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TENTH MEETING 

Friday, 19 May 1978, at 10h30 

Chairman: Dr N. N. MASHALABA (Botswana) 

1. PROGRAMME BUDGET FOR 1978 AND 1979 (FINANCIAL YEAR 1979): Item 2.2 of the Agenda (continued) 

Dr MWAKALUKWA (United Republic of Tanzania) introduced the following draft resolution: 

The Thirty -first World Health Assembly, 

Considering the progress made in the implementation of the new programme budget 
policy embodied in resolutions WHA28.75, WHA28.76 and WHA29.48; 

Reiterating that resolutions WHA28.75, WHA28.76 and WHA29.48 form a historical and 
conceptual whole, and that 

(1) their fundamental objective is to unify the potentials, resources and 
experiences of many countries with different social patterns and cultural traditions 
and at different stages of development in order to make it easier to bridge the 
health gap between the developed and the developing countries and to raise the 
overall level of health in the world; while 

(2) their quantitative objective is to redistribute WHO's regular programme budget 
resources in order to increase substantially in real terms the allocations for 

technical cooperation; 
Realizing that direct technical cooperation between WHO and its Member States can 

assume many forms, ranging from participation on request in developing and applying 
national health development processes, to the provision of staff, equipment and supplies 
as part of national health programmes; 

Emphasizing the importance of regularly providing the Executive Board and the World 
Health Assembly with relevant factual information to enable the Executive Board and the 

World Health Assembly to assess progress, detect shortcomings and introduce improvements; 
Referring to resolution EB61.R6 adopted by the Executive Board at its sixty -first 

session on monitoring the implementation of programme budget policy and strategy; 

1. CONCURS with the Executive Board's conclusion on the importance of keeping under 

constant review the implementation of the programme budget policy and strategy; 

2. REQUESTS the Director -General, within the general framework of monitoring the 

implementation of resolutions WHA28.75, WHA28.76 and WHA29.48, to provide the World Health 
Assembly and Executive Board with all relevant information to illustrate how the new 

programme budget policy and strategy is being applied in Member States, and in particular 

in developing countries; and to what extent WHO's regular budget resources are being 

used for this purpose. 

He said that, like the Executive Board in its resolution EB61.R6, the sponsors also 
recognized that it was still too early to evaluate the operational implementation of the 
programme budget strategy beginning in 1978, but nevertheless considered that real progress 
had been made in implementing the relevant resolutions on which the new programme budget 
policy was based. It was possible to discern a reorientation in the programmes aid working 
of the Organization, particularly in the direction of increased technical cooperation and 
social relevance, with particular emphasis on technical cooperation among developing countries. 
As the Programme Committee of the Executive Board had noted, it was now possible to confirm 
that the reorientation of the regular budget was steadily proceeding towards the 60% technical 
cooperation target set in resolution WHA29.48. The implementation of that resolution was 
crucial to the attainment by the Organization of the goal of health for all by the year 2000. 

Dr TATOCENKO (Union of Soviet Socialist Republics) said he had no objection to the 
adoption of the resolution but for the sake of clarity he wished to propose a few minor 
amendments. In the first preambular paragraph he thought it would be appropriate to make 
a reference also to resolution WHA30.30. Secondly, he suggested that the third preambular 
paragraph might end after the words "can assume many forms ". The rest of the sentence was 
not sufficiently specific, and might lead to some misunderstandings: there were other 
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important forms of technical cooperation that were not mentioned, but to add them would 

overburden the resolution. Thirdly, he suggested that in the fourth preambular paragraph 

the words "of technical cooperation with individual countries in order to" should be inserted 

after the words "to assess progress ", and that after the words "introduce improvements" the 

following should be added: "as well as to assist WHO and all countries to gain from thus 

accumulating valuable experience ". 

Professor JAКOVLJEVIC (Yugoslavia) reinforced the comments of the delegate of the United 

Republic of Tanzania on the draft resolution and said that one of its most important aims 

was to emphasize the need to provide the Executive Board and the Health Assembly regularly 

with relevant factual information in order to enable those bodies to assess progress, detect 

shortcomings and introduce improvements. He also emphasized the importance of operative 

paragraph 2, which reflected the most important requirements for, monitoring the implementation 

of the Health Assembly resolutions referred to. He agreed with most of the amendments 

proposed by the delegate of the USSR but did not see any reason why some important forms of 

technical cooperation should not be mentioned in the third preambular paragraph. 

Dr YANG Tsun -Hsing (China) noted that reference was made in the draft resolution to • resolution WHA28.75. At the Twenty- eighth World Health Assembly his delegation had made 
clear its reservations with respect to that resolution and he did not intend to repeat them. 

Dr TATOCENKO (Union of Soviet Socialist Republics), replying to the delegate of 

Yugoslavia, explained that he had proposed the deletion of part of the third preambular 
paragraph because the range of technical cooperation activities referred to was limited and 

did not include, for example, coordinating activities at all levels, and carrying out and 

coordinating scientific research in the interests of Member States. If the sponsors of the 

draft resolution did not wish to make that deletion, he suggested that they should also add 

the activities he had just mentioned. In his opinion, however, that would overload the 

paragraph and make it less readable. 

Dr GALEGO PIMENTEL (Cuba) thought that the proposed amendments merely reinforced the 
intentions of the sponsors. With regard to preambular paragraph 4 she agreed that other 

forms of technical cooperation could be mentioned, as suggested by the delegate of the USSR, 

although she did not feel that that was really necessary. However, she was prepared to 

meet together with the other cosponsors of the resolution to discuss the matter if they 

so wished. 

Dr MARTINS (Mozambique) said his delegation had no difficulty in accepting the amendments 
proposed by the delegate of the USSR, with the exception of that to the third preambular 
paragraph. If the last part of the paragraph were deleted as the delegate of the USSR had 
proposed, certain activities that the sponsors had thought it important to single out would 
not be mentioned. He saw no reason, however, why coordination of activities at all levels 
and coordination of research should not be added. 

The CHAIRMAN said that in order to arrive at a consensus on the proposed amendment to 
the third preambular paragraph, a short meeting would be held at 14h00 attended by the 
delegations of China, Cuba, Mozambique, United Republic of Tanzania, USSR, Yugoslavia and 
any other interested cosponsors. 

2. REVIEW OF SPECIFIC TECHNICAL MATTERS: Item 2.6 of the Agenda 

Drug policies and management: Item 2.601 of the Agenda (Resolutions WHA28.66, 
EB61.R17; Official Records No. 245, pp. 10 -11, paras 56 -58; Document A31/12) 

The CHAIRMAN, introducing the item, recalled that it had been discussed at the last 
session of the Executive Board and that a progress report had since been prepared by the 
Director -General. "Drug policies and management" had also been the subject of the Technical 
Discussions during the present Health Assembly and detailed statements had been made on 
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12 and 13 May 1978. Since she assumed that most of the delegates who had a particular 

interest in the subject had participated in the Technical Discussions, she suggested that the 

Committee could perhaps concentrate its attention on the policy questions involved and look 
carefully at the draft resolution for an action programme for essential drugs. At a later 
stage, the Committee would also have to consider the draft resolution on "Drug policies and 

management: medicinal plants ". 

Dr BUTERA (representative of the Executive Board) said that the Board had discussed at 
length the new orientation of the drug policies and programmes in which not only the technical 

aspects were being considered, but also the social and economic environment of the countries 

in which the programmes were to be implemented. In the course of the discussion, it became 

clear that extension and improvement of the provision of health care in developing countries 
would not be possible in future without the development of an infrastructure for the dispatch 
and distribution of essential drugs and, wherever feasible, their local production. To 

achieve that, it would first be necessary to identify those drugs and vaccines that were most 
needed for health care and that were of proven efficacy, reasonably safe, and not too expensive. 
Such a selection could be made only in the countries themselves in the light of a number of 

factors, including the prevalence of diseases, trained health manpower, and available resources. 

The Board agreed with the criteria that had been proposed by the WHO Expert Committee on the 

Selection of Essential Drugs and with the recommendations made in its report.1 The basic 

list of drugs contained in the report was primarily indicative and did not exclude the 

introduction of new drugs; there was a need to maintain a balance between the economic 

realities of a particular country at a particular time and the needs of patients, without 

losing sight of the importance of research and development for the progress of medicine. 

The Board had pointed out that it was important to ensure that all those concerned, including 

the medical profession and the pharmaceutical industry in particular, should understand the 
concept of essential drugs and that the aims pursued by WHO were to meet the basic needs of 
broad masses of the world's population who did not have access even to the most essential 
drugs aid vaccines. Although effective drugs for many diseases that affect millions of 

people in developing countries were already in existence, they were not available in the 
countries that needed them and some were still too expensive for the developing countries. 
There were also shortcomings in distribution systems and the proper use of drugs. In 

certain cases, better use could be made of natural resources, in particular medicinal plants., 

Two points emerged from the Board's discussion. First, responsibility for drawing up a 

national drug policy for meeting the health needs of the majority of the population lay with 

the government of each country. Secondly, WHO must not only act as the catalyst of such a 

policy but should also be the instrument for technical cooperation between countries and for 

practical support in various fields, ranging from assessing needs to the supply of essential 

drugs, including, wherever feasible, local production. WHO should also be involved in 

quality control, improved utilization of local resources, and research and development aid 

training of technical personnel. Consequently, in resolution EВ61.R17, the Board had 

proposed the establishment of an action programme of technical cooperation on essential drugs 

aimed at mobilizing resources to support the developing countries' efforts to contribute to 

extended health coverage by developing essential drugs. That proposal also involved the 

opening of a dialogue with the pharmaceutical industry to improve understanding of the scope 

of the programme and to secure the industry's cooperation. An ad hoc committee, which had 
been set up by the Board to study the programme, had already met twice under the chairmanship 

of Professor Jakovljevic and it was hoped that a full report on its work would be submitted to 

the sixty -third session of the Executive Board in January. 

Dr CH'EN Wen -chieh (Assistant Director -General) provided some additional information on 

the progress so far achieved and on possible future developments of the new programme. The 

first step in the formulation of a national drug policy aimed at meeting the real health needs 

of the majority of the population through primary health care was the identification of those 
needs aid determination of the measures to be taken to improve the pharmaceutical supply system 

in order to meet the needs. The regional meetings referred to in the Director -General's 
report stressed the importance of such country surveys and identified six main areas for 

1 WHO Technical Report Series, No. 615, 1977. 
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technical cooperation with and among the countries. The first area was the selection of the 

most essential drugs of proven efficacy, acceptable safety and reasonable cost that could best 

meet the needs of the majority of the population, particularly with regard to primary health 

care. Having selected the most essential drugs and vaccines, there was a need for quality 

assurance of the products imported or produced locally. The building up of an efficient drug 

procurement and distribution network was very important in many developing countries and 
required storage and transportation facilities, and skilled personnel at all levels. An 

important step towards self -reliance was the strengthening of local production of essential 

drugs arid vaccines based on feasibility studies, taking into account the health, economic, 

technological, and logistic aspects. The use of drugs of natural origin, particularly 
medicinal plants, could be improved in many developing countries through the proper evaluation 
of their usefulness in health care, the development of appropriate technology for thecollec- 
tion, cultivation, and processing of the most widely used crude drugs, together with 

specifications for them. Finally an important area for technical cooperation was the 

stimulation of research and development of drugs and vaccines most relevant to the health needs 
of developing countries, including clinical arid field studies on such drugs under local condi- 

tions of utilization and the developments of appropriate technology for local production. In 

all those areas, information transfer, and education and training activities were crucial to 

the strengthening of national capabilities and of technical cooperation among developing 
countries. In the least developed countries, there was also a need to improve the supply 
position of essential drugs and vaccines through the establishment of a buffer stock and the 
provision of selected products under special conditions. 

The planning of such an action programme was at present under study by an ad hoc 
committee of the Executive Board. Its implementation would require, in addition to the 
resources available to WHO through its regular budget, the mobilization of a wide range of 
resources and the full collaboration of governments, agencies and other cooperating parties. 
lultisectoral approaches were required, but as the programme was primarily oriented towards 
health development, it would seem appropriate for WHO to take the initiative and leadership 
within the United Nations system. Although the matter was being considered by the Executive 
Board, the review of the progress report by the Director - General might provide an opportunity 
for the Health Assembly to discuss the programme and offer further guidance on its development. 

Dr MORK (Norway) introduced the following draft resolution: 

The Thirty -first World Health Assembly, 

Recalling resolutions WHA28.66 and EB61.R17; 

Having considered the progress report by the Director - General on Drug Policies and 

Management; 
Realizing that large segments of the world's population do not have access to the 

most essential drugs and vaccines that are indispensable to ensure effective health 

care; 

Recognizing the importance of an adequate supply of essential drugs and vaccines 

to meet the real health needs of the people, through the implementation of national 

programmes of health care; 

Deeply concerned by the high proportion of health budgets spent on pharmaceuticals 

by governments, particularly of developing countries, thereby limiting the remaining 

funds available for the provision of adequate health care to the whole population; 

Stressing the need to provide essential drugs of adequate quality, in sufficient 

quantity and at reasonable costs to meet the health needs of these countries; 

Considering that local production of essential drugs and vaccines is a legitimate 

aspiration which developing countries have expressed on many occasions, and that con- 

siderable progress has been achieved in some countries; 

Considering that the establishment of a pharmaceutical industry in countries where 

it does not exist requires transfer of appropriate technology and investment and that 

most developing countries cannot afford this without international cooperation; 

Recognizing the importance of objective information about pharmaceuticals and the 

risk of uncontrolled promotional activities by manufacturers, particularly in developing 

countries; 
Convinced that collective purchases of large quantities of pharmaceuticals would 

substantially reduce their costs; 
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Convinced that urgent international action is required to alleviate this situation 
through the establishment of an action programme of technical cooperation on essential 
drugs aimed at strengthening the national capabilities of developing countries in the 
field of selection and proper use of essential drugs to meet their real needs, and in 
local production and quality control, wherever feasible, of such drugs; 

Highly appreciating the steps already taken by the Director - General to make available 
essential drugs and vaccines necessary for the extension of the health care coverage of 
the population; 

1. ENDORSES resolution EB61.R17; 

2. URGES Member States, particularly developing countries, to: 

(1) establish adequate drug procurement and distribution systems in order to make 
available drugs of adequate quality, at reasonable prices, to the population; 
(2) establish national drug formularies by generic names including essential drugs 
selected on the basis of the health needs of the countries and taking into account 
the criteria of the WHO Expert Committee on the Selection of Essential Drugs 
(Technical Report Series No. 615); 

(3) enact appropriate legislation covering drug registration, prescription by 
generic names, control of drug information, including therapeutic indications and 

mention of side -effects, price control and definition of the type of drugs 
authorized for prescription by different levels of health personnel from specialists 
to auxiliaries; 

(4) collaborate in the exchange of information on drug policies and management 
through bilateral or multilateral programmes and WHO; 

Э. REQUESTS the Director -General: 

(1) to continue to identify the drugs and vaccines which, in the light of 

scientific knowledge, are indispensable for basic health care and disease control 
in the vast majority of the population, and to update periodically this aspect of 
the report of the Expert Committee on Essential Drugs; 
(2) to cooperate with Member States in formulating drug policies and programmes 
that are relevant to the health needs of populations, aimed at ensuring access of 
the whole population to essential drugs at a cost the country can afford; 

(3) to improve existing WHO supply services for drugs, including vaccines, and 
medical equipment through closer collaboration with UNICEF, and to ensure that 
developing countries take full advantage of such services; 
(4) to ensure collaboration with UNDP, the World Bank and regional Development 
Banks and Funds, UNICEF and UNIDO with a view to ensuring that technical expertise 
and financing are made available to interested countries to establish local produc- 
tion corresponding to their health needs, it being understood that financing should 
be independent of the source of technology; 

(5) to develop further the dialogue with pharmaceutical industries in order to 

assure their collaboration in meeting the health needs of large underserved segments 
of the world's population; 
(6) to study how prices of pharmaceutical products are determined and possible 
strategies for reducing such prices with special emphasis on pharmaceutical products 
essential for the populations of developing countries; 
(7) to take appropriate steps to cooperate with Member States in developing 
quality control systems for drugs, either imported or locally produced, and to 
establish regional quality control networks; 
(8) to foster exchange of information among Member States on drug policies and 
management and on technical aspects of pharmaceutical products; 

(9) to submit to the sixty -third session of the Executive Board a comprehensive 
action programme as outlined above aiming at fostering technical cooperation among 
developing countries and to stimulate bilateral and multilateral cooperation in this 

programme; 
(10) to invite governments directly interested in the implementation of this action 
programme in their own countries, governments willing to provide support, relevant 
United Nations agencies and other appropriate cooperating parties to participate; 
(11) to submit a report on the progress achieved in the implementation of this 
action programme to subsequent sessions of the Executive Board and World Health 
Assembly. 
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That resolution had been drawn up by a group of the sponsoring countries. The work of 
WHO in identifying the problems of the developing countries with regard to adequate drug 
treatment was highly appreciated, and provided a good basis for further activities. Those 
problems were enormous, as shown by the fact that many of the products in the list of essential 
drugs could be used rationally only by physicians. A further selection from that list was 
therefore necessary for areas where physicians were not available, the scope of that selection 
being related to the level of training of the personnel providing health services to the 
population. 

National drug policies should include all the links in the chain necessary for providing 
adequate drug care, including the training of personnel in the technical and administrative 
aspects of drug policies and management of a pharmaceutical supply system. The concept of 

essential drugs had introduced a new dimension into drug policies and a new approach to 

pharmaceutical products. Drugs were no longer viewed purely from the scientific and technical 
points of view, but also in the light of health priorities and health care delivery to the 
population as a whole. 

His delegation supported the report on the selection of essential drugs, since the 

approach, though firm, was flexible enough to allow for application to suit the different 
situations in different countries. It was important for both the developed and the 
developing countries. The selection process must be a continuous one, and the subject must 
therefore be reviewed by WHO at regular intervals. 

He stressed the importance of ensuring that the drugs supplied to the population were of 
the necessary quality. Since many developing countries could not afford to build up a 
complete quality control system, WHO should assist Member States in developing such systems 
and establishing regional control networks. 

The need to provide essential drugs had been emphasized by many speakers during the 
Technical Discussions, and it was essential to study how prices of pharmaceutical products 
were determined and possible strategies for reducing the prices. 

WHO should disseminate information on various aspects of the subject so as to help 
countries in developing national drug policies. Attention should also be drawn to the 

possibilities of intercountry cooperation. Since conditions varied greatly, approaches might 
also vary. Bilateral agreements between industrialized and developing countries could often 
give rapid results, and Member Ѕtаtеѕ should offer assistance, by means of agreements on 
cooperation, to facilitate the development of drug policies and management. 

Dr MARTINS (Mozambique) said that drug policy had been something of a forbidden subject 
in WHO, but his delegation did not see how it was possible to talk about health without 
mentioning drugs. A very timid resolution had been adopted on that subject at the Twenty - 
eighth World Health Assembly but it had enabled the work reported by the Director- General and 
the Executive Board to be carried out. That work deserves praise, since it had provided the 

basis for the technical discussions at the present Assembly. 

His delegation supported the draft resolution, and wished to stress the importance of a 
national drug policy. The coordinating efforts of WHO were very important, but those efforts 
would come to nothing if Member States failed to define such a policy. Mozambique, although 
it had been independent for only three years, had given immediate priority to defining a 
national drug policy, in which the first step had been to draw up a national formulary. That 

had been published in January 1977, even before the report of the WHO experts, and was based 

on the same criteria as that report. Such a formulary was essential for the developing 
countries. It was a restricted list of drugs, and that was what the developing countries 
needed, since only rich countries could afford the luxury of exhaustive lists giving detailed 
information on each product. 

International nonproprietary, i.e., generic, names should be used in the formulary 

otherwise it would be impossible to escape the influence of the large drug companies. Such 
generic names must also be used in prescriptions. Their use in advertising and on packages 
had been mentioned during the Technical Discussions. That was important, as was the 

introduction of legislation compelling manufacturers to give generic names on packages, but was 

not nearly enough for the developing countries. If such legislation was introduced in a small 
developing country, for example, the company concerned could simply stop marketing its drugs 
in that country. For that reason, countries must act together, and WHO's coordinating role 
was important. Even without such coordination, however, each country should educate its 
doctors and health workers to use generic names in prescribing; that would be a decisive 
step, since there were countries which had nationalized the importation and production of 
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drugs, but where doctors were still under the influence of publicity and therefore prescribed 
the commercial products, thereby forcing the state company to import them. In Mozambique, a 

law had been passed in 1977 compelling doctors to use generic names in prescriptions and, 
apart from some initial resistance, that law had not given rise to any problems. 

As a further step, it was necessary, especially in the developing countries, to prepare 
a therapeutic guide, since some treatment regimes were too costly. Such a guide had been 

prepared in Mozambique and would be made available to WHO and to Member States. In a country 
like Mozambique, where malaria, tuberculosis and leprosy were major problems, it would not be 
practicable to allow each doctor to treat cases as he saw fit. For that reason, for five 

diseases, therapeutic schedules and treatment criteria had been laid down, together with some 

suggested schedules for other diseases. 
That raised the problem of the freedom of doctors, and especially of those brought up to 

think of medicine as a liberal profession, to prescribe as they pleased. Doctors would have 
to be convinced of the need, in the interests of the community, for some limitations of that 

freedom. 

In Mozambique, in addition, for tuberculosis, three levels of treatment had been defined. 
The first, which could be provided both by doctors and by medical auxiliaries, was used when 
bacteriological tests had given a positive result, the second when, six months later, those 

tests were still positive; in the latter case, treatment was the responsibility solely of 
doctors, but they had to justify their actions. Finally, the third level applied to the 1% 

of cases for which the second level treatment was not enough; at this level treatment was 

entirely the responsibility of tuberculosis specialists. What had been done in Mozambique 
might not be possible in other countries, but that was the direction that should be followed 
in the future. 

It was also essential, in the Third World countries, to determine what drugs could be 
prescribed by medical auxiliaries, and what drugs could be sold over the counter. 

His delegation supported the draft resolution, and he stressed the need, in the 

developing countries, to establish appropriate systems for the procurement and distribution 
of drugs. WHO's role in coordinating the drug policies of the different countries was very 
important; it could also make available to Member States those services that they could not 
provide themselves, e.g., quality control, which was very difficult to organize at the 

national level. 
Every country had the right to manufacture its own drugs, and in Mozambique the aim was 

to establish a national drug industry by 1980. WHO should help countries like Mozambique in 
achieving that aim. In that connexion, it was particularly important that the agency 
providing the finance for such an industry should be separate from that providing the 
technological input. 

Professor KOUMARE (Mali), while endorsing the proposals of the Executive Board, noted with 
some bitterness that the concept of essential drugs was limited to the so- called modern 
medicines. Some, if not all, of those medicines had to be prescribed by doctors. For 

countries like Mali, where medical auxiliaries were very important, the list of essential 
drugs could not be considered as an end in itself; WHO should take that into account. 

In relation to drug policies and management, he regretted that enough importance was not 
given to the use, in the developing countries, of traditional drugs. It was also clear from 
the draft resolution and the Technical Discussions that WHO's concerns were far from being 

identical with those of the developing countries. It was unnecessary to comment on the 
consequences of that situation. The draft resolution gave the impression that the main 
concern was to open up discussions with the pharmaceutical industry. Even if those 
discussions were successful, which was doubtful, it would certainly be a long and dangerous 
process. A solution to the problem was more likely to be found at the level of the users 
rather than in an approach to those who sold drugs. For that reason, he preferred the rapid 
utilization of local resources and efforts to achieve self -sufficiency. 

He was glad to note the establishment, at least on paper, of a network of centres for 

research on medicinal plants. In that connexion, it was time to reduce the number of meetings 
that merely kept on passing the same resolutions aid making the same recommendations; that 

was of no benefit to the populations concerned. It was therefore necessary to prepare a 

precise minimum programme of work based on those recommendations so that the new centres did 
not remain on paper but really helped to train research workers and to study traditional 
medicines. 
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The use, by the developing countries, of traditional medicines was sufficiently important 
to justify the preparation of a draft resolution so that the Director -General could report on 
the matter to the Thirty - second World Health Assembly. It was for that reason that Mali 

supported, and was one of the cosponsors of the draft resolution. 

Professor JAКOVLJEVIC (Yugoslavia) said that the Director -General's report showed that 
a new social dimension had been introduced into drug policies and management; pharmaceuticals 
had long since ceased to be considered in WHO only from the technical and clinical points of 

view. As the Director, Division of Prophylactic, Diagnostic and Therapeutic Substances had 
written in World Health, drugs were now seen in the light of health priorities and the delivery 
of health care to the population as a whole.1 

Three years after resolution WHA28.66 had provided guidance to the Director -General on 
the reorientation of the programme on prophylactic, diagnostic and therapeutic substances, 

it was clear that the main problems of drug supply in the developing countries had been 

identified and that an action programme of technical cooperation was being developed. Before 
resolution WHA28.66 had been adopted, however, the Director -General's report had identified 
as the major problems the inadequate availability of essential drugs, especially in the rural 
areas of the developing countries, where more than 80% of the population did not receive 
adequate care, the maldistribution of drug production between the developed and the developing 

countries, 90% being located in the former, and the excessive, inadequate or inappropriate use 
of drugs by health workers. Against that background, it was still not possible to consider 
the existing situation as satisfactory, though it was an improvement in that action was being 

taken to solve the problems. 

The results ultimately achieved would depend largely on activities in the countries. 

He therefore agreed with the statement in paragraph 11 of the report that the success of the 

programme would be determined mainly by the political will of governments in identifying and 
tackling the problems of their countries and in cooperating in solving the urgent problems of 
the least developed countries; those problems could not be solved without an adequate supply 
of the most essential drugs. Success would also depend on new initiatives by governments and 
the drug industry in the light of the New International Economic Order. His delegation 
supported the draft resolution. 

Professor POGGIOLINI (Italy) said that his delegation acknowledged the importance of 
drug policies, particularly to developing countries, and therefore appreciated the clarity of 
the Director -General's report. His country, which was one of the largest drug producers, was 
ready to help developing countries by supplying essential drugs under favourable conditions 
and packaged to support the climatic conditions of each country. The quality of drugs 
manufactured and exported by his country was controlled by the National Institute of Health 
and a certificate, based on WHO international certification recommendations, accompanied each 
batch of drugs exported. 

His Government was ready to cooperate with developing countries by training personnel, by 
providing assistance in the selection of equipment and by providing know -how. Each year, his 
Government offered fellowships to health personnel from developing countries for training in 
pharmacology, toxicology and quality control amongst other subjects. In other words, his 
Government was planning a series of coordinated actions to help developing countries to achieve 
self -reliance, within a reasonable period of time, in all the operations involved in the 
manufacture and distribution of drugs, and to start research programmes aimed at meeting local 
health needs. 

His delegation hoped that WHO would prepare a detailed action programme based on: a plan 
of international coordination of national drug policies; a programme of drug selection and 
procurement; and participation of developing countries in the implementation of the action 
programme on essential drugs, together with governments willing to contribute to the programme 
and with the pharmaceutical industry. His delegation therefore cosponsored the draft 
resolution. 

1 World Health, April 1978, p. 8. 
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Dr FIELD (United Kingdom of Great Britain and Northern Ireland) said his delegation 
appreciated the clear and precise progress report and the excellent lead document prepared 
for the Technical Discussions. His delegation endorsed the proposed action programme 
outlined by the Executive Board in resolution EB61.R17. The Technical Discussions and the 
introduction to the item under discussion had clearly set out the problems facing developing 
countries in providing effective basic drugs for the treatment of serious diseases. His 
delegation agreed that it was vital to ensure a supply of drugs of adequate quality at 
reasonable cost, and therefore agreed that the WHO programme was one of the most important 
activities of the Organization. The Assistant Director -General had already outlined the many 
facets of the programme tb be covered. 

His delegation supported the draft resolution but wished to propose certain amendments 
that would strengthen and clarify it. There appeared to be some confusion on the text between 
the terms "drug" and "pharmaceutical product ". He suggested that the term "drug" only should 
be used, in accordance with the definition given in the twenty -fifth report of the WHO Expert 
Committee on Specifications for Pharmaceutical Preparations.1 That definition covered 
everything from the active ingredient and the excipients to the finished pharmaceutical 
product. 

With reference to operative paragraph 2(2) of the draft resolution, the delegate of 

Mozambique had already referred to the use of the word "formularies" and had explained why his 
country could not accept the word "lists" alone. In the English language the word "formulary" 
had a specific meaning, which implied not just a restricted list of drugs but a list setting 
out the actual formulae of the drugs and how the drugs must be presented to the patient. He 

was not sure that such a meaning was desirable, since not all countries would wish to 
introduce formularies. He therefore proposed the replacement of the word "formularies" with 
the words "lists or formularies ". He suggested that the term "generic names" be qualified 
where it first appeared. He therefore proposed that in operative paragraph 2(2) the words 

"generic names" be replaced by the words "international nonproprietary names (generic names) ". 
He proposed that in operative paragraph 2(3), the words "enact appropriate legislation" 

be replaced by the words "enact legislation as appropriate ", in order to emphasize that 
legislation should be appropriate to each Member State. The word "prescription" had a 

specific meaning in the English language, indicating a written instruction to someone who 

would dispense it. However, that was not the only circumstance where the generic name should 
be employed. Many health workers would give drugs directly to patients, without using 

prescriptions. He therefore suggested the replacement of the word "prescription" by the words 

"use or prescription ". The term "health workers" was now widely accepted as the proper 
terminology for health personnel at different levels. He therefore proposed that, in 

operative paragraph 2(3), the words "health personnel from specialists to auxiliaries" be 
replaced by the words "health workers ". 

His delegation supported the principle underlying operative paragraph 3(4). However, 
it should be recognized that it would not be feasible for many small countries to establish a 
viable independent system for local production. He therefore suggested the introduction of 
words already employed in the preamble and proposed that the third line (in the English text) 
be amended to read "are made available to interested countries to establish local production, 
wherever feasible, corresponding to ". 

Reference had been made, during the discussions, to problems arising from marketing 
practices in certain parts of the world. He therefore proposed strengthening operative 
paragraph 3(6) by,amending it to read "to study how prices of drugs are determined and 
possible strategies for reducing such prices, including the development of a code of marketing 
practices, with special emphasis on drugs essential for the populations of developing 
countries; ". 

His delegation hoped that implementation of the action programme would be treated by the 

Organization as a matter of extreme urgency. 

The CHAIRMAN, in accordance with Rule 49 of the Rules of Procedure, invited the 
representative of the International Federation of Pharmaceutical Manufacturers Associations 
to address the meeting. 

1 WHO Technical Report Series, No. 567, 1975, p. 17. 
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Mr TIEFENBACHER (International Federation of Pharmaceutical Manufacturers Associations) 

said that his organization agreed with the Director -General that the pharmaceutical industry 

had an important part to play in the overall drug policies. and management programme and in the 

action programme on essential drugs. He had gathered that some delegations felt that the 

pharmaceutical industry had been slow to respond to the appeal of the Executive Board 

contained in resolution EB61.R17. He gave an assurance that the industry was most sensitive 

to the need, in the least developed countries in particular, to extend health coverage. 

Since the start of 1978, the industry had been discussing programmes and projects in line with 

WHO proposals and were considering making contributions that were beyond its raison d'être, 

which was to discover, develop, produce and market quality pharmaceuticals. The project 

foremost in delegates' minds appeared to be the supply of basic pharmaceuticals to the primary 

health sector of the least developed countries. No firm proposal had actually been formu- 

lated and further dialogue with WHO was needed. For legal reasons, the International 

Federation of Pharmaceutical Manufacturers Associations itself was unable to become invoived 

in programmes because of the cartel laws existing in many countries. However, national 

associations and drug companies were in a position to respond to the appeal of WHO, aid many 
of the latter had already done so in a most encouraging way. Some were considering supplying 
a short list of basic drugs to the primary health sector of the least developed countries, to 
include, for example, penicillin, tetracycline, ampicillin, one or two basic analgesics, 

antimalarials such as chloroquine, oral contraceptives and standard vaccines. They were 

considering supplying at special prices that would exclude allocation of research and 

development, marketing and certain administrative expenses. Special packaging would be used, 
depending on local requirements. It was not necessarily suitable to use bulk packaging in 

all cases. Negotiations would continue, with WHO acting as a catalyst, between national 
governments and the industry. 

The industry could also make a contribution in the area of quality control. The 

General Chairman of the Technical Discussions, in his report to the Health Assembly, had 
stressed the need for developing countries to set up their own, or regional, quality control 
laboratories. The pharmaceutical industry could assist anyone wishing to plan, equip and 
set up such a laboratory. The industry could also contribute to specific areas of manpower 
development, particularly quality control. Pharmaceutical companies in some countries in 

Europe were assisting the Regional Office for the Eastern Mediterranean to develop technical 
expertise in inspection for good manufacturing practices, quality control, handling of drugs, 
drug logistics and drug management. 

Research and development in tropical diseases were breaking new grounds. Twenty of the 
industry's top scientists were participating in scientific working groups of the WHO Special 
Programme for Research and Training in Tropical Diseases. Discussions with developing 
countries had started to determine how the use of existing drugs could be extended. Further 
discussions were under way at international and national levels to determine how the overall 
efforts of the industry in tropical research could be extended. 

He stressed that, while private industry was eager and willing to cooperate, it could not 
undertake work in the public domain that was the responsibility of international or national 
authorities. He begged delegates to be careful, since he feared that some of the elements 
under discussion implied the destruction of the basis of the pharmaceutical industry, an 
industry making a major contribution to mankind by engaging in research for the development of 
new products. 

Dr JENNINGS (United States of America) said the report was a useful survey of a topic of 
universal concern. His delegation fully supported the action programme proposed in 
resolution EB61.R17. His country was prepared to work with WHO and•Member States in the 
following areas: technical cooperation in assessing the drug needs of countries; training 
of administrative and technical personnel in drug regulation, including assessment for safety 
and efficacy, quality control, information and surveillance; research in areas related to 
national drug policy, including biomedical research on safety and efficacy under varying 
conditions, distribution systems, utilization and dissemination of information. It should be 
borne in mind that the dosage of many common drugs was based on their effects in a standard 
man of 70 kg, with a haemoglobin value of 15 gá%100 ml, who had a high animal protein diet, 
conditions that did not apply in many countries. 

His delegation supported the intention of the draft resolution with regard to the need 
to recognize the problems of the supply of drugs to treat the most serious illnesses, 
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especially in the least developed countries, and had welcomed the intervention of the 

representative of the International Federation of Pharmaceutical Manufacturers Associations in 

this connexion. He agreed with the delegate from the United Kingdom that the draft resolution 

required some clarification and strengthening. A WHO resolution carried great weight with 

the Member States and should therefore be drafted carefully to take into account the differing 

economies and cultural and government systems of different countries. For example, his 

Government had only limited federal authority. Many responsibilities were the province of 

the State, including regulation of the professional practices of medicine and law. It would 

be impossible to enact a federal law to require physicians to prescribe using generic names. 

He could not therefore accept that aspect of the draft resolution. Since his delegation was 

completely in accord with the aims of the resolution, he hoped that drafting difficulties 

could be resolved. 

Dr LECLERC -CHEVALIER (Canada) said that the preparatory work for the Technical 

Discussions had been extensive and of high quality. She had noted the great interest shown 

during those Discussions. Drug policies and management played an important role in all 

countries, particularly in developing countries, who were entitled to essential drugs as an 

integral part of health services. Although drug policies were essential, they should take 

into account the social and cultural characteristics of countries and their existing 

legislation. 
Her delegation supported the proposed action programme and the draft resolution, although 

the latter required some amendment, since certain aspects ran counter to the existing legis- 

lation of some countries. She agreed with the proposal to amend operative paragraph 2(2) by 

replacing the word "formularies" by the words "lists or formularies ". Some countries had 

lists that varied from province to province. Further, the term "list" was more flexible and 

would permit Member States to establish initial lists to meet urgent needs, to be followed by 

a second stage, the addition of other drugs as needed. 

The words in operative paragraph 2(3) reading "prescription by generic names" were not 

acceptable to her delegation. In certain provinces in her country, there was such a requirement, 

in the contexts of reimbursement of drug expenses and hospital use. However there was no 

federal requirement. She suggested replacing the words "prescription by generic names" by 

the words "use of generic names ". With regard to the type of drug to be prescribed by 

personnel at various levels, federal and provincial legislation in her country was highly 
specific. Further, the terms "specialists" and "auxiliaries" did not have the same 

significance in all countries. She therefore agreed with the proposal to replace the words 

"health personnel from specialists to auxiliaries" with the words "health workers ". She also 

agreed with the proposal to replace the words "pharmaceutical product" with the word "drug" 
throughout the draft resolution. In view of the difficulties in establishing local produc- 
tion of drugs in all countries, implementation should be preceded by cost benefit analysis. 

She had already outlined, during the Technical Discussions, the achievements of her country 
as regards distribution systems, quality control and cooperation with the pharmaceutical 
industry. Her country would be pleased to provide information to any country interested, 

since she believed that her country's programme could well be adapted for application in other 

countries. 

The meeting rose at 12h32. 


