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TWENTY-FIRST MEETING 

Monday， 22 January 1979， at 14h35 

Chairman: Professor J. J. A. REID 

1. WHO'S HUMAN HEALTH AND ENVIRONMENT PROGRAMME - EVALUATION OF THE EFFECTS OF CHEMICALS ON 
HEALTH: Item 20 of the Agenda (Resolution WHA31.28; Document ЕВбз/20) (continued) 

Dr LARI said that in some mining countries, such as those in the Andean Region, rivers 
that were used throughout their length for water supplies, were often contaminated by mineral 
concentrates from their source. It was important to determine the effects on those drinking 
such water. 

Dr VIOLAKI-PARASKEVA supported the objectives of the programme as set out in paragraph 8 
of the Director-Generales report, but had some questions about the practical details. For 
example, in paragraph 21, one of the functions of the WHO central unit was stated to be to 
develop and coordinate response in emergencies. What type of machinery was envisaged? Was 
it to be similar to that used for malaria or smallpox? She asked when it was proposed to take 
the final decision on the location of the central unit, referred to in paragraph 23. She also 
inquired exactly what duties were envisaged for Member States under paragraph 30, whether 
actively participating in the programme or not. Would they relate to treatment or to 
prevention? For example, when a new chemical product was manufactured, should the State 
concerned provide WHO with the relevant literature? Finally, it would be necessary to assign 
priorities to the tasks to be undertaken by the various participating institutions; cosmetics 
were the main problem in many countries. 

Dr VENEDIKTOV said that the report under consideration constituted an acceptable develop-
ment of the report to the Thirty-fist World Health Assembly and of resolution WHA31.28. It 
would, however, be premature to regard it as definitive; it should continue to be modified 
with a view to making it more specific. 

He did not think that the aim of making the programme structure as simple as possible, 
as stated in paragraph 19，had been achieved. In his view, it was overconq>lex# Furthermore, 
the text was studded with references to advisory and technical committees and other scientific 
groups. He was not sure how they would fit in with the existing expert committee on the 
subject. In any case, it would be desirable to standardize the terms in current use with 
regard to conmittees and groups, taking into account the experience gained in the Special 
Programmes on Tropical Diseases and Human Reproduction. 

Resolution WHA31.28 had stipulated that there must be a headquarters unit: paragraph 23 
mentioned that fact in order to put forward alternative proposals. That was not a 
desirable approach: in a programme in which so many different bodies, both governmental 
and nongovernmental, would be involved, coordination, to be effective, must be clearly 
seen to be under the aegis of WHO. Furthermore, the attitude of governments towards WHO 
was different from their attitudes towards national institutions, however widely respected. 
Xn the same way, he did not feel that lead institutions should undertake the publication 
of evaluation reports, as suggested in paragraph 24. The convening of expert committees 
and the publication of reports were official acts which must be undertaken only by WHO. 
A number of national institutions in the Soviet Union would like to take an active part in 
the programne and would be prepared to carry out the tasks assigned to them, but only 
within the general framework he had mentioned. 

He felt that it would be judicious not to use the term donors: since they might 
easily be identical with those responsible for environmental pollution, their role of 
benefactors was somewhat doubtful. It would be better to refer to "collaborating" 
countries or institutions. In conclusion, he suggested that the report might be amended 
in the light of the Board's discussion and then submitted to the Health Assembly for its 
views. 



The CHAIRMAN said he had some sympathy with Dr Venediktov1 s comment on the complexity 
of the programme structure. He pointed out that the evaluation of the effects of chemicals 
on health appeared on the Health Assembly1 s provisional agenda as item 2.7.4. 

Professor de CARVALHO SAMPAIO emphasized the coordinating role of WHO in assigning 
specific tasks to the many institutions that would participate in the programme in order 
to avoid duplication, with a consequent saving of time and money. 

Dr BAJAJ , referring to item 1.4 - Food additives - in Annex 2, drew attention to the 
question of the irradiation of wheat, potatoes and other foods, to which WHO had given 
its approval. The desirability of proceeding with caution had been stressed at a recent 
meeting of the Codex Alimentarius Commission. On a visit to India, some experts had 
advised the irradiation of sewage. That might bring about microbiological changes which 
would make the sewage water unfit for irrigation. He asked for the Secretariat1 s views 
on the subject. He also suggested that in framing the programme, WHO should bear in mind 
the question of pollution from thermal plants, which were increasingly being used to 
produce electricity in developing countries. 

Dr BRYANT expressed strong support for the programme and recognized WHO'S role both 
as coordinator and in mobilizing substantial resources. He hoped that the central unit 
would have the staff and resources required to tackle the work it was given. 

Although organizational issues were involved in the respective roles of lead and 
participating institutions, the most important point was to coordinate the involvement of 
all so that particular expertise was used to best effect. United States institutions 
were anxious to form part of an effectively coordinated global network. Some reservations 
had been expressed about the magnitude of the tasks set out under section 3 of Annex 1: 
the Secretariat and the expert groups should be encouraged to identify tasks which might 
realistically be tackled within the set time limits. 

He pointed out that item 2.5 - Teratogenicity - in Annex 2 was too narrow to take 
account of certain transplacental effects, such as prematurity as a result of toxicity. 

Professor AUJALEU commended the report for assigning to WHO its essential coordinating 
role, which would be particularly welcome in view of the numerous countries engaged in 
studying the problems concerned. In that way, duplication would be avoided and results 
could be compared. Nevertheless, a great many matters had yet to be decided and the report 
should perhaps be described as preliminary. With regard to structure, he held the view 
that the Secretariat, both at headquarters and at the regional level, should be given full 
freedom of administrative action. Setting up parallel machinery deprived the Organization's 
management of its proper responsibility. He was less concerned about the precise titles 
given to the various bodies proposed in the report, since that matter could be decided by 
the Programme Committee, subject to the approval of the Board. 

France did not appear in the list of countries which had promised their collaboration 
but he was confident that it would soon do so since it had passed a law in December 1977 
stipulating that new chemical products could not be used until they had been certified as 
harmless by laboratory tests and approved by the Conseil supérieur d •hygiène publique. 
The work to be carried out in France in that context could be coordinated with the programme. 

Dr ACUNA (Regional Director for the Americas) said that, because of a series of accidental 
poisonings over the past few years, including contaminations of wheat flour and cooking oil 
and because much more was becoming known about the harmful effects of chemical agents the , 
governing bodies in his Region had repeatedly drawn attention to the matter under consideration 
He noted the inforaation given in paragraphs 19 and 31 of the report regarding the programme's 
structure and organization. He hoped there would be much closer cooperation with the regions 
to give them the opportunity to comment on proposals and operating mechanisms before they were 
introduced and to ensure that regional problems were included, as those were insufficiently 
highlighted in the report. He assumed that negotiations with governments in the regions 
including the selection of national centres, would involve the regional offices, to facilitate 
coordination with regional activities in that field. 



Dr HUISMANS (United Nations Environment Programme), speaking at the Chairman's invitation, 
said -that chemicals had made possible many of the benefits enjoyed by modern society. They 
were, however, among the chief contributors to the pollution of the human environment. They 
entered the environment through their use in industry, agriculture and public health, as food 
additives, and in drugs, cosmetics and many other consumer goods. Their potential for posing 
hazards to human health and the environment needed critical and objective evaluation. 

Activities were being undertaken by institutes and organizations at national, regional 
and international level. WHO programmes dealt with such aspects as the hazard assessment of 
chemicals, monitoring of chemicals in air, water and food, and pesticides. The impact of 
chemicals on human health and the environment was also of great concern to the United Nations 
Environment Programme (UNEP). Since its establishment as a result of the United Nations 
Conference on the Human Environment, UNEP's special catalytic role had been to initiate, 
stimulate and coordinate programmes of assessment and management of the environment. Its 
activities included the Earthwatch concept, whose components were: the International Referral 
System for Sources of Environmental Information (INFOTERRA), the Global Environmental 
Monitoring System (GEMS) and the International Register of Potentially Toxic Chemicals (IRPTC), 
as well as the Task Force on Pollution and Human Health and other programmes-concerned with 
chemicals. 

Several of WHO'S programmes were being carried out jointly with UNEP or were sponsored by 
UNEP1 s Environment Fund; these were outlined in Official Records No. 250 under major 
programme 5.1. UNEP supported every effort at the international level to improve chemical 
hazard assessment and related aspects. UNEP fully supported WHO'S initiatives with regard to 
the proposed international programme on chemical safety, which it saw as a technical cooperation 
activity among Member States and which, at the same time, took full account of related 
activities in other international organizations. The programme structure described on pages 
4 and 5 of the Director-Generalfs report was most interesting and, once it had been worked out 
in detail with national and other lead institutions, should achieve significant results. It 
was of the utmost importance that wide moral, scientific and financial support be given to 
the programme. 

UNEP fully agreed with the Member States of WHO consulted that the highest priority 
should be given to the evaluation and dissemination of health risk assessments, cooperation in 
emergencies and accidents, and manpower development. It agreed with the Director of the WHO 
Division of Environmental Health that the hazard assessment of any chemical, physical or 
biological agent was only complete when the effects of the agent on nonhuman targets had also 
been evaluated and assessed. It was aware of the difficulties inherent in that task, which 
it recognized might be beyond WHO 1 s scope. It would welcome every initiative at the 
international level to link such an assessment programme with the proposed international 
programme on chemical safety. 

UNEP understood that several of the WHO programmes carried out or planned jointly with 
UNEP and for which UNEP's funds were used would in future be integrated in the proposed 
international programme. It intended to continue financial support to those programmes, at 
least to the present level of funding. It would continue to use its relatively modest 
Environment Fund to sponsor programmes that its Governing Council felt should be initiated, 
stimulated or given continued support in the field of environmental management. It was 
prepared to discuss, in concrete terms, active collaboration and support once the organizational 
and scientific details of the new programme were better known. 

Considerable importance had recently been attached to the involvement of IRPTC and it 
had been suggested that IRPTC, IARC and certain nongovernmental organizations might become 
lead institutions. The assembling and handling of data was no small task and to ensure 
global coverage of available information was even more difficult. IRPTC was developing its 
capacity to play such a role in the future and most of its present budget was devoted to the 
background work for an International Register that would contain, and be able to handle, 
pertinent data for the hazard evaluation of chemicals. Its growing chain of national 
correspondents and its future connexion with national, regional and international registers 
and other sources of information would be of great help to other lead institutions. 

Many problems remained unsolved, such as cooperation between data systems that permitted 
a meaningful exchange of information, confidentiality of data, and the necessity for an 



internationally agreed terminology. IRPTC would almost certainly need additional funding 
to carry out the tasks outlined. UNEP would welcome a close association of IRPTC with the 
international programme; it was prepared to discuss a plan of action for the International 
Register and to see IRPTC fully involved in the programme's operations. The details of 
that cooperation would have to be worked out by WHO and UNEP, taking into account the 
practical assistance to be given by IRPTC to lead institutions and other participants in the 
programme. 

Dr DIETE RICH (Director, Division of Environmental Health) said that the Secretariat 
welcomed the specific suggestions made, as the time had come to make specific decisions. 
Resolution WHA31.28 had requested the Director-General to strengthen the implementation of 
the programme through a central unit at headquarters for planning and coordination and a 
network of national institutions that would be assigned specific tasks. The resolution had 
thus laid down the basic principles for the programme, and it was now a matter of applying 
the principles faithfully to implement it. The resolution had also requested the Director-
General to report to the Board, the report thus submitted represented essentially a progress 
report on implementation, indicating the first steps taken since May 1978 and those about 
to be taken. It was concerned with how specific tasks would be assigned to national 
institutions. Since the programme was a major effort using relatively new principles, the 
Board's continuing guidance would be required. As outlined in paragraph 43 (d), the 
Director-General would present updated information in a report to the Thirty-second World 
Health Assembly. 

The Secretariat believed the time was ripe for the establishment of the programme. It , 
was not an entirely new venture but one based on existing programmes that were to be 
integrated and accelerated. However, it would only be successful if governments 
reciprocated in respect of the designation of lead institutions and funding. 

In reference to the possible outputs of the programme (Annex 1), he noted that in 15 
years some 150 pesticides had been evaluated, in 20 years some 400 food additives had been 
evaluated, in 4 years 20 environmental health criteria had been published, in 7 years IARC 
had evaluated some 400 carcinogens and an expert committee had evaluated 24 substances 
relevant to occupational health. The projected outputs represented a 5- to 10-fold increase 
over existing outputs and he was optimistic, in view of assurances from countries regarding 
the availability of national institutions, that that could be achieved. However, even if 
only half the outputs indicated were achieved substantial progress would have been made. 
Annex 3 of the report contained a graphical representation of resources required and proposed 
sources of funding for the first year of full operation. The left-hand column indicated 
costs and those at the top of the column, for support of technical activities in lead 
institutions and participating institutions, could not yet be estimated. In terms of 
funding, much would depend on where the line a-a, in the right-hand column, was to be drawn, 
or, in other words, oil how much of the funding for lead institutions would be borne by their 
governments• In theory, the line could be drawn at a level corresponding to the first 
three items in the left-hand column (the WHO central unit, the programme advisory board and 
the technical committee). That would leave an amount of about US$ 1 million for operational 
expenses in the central unit and the two committees, which would have to be found from 
extrabudgetary resources unless the regular budget were to be increased. It was hoped that 
participating governments would both support their own lead institutions and, together with 
others, contribute to the voluntary fund, the size of which would depend on where the line 
a-a was drawn after final negotiations with governments. 

In answer to several members, he hoped that paragraphs 21 and 24 gave a clear indication 
of the distribution of functions. The Board might like to make recommendations on some 
items, such as the question of publication. It was proposed that lead institutions would 
assume the major responsibility for collection of information and the holding of meetings 
other than those of expert committees. Thus, in reply to Dr Venediktov with regard to 
paragraph 21, functions (a), (b), (c), the policy elements of (d) and (e), and (f), (g) and 
(m) would be carried out in Genevaj while the others might be carried out elsewhere. 

In answer to Professor Spies, he said that research was essential for the development of 
the programme and the Secretariat was considering the following fields: research that would 
produce experimental data for evaluation; epidemiological studies； and research on the 
methodology of risk assessment and the testing of chemicals. Professor Spies1 suggestion was 



appreciated and would be taken into consideration. In reply to Professor Spies and 
Dr Kl ivarova, it was proposed that the programme advisory committee would, as outlined in 
paragraph 20，be composed of a maximum of 15 members, adequately representing Member States 
actively participating in the programme, together with representatives of international organi-
zations. In answer to Dr Violaki-Paraskeva, actively participating Member States were those 
that had designated institutions. The following organizations would probably be represented: 
FAO, ILO, UNEP, OECD, CMEA, SCOPE, the International Council of Scientific Unions1 Scientific 
Committee on Problems of the Environment (ICSU/SCOPE) and the Permanent Commission and Inter-
national Association on Occupational Health. It was also hoped that industry would be 
represented in some way. The functions of the committee would be to advise on the designation 
of lead institutions, to review the programme and budget, and to coordinate overall policy. 

In reply to Dr Alvarez Gutiérrez 1 question on confidentiality, he said that much would 
depend on legislative pressures in Member States. Professor Aujaleu had drawn attention to 
new legislation coming into effect in France. The same was true in many countries. Experience 
in the fieIds of food additives and pesticides had shown that the question of confidentiality 
could be solved. The problems would be lessened if the matter was limited to essential infor-
mation ,that is, information only on chemicals on the list of priorities and information 
required only for the evaluation of health risks. The central unit at WHO would have to play 
an important role in determining what information was required. 

In answer to Dr Klivarova1 s question about the involvement of nongovernmental organiza-
tions ,he said that the only proposal was that outlined in the report for an arrangement with 
ICSU/SCOPE, which would assume a leading function in considering scientific aspects of the 
methodology for risk assessment. A memorandum of understanding between SCOPE and the 
Director-General had been drafted. Such a relationship would provide the opportunity to in-
volve a large section of the scientific community and, since SCOPE was also interested in 
nonhuman targets, it would also be possible to coordinate activities in respect of both human 
and nonhuman targets. Paragraph 43 (c) indicated that further negotiations with international 
organizations were needed. The Board had heard about cooperation with UNEP. Cooperation 
with OECD would also be important and negotiations were under way. In answer to Dr Klivarová1s 
question on the nature of core groups, he said it was felt important to involve a core group of 
personnel in each institution who would be assigned specifically to the programme. Such groups 
would be composed as outlined in paragraph 25. In reply to Dr Violaki-Paraskeva, he said that 
cosmetics would be dealt with and that a potential lead institution was being considered. In 
reply to Dr Klivarova, IRPTC would assume a registry function, IARC would assume a lead func-
tion in relevant activities, and SCOPE would be involved as indicated earlier. The technical 
committee was essentially a management tool, composed of the directors of lead institutions, 
and would guide the technical unit, evaluate the quality of outputs, assist in setting priori-
ties ,and identify areas of research. In answer to Dr Bajaj, existing programmes on the 
irradiation of foods would continue. 

The CHAIRMAN proposed that the Rapporteurs should prepare a draft resolution on the item. 

It was so agreed, 

2. TENTATIVE BUDGETARY PROJECTIONS FOR THE FINANCIAL PERIOD 1982-1983: Item 15 of the Agenda 
(continued) 

The CHAIRMAN drew attention to the following draft resolution prepared by the Rapporteurs: 
The Executive Board, 
Having considered the report of the Director-General on tentative budgetary pro-

jections for the financial period 1982-1983; 
Wishing to provide appropriate guidance to the Director-General sufficiently early 

in the programme budget cycle for 1982-1983; 



RECCMMENDS to the Thirty-second World Health Assembly that it adopt the following 
resolution: 

"The Thirty-second World Health Assembly, 
Having considered the recommendations of the Executive Board on the 

appropriate rate of growth for the WHO regular programme budget in 1982-1983; 
Stressing the central importance of the WHO regular budget in enabling the 

Organization to carry out its worldwide functions， 

DECIDES that the regular programme budget for 1982-1983 should be developed 
within a budgetary level that will provide for a real increase of up to 4% for the 
biennium, in addition to reasonably estimated cost increases, the underlying 
factors and assumptions of which should be made explicit." 

Dr GALAHOV (alternate to Dr Venediktov) asked, on a point of order, whether the draft 
resolution should be put to the vote, since it dealt with a financial matter. 

The DIRECTOR-GENERAL said that it was not necessary to do so, unless Board members wished 
a vote to be taken； a simple majority vote would be required. 

Dr GALAHOV (alternate to Dr Venediktov) proposed that, in view of its importance and the 
conflicting opinions expressed during earlier discussions, the draft resolution should be put 
to the vote. 

Decision: The resolution was adopted by 23 votes to 3， with 4 abstentions.^ 

Dr ALVAREZ GUTIERREZ believed that the Organization^ programmes should be able to count 
on all possible funds. The programmes were good, but an increase in 4% in real terms for a 
biennium was not the best figure - more was needed. However, because of the financial situa-
tion in his country, he had abstained from voting. 

Dr GALAHOV said his reasons for voting against the resolution had been outlined during 
earlier discussions. Although more funds were clearly needed in the health field.， it was 
important to consider the political, social and economic realities. Despite enthusiasm for 
WHO's programmes, the Organization also had difficulties and setbacks, and the gap between 
needs and funds available was obvious. It was not possible to meet all needs with existing 
resources； new means of funding and new types of resources had to be found. However, in 
view of inflation and currency fluctuations, stabilization of the budget was becoming increa-
singly necessary. His own country considered that its first task was to find realistic 
solutions for the attainment of the goal of health for all by the year 2000， for the develop-
ment of health services and primary health care for all peoples of the world, the development 
of research and other main fields of activity of WHO. It would naturally maintain its 
cooperation and would do everything it considered necessary to ensure WHO's success. 

3. ACTION PROGRAMME ON ESSENTIAL DRUGS: Item 19 of the Agenda (Resolution WHA31.28; 
Document EB63/Ï9) 

Dr CH'EN Wen-chieh (Assistant Director-General), introducing the report of the Board's 
Ad hoc Committee on Drug Policies (document Евбз/19), said that additional information had 
become available since the issue of the report in October. With reference to paragraph 1, 
30 governments had now replied to the circular letter; a number of governments had iixformed 
the Secretariat that consideration was being given to possible forms of participation in the 
proposed programme but that replies would be sent at a later date. In. connexion with para-
graph 2， a Meeting on Technical Cooperation among South Pacific Countries/Areas in 
Pharmaceutical Supplies had been organized jointly by WHO and the South Pacific Bureau for 

1 Resolution EB63.R16. 



Economic Cooperation in Suva, Fiji, in December 1978, in which government representatives had 
participated. On the basis of therapeutic relevance, pharmacological justification, cost-
effectiveness ratio and suitability for bulk purchasing, the meeting had adopted the South 
Pacific List of Essential Drugs, which would be published in the near future. It had also 
considered other aspects, such as distribution and logistics, quality assurance, including the 
possibility of establishing a regional quality control laboratory, and training of technical 
personnel. All those would be included in a proposal for the establishment of a Joint South 
Pacific Pharmaceutical Service, to be considered by a conference of ministers of health of the 
countries concerned, to be held later in 1979. Such activities demonstrated clearly that 
with the political will of governments and some support from WHO, technical cooperation among 
developing countries in the field of essential drugs could become a reality. 

Since the preparation of the report, contacts had been made with some pharmaceutical com-
panies ,and the range of products offered under special conditions now included many of the 
essential drugs listed in the report of the Expert Committee on the Selection of Essential 
Drugs (WHO Technical Report Series No. 615)• Although the offers had been acknowledged, no 
detailed discussions had been held with drug manufacturers, pending the Board's decision on 
the proposals in the Ad hoc Committee's report. The Secretariat considered the management 
structure suggested in the report to be a good starting point for discussions with potential 
cooperating parties, although the nature of the programme might require some adjustments at 
the three levels of policy-making, implementation and country operations. If the organigiam 
contained in Annex 1 looked rather complicated, it was because it attempted to condense in one 
page most of the elements of the report. 

Dr FARAH welcomed the positive reaction of certain pharmaceutical enterprises. However, 
for that reaction to be effective it had to be accompanied by a wholehearted political commit-
ment on the part of Member States. The proposed action programme was extremely important, 
although greater emphasis should be given to the role to be played by faculties of medicine 
in training doctors in how to prescribe in those countries where doctors alone were responsible 
for drug prescription. As a corollary to such action, consideration should be given to the 
problem of educating the public, especially with regard to the use of proprietary drugs. 

Dr SENILAGAKALI expressed his full support for the action programme on essential drugs 
contained in document ЕВбз/19 and for the suggested management structure. In the introduction 
and implementation of such a programme, however, it was essential that the right political 
climate should prevail. 

The arrangements being made for the provision of drugs in his region to which Dr Ch* en 
had referred might be of interest to the Board. The Prime Ministers of eight countries of 
the South Pacific area, meeting under the auspices of the South Pacific Bureau for Economic 
Cooperation, had suggested the introduction of bulk purchasing procedures. The Bureau had 
then requested WHO'S assistance because it lacked the professional expertise to carry out the 
research required for the project； the Commonwealth Secretariat in London had also been 
involved at one stage. 

The project had now reached a stage in which a list of essential drugs common to the 
countries concerned had been agreed. A meeting, held in Fiji in December 1978, had 
brought together, for the first time, health officials and pharmaceutical experts from the 
area. It was now proposed that a meeting of ministers of health should be held later in 
1979 to give final approval for the collective purchasing of drugs. Those arrangements 
constituted an example of a concerted effort by one particular group of countries and reflected 
the true spirit of technical cooperation among developing countries. 

Dr ABBAS CHEIKH suggested that, as a first step, all regions should draw up, before the 
next Health Assembly, a list of the essential drugs which they considered necessary and most 
reasonably priced, thereby making it possible for an adequate proportion of budgetary funds 
to be allocated to the purchase, 011 a reliable basis, of the drugs concerned. Such an 
approach would not, of course, preclude other parallel action at the country and regional 
level, including the continuation of the traditional medicine programme. 

Dr BAJAJ, after suggesting that anti-leprosy and antihelminthic drugs should be included 
in the proposed action programme, said that India had already taken action to implement the 
essential drugs programme endorsed by the Thirty-first World Health Assembly, and a separate 



list of drugs had been drawn up for the use of primary health centres and multi-purpose 
and community health workers. He inquired what machinery had been set up for the supply of 
drugs in the Director-General's consultations with the multinational corporations which 
manufactured them and whether such drugs would be supplied direct from headquarters or by 
the regional offices. 

Dr AUNG THAN BATU generally endorsed the action programme on essential drugs， and 
particularly the objectives indicated in paragraph 3. However, the information on adminis-
tration given in paragraphs 6.1 and 6.2 did not clearly show the level at which action would 
be taken on matters concerning cooperation with industry. The proposed structure shown 
diagramatically in Annex 1 indicated six types of activities which would presumably be 
carried out at the country level. Additional activities to be undertaken at the regional 
and global levels, such as the important interaction with industry and combined purchasing 
of drugs, had not, unfortunately, been identified separately. He suggested that the 
administrative level at \diich those activities took place should be clearly indicated and 
that interaction with industry should not be at the country level only. 

Dr KASONDE said that the excellent action programme on essential drugs was of great 
importance at the present stage of health service development, particularly in the developing 
countries. He was pleased to note that countries had been accorded their appropriate place 
in defining their own problems, since such problems, which included infrastruetural and 
political considerations, differed substantially from one country to another. The intention 
to include financial considerations at the national, regional and global levels was also 
to be welcomed. 

After consulting the organizational chart in Annex 1 he shared Dr Aung Than Batu's concern 
regarding the role of the joint coordinating board, the standing committee, and other organs, 
whose various roles were not very clearly defined in the document. The role of policy-
making and strategy formulation appeared to have been placed in the hands of groups of 
persons who might in fact have been the cause of the problem in the past, since the 
"cooperating parties" might well be pharmaceutical representatives. If the latter were 
involved in policy-making, that was certainly a danger. A clear analysis of where policy 
formulation was to take place was therefore required. 

The idea of a dialogue with pharmaceutical manufacturers was welcome, but the Director-
General might wish to indicate the nature of that dialogue and the kind of contacts which the 
Ad hoc Committee had had: it would be useful to know, for instance, whether the Ad hoc 
Committee had approached the manufacturers with cap in hand, or to request price reductions, 
or to stress the sound business opportunities involved, or to suggest ways of countering 
the unfortunate effects which the activities of large multinational corporations had on the 
developing world. 

A previous speaker had referred to the question of decentralization. Indeed the role of 
the regions in the process was not very clear in document ЕВбз/19 and required further 
elucidation. He himself did not share the enthusiasm expressed for bulk purchasing, which 
could operate against, as well as in favour of ̂  the interests of individual countries. The 
first requirement would be to establish its value at the regional level, and appropriate 
feasibility studies by the regional offices would be most welcome. 

At one time rabies vaccine had not been available in Zambia, production having been 
reduced because the anticipated demand had been underestimated. In order to avoid vaccine 
shortages, the regional offices could do valuable work by estimating the amounts of vaccine 
required. 

Finally, document Евбз/19 gave no clear indication of the strategies which the Board or 
the Health Assembly were supposed to adopt. 

Dr M* BAÏTOUBAM expressed his support for the document before the Board, which struck an 
optimistic note for some countries where problems associated with the supply of drugs often 
led to the breakdown of specific programmes, or to delays in their implementation. The 
Director-General, however, should take care that projects designed to benefit the developing 
countries were not allowed to inspire false hopes, only to be held up for so long that they 
were eventually lost sight of. It was also important that WHO headquarters, in taking a 
very close look at the situation, should make sure that the work being done in cooperation 
with other agencies was adequately coordinated and harmonized. 



Dr AZZUZ (alternate to Dr Abdulhadi) emphasized the importance of the action programme 
and expressed support for the special fund referred to in paragraph 5.1Д of document EB63/19. 
He noted that a technical advisory committee of the type envisaged in paragraph 6.2 had met in 
the past and had produced satisfactory results. The establishment of a joint coordinating 
board for essential drugs was necessary to ensure the success of the programme. The proposed 
structure was also sound. He suggested that the Board should adopt a draft resolution in 
which the Ad hoc Committee would be thanked for its work and invited to report on its 
subsequent activities and in which the Director-General would be requested to resume his 
consultations with governments and pharmaceutical enterprises. 

Dr VIOLAKI-PARASKEVA said that the progress already achieved in the field covered by the 
action programme on essential drugs was of great interest to many countries and that WHO should 
retain full responsibility for its coordination. There was, of course, a need to develop the 
kind of policy envisaged in the report of the Ad hoc Committee, which would make it possible to 
bring medical care to the large sections of the population x̂ hose resources were limited and to 
increase the availability of essential drugs in the developing world. Technical cooperation 
could usefully take place among countries which had similar problems and therefore needed 
similar drugs. It would be helpful if the regional directors of other regions could comment 
on the information given in paragraph 7,2 regarding the meetings held in the South-East Asia 
and Western Pacific Regions. 

Dr GALEGO PIMENTEL expressed her appreciation of the speed with which the Director-General had 
taken steps to inclement the resolutions of the Board and Health Assembly on essential drugs 
and of the work done by the Ad hoc Committee, ^ich had correctly stressed the need for 
countries to determine their own needs. 

The dialogue which had been initiated on the supply of drugs to needy countries at 
reasonable prices was extremely important. The final solution, however, was the local 
manufacture of those drugs• The difficulties involved in embarking on local production were 
not as great as was suggested in paragraph 2 of document Евбз/19, since such production could 
be developed on a step-by-step basis, starting with repackaging, which did not require 
elaborate technology of the kind which the developing countries could not afford. Total 
import substitution overnight was, of course, impossible, although it constituted a highly 
desirable goal. 

Dr Kasonde had rightly drawn attention to the structural aspects of the plan of action, 
which would require the participation of other agencies such as UNDP, UNICEF, UNIDO, UNCTAD 
and the World Bank. WHO'S new function in the pharmaceutical sector was becoming a subject 
of great interest in industrial circles; it was also arousing the interest of the governments 
of many developing countries which suffered from the consequences of the high cost of drugs• 
In any case a preponderant role in the inclementation of the plan of action should be played 
by WHO. 

Dr GALAHOV (alternate to Dr Venediktov) expressed his approval of the action programme on 
essential drugs, would help the developing countries to strengthen their position with 
regard to the selection, supply, correct use and local production of drugs and vaccines• It 
also highlighted the importance of WHO in programme preparation and quality control. Never-
theless, the suggested structure indicated on page 6 needed further clarification, especially 
as far as the relationship between the Organization and drug manufacturers was concerned. It 
was to be hoped that work on essential drugs would be speeded up and that the action programme 
would be submitted to the Health Assembly as soon as possible. 

Dr BARAKAMFIYE drew attention to the important connexion between the action programme on 
essential drugs and primary health care. The Director-General was to be congratulated for 
having secured the cooperation of large pharmaceutical enterprises, although the most 
appropriate ultimate solution would be for the drugs concerned to be packaged or produced 
locally. 

Dr SEBINA, noting that the action programme before the Board was a natural follow-up to 
WHO'S list of essential drugs, said that the next step would be to ensure that drugs of the 
right quality reached the people who needed them. The establishment of an essential drugs 
fund would help to meet the needs of countries which did not manufacture their own pharmaceut-
ical products. The proposed administrative structure seemed logical in the light of past 
experience. Nevertheless, the misgivings expressed by Dr Kasonde should not be overlooked. 



In the past the Director-General had always been very careful about accepting offers with 
strings attached and in avoiding manipulation by vested interests; he would 110 doubt take 
similar precautions in the present case. 

Dr BRYANT commended the Director-General on his report. The subject had already been 
widely discussed in other forums, including the Pan American Sanitary Conference, which had 
been provided with an excellent report of worldwide interest. The action programme on 
essential drugs deserved to be supported by the Board, except perhaps for some aspects of the 
administrative structure, which could no doubt be worked out in the course of time. The 
development of the programme and other efforts to reduce costs and to improve access to 
essential drugs was a key element in primary health care in all countries• It would represent 
an excellent example of how technical cooperation, in its fullest interpretation, should be 
pursued, involving cooperation among developing countries with similar problems as well as 
cooperation between more developed countries and the least developed countries, especially as 
far as the promotion of local production was concerned. Industry had an important role to 
play, and it was to be hoped that the dialogue with the drug manufacturers would proceed 
constructively. 

In his country legislation would soon be proposed in which it was to be recommended that 
generic drugs should be prescribed instead of proprietary drugs. A major conference, at 
which the Government, industry and university and private research institutions would be 
represented, was being convened to explore the possibility of drug research and the develop-
ment of the drugs required to treat tropical diseases; it would also consider the problems 
of local production and distribution in the developing countries. The Secretariat could 
perhaps provide some information on the extent of access to essential drugs, the costs 
involved, and the plans for developing machinery for monitoring progress at the country levele 

Dr LARI said that in five countries in the Andean region an intergovernmental agency 
had been set up with responsibility for planning industrial, economic and social development “ 
in the area. That agency included a sub-agency for health, which had over the past eight 
years been carrying out many of the activities described in the document under discussion. 
A list of essential drugs had been drawn up and there was also a system for the registration 
and quality control of products. Ways were álso being sought to establish pharmaceutical 
production on a regional basis. 

He would have liked the document to refer more specifically to the possibilities for 
local pharmaceutical production. Although there were many difficulties in the way of such 
production on a subregional basis, he agreed with Dr Galego Pimentel that there was no reason 
why it could not be launched in the developing countries with the collaboration of the 
developed countries and the pharmaceutical industry. 

Dr KRAUSE (alternate to Professor Spies) urged that in order to strengthen technical 
cooperation not only among developing countries but also between developed and developing 
countries in this important field, it should always be borne in mind that the list of 
essential drugs should be kept in line with the real needs of developing countries. The 
review of the list should therefore be undertaken on that basis, and he would like to know 
whether WHO took that into account. 

Dr de DEUS LISBOA RAMOS said that in view of the importance of the question of essential 
drugs , which had been the subject of detailed discussion during the Thirty-first World Health 
Assembly, he welcomed the replies given to the Director-General by the countries concerned in 
response to resolution WHA31.32 as a sign of their willingness to cooperate. He was also 
glad to note the favourable response received from the pharmaceutical industry, indicating 
that the programme was acceptable to them; provided that governments showed the necessary 
political will, the programme had good hopes of being put into effect. He fully supported 
the suggestions for the structure and administration of the programme as set out in 
document ЕВбз/19. 

He drew the Board's attention to the danger of overlapping of effort between WHO and 
governments or other United Nations bodies, or in countries where similar projects were either 
being launched or under way. In his country, for example, there was in operation a drug 
production and quality control project, and the Government would no doubt wish to cooperate 



with WHO in the context of the action programme. As 
he thought that the standing committee should include 
representatives of United Nations organizations. 

to the management structure proposed, 
government representatives as well as 

glad to see that a problem which was so Dr BROYELLE (alternate to Professor Aujaleu) was 
crucial to health, and which had been discussed on many occasions by the Board, was at last 
being tackled in the form of a programme, and hoped that despite the difficulties that might 
be encountered it would eventually be possible to arrive at concrete solutions. However, 
she would have liked to see in the document some reference to the question of prescriptions in 
the context of the supply of drugs, since as she saw it the two problems were closely linked. 
Those responsible for prescribing drugs would necessarily exercise a very considerable 
influence over the decisions taken in the programme, since they would be asked to approve it 
and would have to execute it. There was also a risk that they might distort the programme 
by applying it in an inefficient manner. It was therefore essential to take their influence 
into account and to suggest what action should be taken. In countries where there was a lack 
of qualified personnel drugs were often prescribed by unqualified persons, and the training 
of such persons should therefore be adapted to include a knowledge of some.if not all 
essential drugs. 

She had some reservations as to the proposed management structure for the action 
programme because the setting up of structures that would parallel or duplicate those of WHO 
would tend to creat disparities in the participation of Member countries in the management of 
the Organization's activities and added to the number of meetings to little purpose. She 
wondered whether WHO should properly be considered as the executing agency for those various 
structures, or whether their role should not rather be to make suggestions and proposals to 
the Board and Health Assembly. 

Dr KLIVAROVÁ (alternate to Professor Prokopec) thought that in paragraph 4.2.5 of the 
document more attention should have been paid to the potential in developing countries for 
growing and processing medicinal plants• That potential should be made use of to a greater 
extent, not only for the benefits that it would bring to WHO but also for the benefits it 
would bring to the economies of the developing countries• 

Dr FATTORUSSO (Director, Division of Prophylatic, Diagnostic and Therapeutic Substances), 
replying to questions raised agreed that the role of the medical schools and of those 
responsible for prescribing was essential in the context of the programme. It was not enough 
to have drugs of good quality; the vital point was that those drugs should be properly used, 
and in the meeting in the South Pacific already referred to it had been recognized that 
training of personnel would be one of the most important aspects of the new programme. 

In reply to Dr Abbas Cheikh, he said that the list of drugs referred to in the document 
was a very preliminary one; those that had been offered hitherto belonged for the most part 
to the major categories of essential drugs identified by the WHO Expert Committee in WHO 
Technical Report Series No. 615. In reply to Dr Aung Than Batu and Dr Kasonde as to the 
relationship between the programme and the pharmaceutical industry and the levels at which it 
was intended that it should operate, that question had not yet been considered in any detail. 
As was indicated in the diagram in Annex 1 to the document, it was envisaged that WHO would 
operate at all levels of the programme and the question of which of those levels were to be 
most involved had yet to be studied. The question of the dialogue with industry at regional 
level was also an idaa which deserved further consideration. 

With regard to the policy and objectives of the programme, here too there might be a 
certain lack of clarity in the document under discussion. The objective which the ad hoc 
Committee had endeavoured to define was in fact the objective set out in resolution WHA31.32. 
The bodies that it was proposed to set up would therefore have as their task the application 
of that policy; they should be seen more as executing than as policy-making bodies. In the 
same way, the nature of the dialogue with pharmaceutical industries was also defined by the 
Health Assembly in operative paragraph 3 (5) of resolution WHA31.32, which requested the 
Director-General to develop further the dialogue with pharmaceutical industries in order to 
assure their collaboration in meeting the health needs of the underserved peoples of the 
world. 



In reply to Dr M'Baitoubam, a mission had in fact been sent to Africa in 1978 which had 
included experts from UNIDO and UNCTAD as well as WHO. The task of the mission had been to 
report on the economic aspects of the drug situation in various countries, which it would do 
in two or three months• time. With regard to local production, the document did not perhaps 
give sufficient emphasis to the fact that such production could be started out almost anywhere 
using very simple methods. WHO was now in the process of formulating recommendations for 
such methods, which could form the basis of local production. In reply to Dr Ramos, there 
was in fact great concern to ensure that other interested organizations participated in 
drawing up the programme and it was intended that in future they would be represented on the 
coordinating board. As to whether WHO should play the role of an executing agency, the 
intention had been to imply that it would bear the main responsibility for the programme; 
possibly a better form of words might be found to express the idea involved. 

Dr PERKINS (Biologicals) said that rabies was a very serious problem in many developing 
countries and the new rabies vaccine referred to was safe and effective, although extremely 
expensive. There did not seem to be much possibility of such a vaccine being provided 
cheaply for the developing world and so WHO was actively investigating ways in which it could 
be provided by local production. It was now approaching UNDP in the hope of obtaining the 
necessary funds to train scientists and technologists in the developing world so that they 
could produce these vaccines for themselves. 

Dr NAKAJIMA (Drug Policies and Management), replying to a question raised by Dr Bryant, 
said that from a survey carried out in a number of developing countries in the Western Pacific, 
South-East Asia and African Regions it had been estimated that only between 20% and 40% of 
the population had constant access to the most essential drugs. One reason was the inadequacy 
of infrastructures for health services and distribution networks and another was that many 
developing countries were remote from centres of production and could only order essential 
drugs once or twice a year. 

In reply to Dr Krause, the Secretariat believed that the list of drugs appearing in WHO 
Technical Report Series No. 615 ought to be updated every two years. The review mechanisms 
set up by the Secretariat were based on continuous consultations with WHO expert advisory 
panels and specialized units, as well as with government officials in Member States through 
the regional offices, and with scientific institutions. Comments received were reviewed by 
informal meetings of specialists and were proposed to the expert committees so that the 
necessary adjustments could be made to the list. Thus, 34 substances had recently been 
identified for inclusion, and 16 substances for possible exclusion from the list; among the 
former were drugs recently introduced for therapeutic purposes, such as cimetidine and sodium 
valproate. 

In reply to Dr Klivarova, the Secretariat considered that priority should be given to 
the production of extracts from locally available medicinal plants in developing countries. 
Many developing countries imported such extracts, but most of the money spent went on the 
containers used and on the alcohol, sugar and water content in the preparation, which many of 
them were capable of producing locally. The Secretariat was now studying the most appropriate 
technologies to assist developing countries in producing such preparation themselves. 

Dr VIOLA.IQ-PARASKEVA said she would like to know what was the policy of the various 
regional directors in regard to the action programme. 

Dr QUENUM (Regional Director for Africa) said that the problem of essential drugs was a 
vital one for the African Region. It had been discussed at the twenty-seventh session of the 
Regional Committee and a report had been made on it to the twenty-eighth session. A meeting 
of experts had taken place in October 1978 at which a basic programme had been formulated 
taking into account the programmes for the training of national personnel and the group purchase 
of drugs. The Regional Committee had believed it essential to work by means of technical 
cooperation between developing countries, and thus the question was on the agenda of the 
various subregional groups oil technical cooperation which were to meet in March 1979. The 
Committee had expressed its satisfaction at the report of the WHO Expert Committee on Essential 
Drugs; it was fully aware of the complexity of the problem, and of the many technical, 



economic and political constraints involved in implementing the programme. In its sixth 
report, in October 1978， the regional expert committee had made a number of recommendations 
for action, and indeed there were many countries which had drawn up their own lists of 
essential drugs. Some had several lists, for different purposes. Other meetings were being 
held and, in short, his Region was working actively on the problem and hoped in a short time to 
arrive at concrete solutions. 

Dr KAPRIO (Regional Director for Europe) said that a new unit on drug policies and 
management had recently been set up in his Region, financed from the Regional Director's 
Development Programme. The aim of the unit was to make WHO more aware of what European 
governments were doing in the field of drug policies, such as the various economic aspects and 
control of side-effects of drugs. Many governments were concerned over the problem of price 
fixing and other monopolistic tendencies in the pharmaceutical industry, and WHO aimed to 
develop a cooperative relationship with both government and industry in that area. In 
addition, there had been continuous cooperation in training courses for drug inspection between 
the Eastern Mediterranean and European Regions. In the Region, Algeria and Morocco had shown 
particular interest in the action programme, and Italy had translated WHO Technical Report 
Series No. 615, into Italian. 

The CHAIRMAN said that the Rapporteur would prepare a draft resolution on the item for 
consideration by the Board at a later stage. 

4. ORGANIZATIONAL STUDIES BY THE EXECUTIVE BOARD 

Organizational study on "The role of WHO in training in public health and health programme 
management, including the use of country health programming": Item 24.2 of the Agenda 

Dr ALVAREZ GUTIERREZ said that the working group on the organizational study on "The role 
of WHO in training in public health and health programme management, including the use of 
country health programming11, of which he was Chairman, had met on 19 January 1979. Dr Fúlop 
had introduced the subject, making reference to other previous organizational studies, and also 
to recommendation 15 of the International Conference on Primary Health Care. The group had 
gone on to discuss the merits of the various proposals included in a working document, ranging 
from an overall revision of the programme to individual studies on a country-by-country basis. 
It had been felt that the various options put forward were not mutually exclusive. The group 
decided that the country-by-country approach would be most appropriate, because it would combine 
systematic research with participation at national level, and would also permit the 
participation of the Board. The group had suggested that two countries per region might be 
involved in the studies proposed, which would allow for appropriate representation of different 
cultures and levels of economic and social development• In selecting the countries involved, 
the criteria should be fair geographical distribution, as well as language and, most importantly, 
accessibility. The members of the working group had indicated that they were willing to 
participate in those country-by-country studies, each member selecting countries in convenient 
geographical proximity. 

It was apparent that there were no resources available in the regular budget to finance 
the study, and the group had decided that the Director-General should be approached and asked 
to suggest ways in which such resources could be found. It had also decided that it could 
hold two or three meetings in the course of the forthcoming Health Assembly to decide on a 
plan for the study. Meanwhile, the Secretariat would keep the group informed as to progress 
achieved in collating the necessary documentation. 

The CHAIRMAN suggested that the Board take note of the report by Dr Alvarez Gutierrez on 
the progress of the work of the group. 

It was so agreed. 



Selection of a subject for the future organizational study: Item 24.3 of the Agenda 
(Document EB63/26) 

The CHAIRMA.N said that it was clear that there were sufficient organizational studies 
under way to keep WHO occupied until 1981. He suggested that the selection of a subject for 
any further study should be postponed until the following year. 

It was so agreed. 

The meeting rose at 18h05. 


