. 

He wished to make it clear that his delegation supported the draft resolution, but 

considered it necessary to pinpoint those issues with greater precision. 

Dr AL -SAIF (Kuwait) said that his delegation supported the draft resolution but would 
like to amend the reference to governments and universities in the sixth and seventh 
preambular paragraphs and in paragraphs 3 to (5). Since some universities were financed by 

governments, while others were private, it would be desirable to make a clear distinction 
between governments and universities, but not to such an extent as to put them in two 

different worlds. He therefore suggested replacing the words "governments" by some such 
wording as "ministries and other bodies concerned" as appropriate, in those paragraphs. 



• 

• 

A37 /A /SR /10 
page 13 

Dr REID (United Kingdom of Great Britain and Northern Ireland) proposed the insertion of 

a new paragraph 3(6) to read as follows: 

(6) to establish the necessary mechanisms at headquarters and regional levels to ensure 

that all appropriate actions are taken, coordinated, monitored and evaluated; 

the existing subparagraph (6) to be renumbered (7). 

Dr CORNAZ (Switzerland) proposed the insertion of the word "evaluation" in operative 

paragraph 2(4), which would then read "formulation, implementation and evaluation of 
strategies for health for all ". 

Dr RAY (Secretary) read out the proposed amendments. 

The draft resolution, as thus amended, was approved. 

4. ACTION PROGRAMME ON ESSENTIAL DRUGS AND VACCINES: Item 22 of the Agenda 
(Resolutions WHA35.27 and ЕВ73.R15; Document ЕВ73 /1984 /RЕC /1, Annex 7) (resumed) 

Mr CASCIANO (Brazil) emphasized that the supply of essential drugs to the population was 
among the indicators for the provision of primary health care and would be one of the tests 
of the success of the health - for -all strategy. Essential vaccines - against rabies, 
meningitis, measles, diphtheria /pertussis /tetanus - including BCG vaccine were being 
manufactured in Brazil and the local manufacture of poliomyelitis vaccine would be starting 
in 1984. All the stages in the manufacture of yellow fever vaccine, an essential biological 
product, were carried out in the country. Brazil was able and prepared to collaborate with 
other countries, at their request, in the training of personnel in specialist technologies 
and on quality control of imported drugs and biologicals. 

In its full commitment to the goals of the Organization, the Federal Government had 
established, in FINSOCIAL, a system whereby 5% of the gross income of all enterprises was 
invested in social programmes, especially those concerned with essential drugs and biological 
products. 

A national list of essential drugs had been drawn up a few years previously and the 
quality control of biological products was carried out centrally by the National Institute 
for Quality Control. 

Mrs BOROTHO (Lesotho) said that her country had first tackled the problem of the 
availability of essential drugs in 1979 with the establishment, in collaboration with the 
private health sector and with assistance from the Netherlands, of the dispensary association 
of Lesotho arid the national drug storage organization (LDA /NDSO). The former was currently 
manufacturing about 40% of all the essential drugs consumed in the country and exporting to 
neighbouring countries, such as Swaziland, Botswana, Zambia and Mozambique. The latter, 
which was part of the Ministry of Health, was responsible for the procurement, distribution 
and overall management of drugs for health institutions both in the public and private health 
sectors. In 1982 her Government had hosted two workshops on the subject for countries within 
the subregion. LDA had also received, in a spirit of technical cooperation among developing 
countries, health workers from two other countries in the Region who had studied and observed 
its operations. 

The LDА /NDSO project also included the construction of drug storage facilities in 
hospitals throughout the country, which also served clinics under their jurisdiction within 
the area health service structure. 

LDA /NDSO and the Ministry of Health had initiated a training programme to meet the needs 
of essential drug management and procurement staffs, while distribution and management 
procedures had been explained to health workers at various meetings throughout the country. 
Pharmacy technicians were being trained at the national university, special emphasis being 
placed on the reorientation of their functions in connection with primary health care. 

One of the more serious problems facing Lesotho was inadequate estimation of national 
drug requirements. It was not unusual for consumption to exceed the estimated requirement to 
such an extent as to necessitate the placing of emergency orders which then had to be met at 
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a higher cost, especially as LDA was not yet producing at full capacity. Another area in 
which her country would greatly appreciate assistance was the formulation of legislation to 
control drug imports and distribution and to ensure rational prescribing practices by doctors 
and other health workers. The public had also to be educated to accept the value of medical 
advice rather than insisting on the prescription of drugs even where they were not required. 
A study might perhaps be made to assess the seriousness of that problem in developing 
countries. She suggested also that the WHO /UNICEF project on pool procurement might be 
prepared to consider the possibility of strengthening and improving drug manufacturing 
ventures in developing countries to enable them to participate as suppliers so as to benefit 
from the resulting economies of scale, as most such ventures initially operated below 
capacity. 

Her delegation would like to be included as co- sponsors of the draft resolution on the 
rational use of drugs. 

Mrs MATANDA (Zambia) said that her Government attached great importance to the subject 
of essential drugs for a variety of reasons which included the provision of free health care 
and limited resources in convertible currencies. 

The first national formulary, which had been drawn up in accordance with WHO guidelines 
in 1981, was currently under review and a revised edition would be issued early in 1985. In 
1983 a pilot scheme, financed by SIDA through WHO, had been started in one district to study 
the feasibility of supplying all rural health centres directly from medical stores, rather 
than from the nearest hospital or zonal rural health centre. Initial results had indicated 
that such a system would benefit the population in rural areas and it was intended eventually 
to extend the scheme to all parts of the country. 

Efforts to rationalize drug supply had so far been confined to the public sector, since 
the Ministry of Health had limited control over drug procurement and distribution in the 
private sector. Negotiations were however proceeding as a result of which it was hoped that 
in the not too distant future the Ministry would exercise complete control over the 
importation of medical supplies. 

Draft legislation was also being prepared, which would bring Zambian practices up to the 

most stringent international standards in regard to manufacturing plant, quality control, 
good manufacturing practices and the registration of drugs. The pharmaceutical industry in 
Zambia, however, was still at an early stage of development and self -sufficiency had only 
been achieved in the manufacture of intravenous fluids. Local plants were at present capable 
of producing about 25% of the national tablet and capsule requirement and 75% of the demand 
for mixtures and topical preparations. Projects already in hand and due for completion by 
the end of 1984 would add considerable capacity to the pharmaceutical industry and should 
increase tablet and capsule production so as to meet approximately 60% of national needs, but 
the country was likely to remain dependent on imports for the supply of injectable products 
for some time to come. Her country would welcome further support in expanding the local 
industry. 

Her delegation would also like to be included as co- sponsors of the draft resolution on 
the rational use of drugs. 

Mr FEKIH (Tunisia) said that his country had always understood very well the importance 

of essential drugs in public health policy. A number of important measures had been taken 
earlier on, such as the restriction of drug nomenclature, the obligatory registration of 

imported products, the setting -up of a faculty of pharmacy, the institution of group 
purchasing in conjunction with Algeria, as recommended by WHO, and the local manufacture of 

drugs, especially those deemed to be essential for public health. 

Welcoming WHO's commitment tó an essential drugs policy, he singled out three factors 

which in his experience were of particular importance for its success at the national level. 

First aid foremost the firm determination of the Government to achieve success was 

indispensable, a determination that had to be manifested in effective regulations aid 

follow -up measures. Secondly, quality control was all- important, backed up by 

pharmacokinetic studies, to provide support for a purchasing policy that could turn 
international competition to good account in the purchase of both finished products and the 

raw materials for national industries which were just starting up. Unfortunately, fraudulent 
practices did occur in the pharmaceutical as in other industries, so that unless a 

procurement policy was supported by a properly staffed and equipped quality control 

organization, the results could be the reverse of what was originally intended. 

The third important factor was the full participation of the medical profession in the 

essential drugs policy. In all civilized countries the doctors were mainly responsible for 

prescribing drugs and unless they were fully involved and committed to the essential drugs 
policy there was always a serious risk that it might not succeed. 
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The WHO Action Programme should stress the promotion of quality control of drugs. WHO 
had already recommended that countries should set up quality control laboratories. 
Activities should be continued in order to help countries to choose the necessary equipment 
at the least cost. Many countries were not aware of the high costs involved, and, sometimes, 
financial assistance in that area was most useful. 

Highly qualified personnel were required to undertake quality control activities, and 
assistance from universities or industrial institutions would be needed to enable them to 
undertake the necessary training. In that respect, he welcomed the proposal of the 
respresentative of the International Federation of Pharmaceutical Manufacturers Associations 
(IFPMA). 

WHO should stress the need for real reforms in the teaching of medicine. Many 
physicians from developing countries were trained in countries where curative rather than 
preventive aspects were emphasized, and where the costs of health care were high. Even those 
undergoing training in developing countries were frequently taught on the European model, 
which generally did not conform with the other countries' needs. 

WHO should also consider ways of persuading public health authorities to take the 
responsibility of keeping the medical profession informed about new developments in therapy 
and other matters, such as contraindications, which frequently were not known at the time of 
introduction of new drugs. The information supplied by WHO was also of great value, but it 

should be passed on to medical and pharmaceutical personnel and, if possible, to consumers. 
Continuous in- service training of physicians to increase their awareness of the usefulness of 
essential drugs was a fundamental and indispensable element in the success of health policies. 

Dr MGENI (United Republic of Tanzania) said that a national drug policy had been 
established in his country in 1980. Although it was too early to present a cost -benefit 
analysis, the national action programme on essential drugs and vaccines was progressing 
steadily. 

The critical role of drugs and vaccines in the attainment of the goal of health for all 
by the year 2000 had been eloquently described by many previous speakers. The developing 
countries were concerned that the attainment of health for all was being hampered by the 
malpractices found throughout the drug supply chain, from the producer to the consumer, which 
included excessive pricing of drugs sold to developing countries and the dumping of obsolete 
drugs. Members of the Committee were aware that the pharmaceutical companies were taking 
advantage of the lack of basic infrastructure and expert knowledge of the developing 
countries to supply them with drugs not acceptable elsewhere. Sometimes, such malpractices 
were not only a violation of human rights but were a serious crime against humanity and it 

was the moral duty of the Health Assembly to see that they ceased. It was not enough to 
gather annually to hear reports of such malpractices, practical action was required. 

Despite the complexity of the situation, a solution should still be possible. In their 
countries of origin, pharmaceutical manufacturers did not have a free hand to operate as they 
liked, but were subject to licence and to regulations of standards and other conditions. 
Surely those countries could also exercise control over the ways such companies operated in 

the Third World, where countries did not have adequate control measures of their own. 
The continued support for the Action Programme promised by the respresentative of IFPMA 

would be most welcome, as were the successful activities undertaken by that Association. The 
IFPMA representative had expressed his conviction that the voluntary IFPMA Code of 

Pharmaceutical Marketing Practices was an effective tool for maintaining ethical standards. 
However, the voluntary nature of the Code betrayed the claims being made for it. How should 

those claims be viewed in the light of the increasing marketing of potency drugs in African 
countries, including his own? The effectiveness of the Code left much to be desired. 

Further, it applied only to marketing practices and not to production. IFPMA should perhaps 
consider control of that aspect too; there was little point in producing drugs that were not 
desirable for marketing anywhere. Besides being inadequate, the IFPMA Code only served to 

delay the establishment of a WHO code that would set required international standards for 

marketing, production and transfer of technology, as well as other key areas. Developing 
countries were unlikely to be safeguarded from malpractices by relying on their national 
legislation alone, however tough that might be. Additional support and action ar the 
international level, characterized by the strong political will of all governments concerned, 
were needed. The IFPMA Code was no substitute for an appropriate and unbiased WHO code. WHO 
should endeavour to elaborate such a code in collaboration with other organizations such as 

UNCTAD, UNICEF and UNIDO, which had always shown a willingness to cooperate with WHO in that 
area, as in many others. He welcomed the inter -Secretariat collaboration between WHO and 
UNCTAD in the area of transfer of pharmaceutical technology and hoped that other relevant 

organizations would also make their expertise available. 
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His delegation supported the draft resolutin on the rational use of drugs and wished to 
be included as a co- sponsor. He hoped that the meeting of experts would take place in 1985 
as proposed, and that it would discuss the constraints facing the developing countries in the 
pharmaceutical sector. 

He commended the report of the Executive Board's Ad Hoc Committee as well as the efforts 
of Health Action International which had continued to investigate the sometimes unscrupulous 
operations of the pharmaceutical industry. 

Professor SYLLA (Senegal) commended the Executive Board's report. 
His delegation supported the provisions of the draft resolution on the rational use of 

drugs, but regretted that the strength and scope of the proposed text had been diluted by 
repetitions and by the introduction of general ideas which had already been studied by WHO 
over the past five years, in the context of both the objectives of WHO and of policies for 

the supply of drugs, sera and vaccines in developing countries. His delegation wished to 
propose an amended text which he would submit directly to the working group in the hope that 
a text more in keeping with the interests of the Organization and of Member States might be 
drawn up. 

Dr АВВАS (Somalia) said that the Government and people of Somalia were actively pursuing 
the goal of health for all by the year 2000 through primary health care. The difficulties 
facing Somalia were aggravated by the arid nature of most of the country, the high proportion 
of the people who led a nomadic or semi -nomadic life, the high level of resettlement and 
rehabilitation following natural and man -made disasters, and the virtual absence of 
marketable natural resources. Although measures for the prevention and control of diseases 
were crucial to the attainment of health for all by the year 2000, for most people the real 
test of the usefulness of health services was whether they could provide adequate, individual 
medical care when illness struck. In most cases, that meant proper and adequate treatment 
with drugs at a reasonable cost to both the private and public sector. The Action Programme 
was therefore most timely. 

While Somalia had always responded to the need for drugs for both individual cases and 
mass treatment, as well as for prophylaxis, it had become increasingly clear that there were 
many steps involved in ensuring an adequate supply chain if the drugs were to reach those in 
need. The Government of Somalia had therefore issued a policy statement which had included 
the following main points: legislation would be introduced to supplement earlier provisions 
for control of the range of drugs that could be imported and distributed in the country; 
only generic names were to be used; measures would be taken to establish local formulation 
from imported raw materials and price controls, and appropriate enforcement measures. The 
policy statement had subsequently been amplified into an action programme on essential drugs 
with several identifiable elements. 

For several years, Somalia had sought to reduce its dependence on imported 
pharmaceutical products by setting up its own facilities for manufacture at the intermediate 
and final levels. Two months previously, an equipped production plant had been handed over 
to the Government which, in due course, would process imported materials to produce a range 
of essential drugs. Quality control facilities were available on the premises of the 
parastatal agency responsible for the distribution of drugs to the private sector. Such 
facilities would have to be extended as local production increased. 

In his address to the plenary meeting, Somalia's Minister of Health had given details of 
the quantification of needs for essential drugs at the primary health care level and of the 
logistics of drug procurement and distribution. A series of action -oriented programmes had 
been formulated with the assistance of the Government of Italy, UNICEF and WHO, and 
implementation would begin soon. 

His delegation commended the report of the Executive Board's Ad Hoc Committee and 
welcomed the action already undertaken by WHO. 

Dr WESTERНOLM (Sweden), with reference to the draft resolution on the rational use of 

drugs, said that her delegation found acceptable the amendments proposed by the delegations 
of Switzerland and India. The amendment proposed by the delegate of the Netherlands, 
requesting the Director -General to review the machinery within WHO concerning the 
dissemination of objective information relevant to the appropriate use of essential and other 
drugs aid to introduce improvements where necessary, was also acceptable. However, the 
further amendment proposed by the delegate of the Netherlands, to have the review of the 
IFPMA Code placed on the agenda of the forthcoming International Conference of Drug 
Regulatory Authorities was not acceptable, since it completely changed the substance of the 
original text as it appeared in operative paragraph 2(3). Despite considerable efforts, a 
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consensus on that point had not yet been reached and it might be necessary to put it to the 

vote. Delegates would have the opportunity of studying a new draft, incorporating the 

acceptable amendments, before a decision was taken, probably at the next meeting. 

The United States delegate had argued that WHO should not concern itself with marketing 

practices. However, she recalled the Director -General, in paragraph 3(6) of 

resolution WHA31.32, had been specifically requested "to study how prices of pharmaceutical 

products are determined and possible strategies for reducing such prices, including the 

development of a code of marketing practices, with special emphasis on pharmaceutical 

products essential for the populations of developing countries ". 

Dr ADOU (Djibouti) said that, with the technical assistance of WHO, Djibouti had drafted 

legislation on pharmaceutical products which was presently being reviewed by the relevant 

authorities. Lists of products for use at various health service levels were also being 

drawn up. There was an ongoing training programme for health workers and a national seminar 

would be held soon, following a visit to a country where the programme was somewhat further 

advanced. 
His delegation supported the draft resolution on the rational use of drugs in its 

original version and wished to be included in the list of co- sponsors. 

Mr FORMICA (Italy) said that international cooperation in the pharmaceutical sector 
should be aimed at ensuring the availability of essential drugs. Drug policies should be • oriented to give priority to essential drugs appropriate to the actual needs of populations 

and should be an integral part of the planning and development of health services as a 

whole. They should also be related to information systems and to user participation. 

During 1983, Italy had experimented, successfully, with such a strategy in the 

implementation of a number of programmes in coordination with WHO, UNICEF and the governments 
concerned. Several programmes were now under study, involving a detailed analysis of the 
situation in the country concerned as regards legislation, distribution, information and 

production, followed by: the preparation of a list of essential drugs; review of drug 
supply and control systems; examination of the possibilities of starting or maintaining 
production lines; and the training of experts in accordance with the country's health 
policies. 

The Government of Italy had participated in a meeting, held in Harare in 1982, of those 
responsible for the pharmaceutical services in African countries, and had determined a course 
of action taking account of the differing needs of those countries. The Government had 
approached WHO and UNICEF in order to carry out that course of action. A start had been made 
by reviewing the situations in Ethiopia, Somalia, Mozambique, Guinea -Bissau and Upper Volta. 
The Italian Government had donated US$ 15 million to the programme. Joint WHO /UNICEF 
meetings of experts had been held and, as a result, specific programmes had been developed 
for each country. In Upper Volta, a plant for the production of essential drugs had been 
built. Upper Volta had been selected for the pilot project, since it was felt that 

neighbouring countries in the Sahel region would also benefit. Those programmes were highly • regarded by his country, since they were directed towards the achievement of the final 

objective of drug policies in the Third World, namely, the increase of local production of 
drugs until self -sufficiency was achieved. 

The meeting rose at 18h05. 


