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Conference Officer or sent to the Records Service (Room 4013, WHO headquarters), 

in writing, before the end of the Health Assembly. Alternatively, they may be 

forwarded to Chief, Office of Publications, World Health Organization, 

1211 Geneva 27, Switzerland, before 1 July 1982. 

The final text will appear subsequently in Thirty -fifth World Health Assembly: 

Summary records of committees (document WНA35/1982 /REС /3). 
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FOURTH MEETING 

Monday, 10 May 1982, at 9h30 

Chairman: Professor A. M. FADL (Sudan) 

ACTION PROGRAMME ON ESSENTIAL DRUGS: Item 23 of the Agenda (Document А35/7) 

Dr ADANDÉ MENEST (representative of the Executive Board), introducing the item, recalled 
the background to the setting up of the action programme on essential drugs, and in particular 
Executive Board resolutions EB61.R17 and EB63.R20. In those resolutions, the Board had 

requested the Organization to direct its efforts towards governments, the pharmaceutical 
industry, interested United Nations agencies, and development aid organizations with a view to 
the creation of an action plan for the prograuliie. It had also recommended that priority should 
be given to the least developed countries and had referred, inter alia, to action on the listing 
of drugs and vaccines, cooperation in the development of pharmaceutical policies and programmes 
corresponding to real health needs, technical collaboration, especially between developing 
countries, and the quality control of pharmaceutical products. 

When, during its sixty -ninth session, the Executive Board had discussed the programme, 
several members of the Board had stressed its importance as a basic component in achieving 
health for all by the year 2000 through primary health care. The representative of the 
International Federation of Pharmaceutical Manufacturers Associations (IFPMA) had again stated 
that member companies and associations of IFPMA were willing to collaborate with WHO in 
ensuring the supply of essential drugs to underserved populations. The Board, recognizing the 
complexity of the subject, its multisectoral nature, and its political, technological and 
economic implications, had called on the Ad Hoc Committee on Drug Policies to undertake an in- 
depth analysis. The Committee had also been instructed to prepare a comprehensive report on 

and of submission the Thirty -fifth World 
Health Assembly; that report (document А35/7) would be introduced by Dr Mork, Chairman of the 
Ad Hoc Committee on Drug Policies. 

Dr MORK, Chairman, Ad Hoc Committee on Drug Policies, before presenting a brief review of 
the current situation, recalled the background to the programme, including the First Inter- 
national Health Conference in 1946 and Articles 2 and 21 of the WHO Constitution. A great 
deal had been done to fulfil WHO's mandate in the field of pharmaceutical products, the action 
programme being the most recent and most ambitious activity, and the most crucial for developing 
countries in the сommоn struggle for health for all through primary health care. 

The Committee would also recall the Director -General's report to the Twenty- eighth World 
Health Assembly, which had highlighted for the first time the serious drug supply situation in 
the developing countries. That had been followed by the adoption of resolution WHA31.32 in 
1978 and of resolution WHA32.41 in 1979. In pursuance of those resolutions, the Secretariat 
had taken action to determine the situation with regard to the supply of essential drugs at 

country level, study ways and means of establishing and /or developing national infrastructures 
for drug distribution, improve the use of essential drugs, including the provision of 
information to prescribers and health workers, and develop national capabilities to implement 
the programme. 

Significant progress had been made since 1978, efforts having been focused on assisting 
countries in laying the foundations for improving their drug supply systems and formulating 
appropriate national drug policies. Of the United Nations bodies and specialized agencies 
that had collaborated with WHO, UNICEF called for particular mention; in addition, WHO and 
UNICEF were developing further collaboration on essential drugs, with the support of the 
Italian Government. 

At the Executive Board meeting in January 1982, the IFPMA representative had stated that 
the Federation's members were willing to supply essential drugs to the underserved populations 
of developing countries under favourable conditions. The Ad Hoc Committee, at its most recent 
meeting, in March 1982, had anticipated that detailed information on the IFPMA offer would be 
available in time for it to be distributed to the Health Assembly, as mentioned in paragraph 19 



A35/A/SR/4 
page 3 

of document А35/7. That was not the case, however; he hoped that the Secretariat would be 

able to inform Committee A as to the latest developments. As the Director -General had said in 

January, "Due appreciation could be expressed only when the Health Assembly fully understood 
the extent of the offer and its effect in practical terms ".1 

Referring to document А35/7, he said that the discussions in the Ad Hoc Committee had, as 
usual, resulted in a compromise; the document had been adopted by consensus, but the final 
decision on the proposed action programme would have to be taken by the Health Assembly. 

In the document itself, part II summarized the situation and also defined indicators for 

use in assessing progress and planning future activities, including the use of generic names, 
and study of commercial factors and patent rights and their relation to the prices of essential 
drugs. Collaboration with IFPMA, United Nations bodies and the specialized agencies, and 

UNICEF in particular, was also described. 

Part III again defined the principles of the action programme, and highlighted the role of 

WHO in providing leadership in its implementation. The programme would cover all countries 

that so desired, but WHO would give priority to developing countries. Part IV described the 

programme's main areas of action, and especially the development of national drug policies as 

part of comprehensive health services. Part V broadly outlined the role of WHO and of 
governments, allowing for the implementation of the programme in accordance with WHO's structure 

and the participating countries' socioeconomic situation. Finally, part VI contained a set of 

priority activities for the period 1982-1983; aspects such as procurement, manpower development, 
quality control and mobilization of financial resources were highlighted. 

The issue was a complex and sensitive one, and it was the Committee's responsibility to 

provide the necessary guidance and instructions for the future development of what was a vital 

component of primary health care. 

Dr SANKARAN (Director, Division of Diagnostic, Therapeutic and Rehabilitative Technology) 

drew the attention of the Committee to paragraph 19 of document А35/7, which announced the 

submission to the Thirty -fifth World Health Assembly of further details, in an annex, on 

discussions with the pharmaceutical industry and other interested parties since the Executive 

Board meeting in January 1982. Since it had not been possible to produce that annex, his 
statement should be regarded as taking its place. 

With regard to discussions with IFPMA and a number of national governments, he referred 

first to those between a Swiss group of companies (Interpharma), WHO and the Government of 

Burundi. A monograph on the Burundi pilot project had been issued on 30 April 1982, and he 

expressed his gratitude to Dr Mpitabakana, Director- General of Health Services of Burundi, for 

his efforts to ensure that that monograph was produced in time for the Health Assembly. 

He reported that, in response to specific requests to Member States concerning a bulk 
purchase system to supply 18 African countries with 62 drugs and vaccines, tenders had been 

received from three countries and a further two were expected in the near future. The tenders 

received had quoted prices, had given evidence of good manufacturing practice and had appended 

WHO certificates of quality assurance. Since a comparison of prices was possible only after 

all tenders had been received he could not be more specific about the offers received so far. 

The response of Member States had been helpful and along the right lines and, while it was too 

early to make any firm predictions, a hopeful start had been made. UNICEF had been kept 

informed of all progress. 

He then outlined the progress of discussions with the International Federation of 

Pharmaceutical Manufacturers Associations (IFPMA). An initial dialogue with Mr Vischer and 

Mr Peretz of IFPMA, the Director - General and the core group from the Secretariat had been held 
on 15 February 1982, at which the following points were discussed: the need for national 

commitment, including fiscal commitment for the selection for any country; the need within 

national drug policies for adequately informed personnel to ensure proper drug supply and 

distribution to the most needy areas; criteria for storage, logistics of supply, labelling, 

package size, generic names, pricing policy and bulk purchase; the selection of a few pilot 

countries - probably those in which the industry had already undertaken collaborative studies 

with WHO - which were to include Somalia, Yemen, Rwanda and Malawi; and workshops to improve 

managerial skills, with expertise subsidized by the industry. A private meeting of the 

industry had been held on 5 March 1982 after which it had emerged - and was subsequently 

confirmed in a letter to the Director - General - that in principle 46 companies had expressed a 
wish to collaborate, and that the list of drugs offered at favourable conditions exceeded 200. 

1 See document ЕВ69/1982 /RЕС /2, p. 163. 
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UNICEF had subsequently become involved as a full and active partner in the action 

programme. The small working party set up by the Director -General had met the Executive 

Vice -President of IFPMA on 2 April 1982, and in addition to the points already mentioned had 
discussed the willingness of industry to become involved with training in supply and distri- 

bution systems. IFPMA had agreed that, in addition to the least developed countries, other 

countries in need could be identified. At a third meeting held on 23 April 1982 the 
Secretariat had raised four specific questions: the selection of countries - whether only the 

least developed countries would be assisted; whether the offer was the same as that made in 

1979; what was meant by the phrase "favourable prices and conditions ", and what was meant by 
"logistic support" in relation to the IFPMA offer. IFPMA had indicated that although it 

would give priority to the least developed countries it would not veto any countries selected 
by WHO. The Secretariat had made it clear that, in keeping with the policies of WHO, an 
adequate geographical distribution of assistance would be required. IFPMA had agreed that in 

the offer of 1979, in which 46 companies had offered a variety of drugs, only two companies 

had mentioned conditions, while the rest had shown an interest in the programme. There had 

been no specific offers of prices. That offer should be considered out of date. A new 
offer would be made, based on the discussions in the Executive Board and with the Director - 
General's Office, and a new list would be made available by the end of April 1982. A list 
had been received but it did not give any indication of prices. IFPMA had stated that 
"favourable conditions" indicated that individual companies were willing to negotiate non- 
commercial prices with the country or countries concerned, depending on requirements in terms 
of quantities, pack sizes, labelling and delivery schedules. IFPMA would provide experts on 
distribution, warehousing and procurement systems, who would identify logistic support needs. 

The generous offer of US$ 400 000 to support the programme made by the Government of 

France as early as 1980 had been gratefully accepted and had been most useful in furthering 

the aims of the programme. The French pharmaceutical industry had responded to the 

Director -General's request by expressing an interest in the eventual supply of drugs such 

as dapsone, and vaccines. The Government of Italy, together with UNICEF, was playing a 

significant role in the supply of essential drugs to Africa. 

In the last week of April 1982 there had been a useful meeting of the chief pharmacists 

of the African Region at Harare, Zimbabwe, which had taken several important decisions; the 

Second International Conference of Drug Regulatory Authorities had taken place in Rome, also 

in April. 

The CHAIRMAN said that the Ad Hoc Committee's report indicated the main lines of action 

the programme would follow and detailed the activities for 1982 and 1983. The main task 
of Committee A was to review both those aspects and to make clear whether they should be 

endorsed or modified in any way. He asked delegates to bear that in mind when making their 
comments so that a clear indication was given of how the Health Assembly wished the programme 
to be carried out. 

Mr PATEL (Mozambique) expressed his appreciation of the excellent and exhaustive 
analysis of the programme presented by the Director -General and the Ad Hoc Committee. As 

the report stated, despite the important decisions taken, the objectives outlined in 
resolution WHA31.32 were still a long way away and an immense task lay ahead, especially in 
the least developed countries. Acceptance of the objectives of health for all by the year 
2000 implied the definition of health policies that were integrated in general socioeconomic 
development. Pharmaceutical policy had a significant role to play since a regular supply 
of drugs was essential to improve health care. Experience had shown that with determination 
it was possible to overcome the difficulties and to implement a pharmaceutical policy in 
line with the recommendations made by WHO. 

The plan of action outlined in part VI of the Ad Hoc Committee's report was far too 
diffuse - it could and should present a set of more concrete and detailed objectives and 
tasks. Paragraph 60 stated: "A detailed work plan for 1982 -1983 will be prepared ". It 

was already May 1982 and no indication had been given as to how the detailed plan would 
differ from the earlier diffuse plan. His delegation strongly supported the idea of 
monitoring and evaluation of the action programme, but that could not be undertaken unless 
the detailed work plan indicated quantification of targets and definition of time schedules 
for as many targets as possible. While definition at the global level would be difficult 
it could and should be undertaken at the regional and country levels. In various instances 
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countries had been able to define priorities, targets, time schedules and responsibilities 

for the country and the Regional Office that would permit monitoring and evaluation to be 

undertaken at the regional level. Unfortunately, concrete actions had so far been limited. 

He wondered why the involvement of the regional level in monitoring and evaluation 

procedures had not been mentioned in paragraph 60 of the report. 

He wished the Secretariat to indicate (1) what the differences would be between the plan 

of action presented and the detailed working plan to be prepared and how it would allow for 

monitoring and evaluation, and (2) where, when and how regional committees were supposed to 

exercise their role in the monitoring aid evaluation process. 

The fact that countries were at a differing stage of development in respect of their 

pharmaceutical policy should be taken into account in defining the programme of action for 

future years, so as to reflect their individual needs. In that context, his delegation 

accordingly supported the proposal made in part V of the report by the Ad Hoc Committee on 

Drug Policies to identify expertise in each region; particular attention should be given 

to the aspects of technological, material and financial support aimed at overcoming the 

difficulties still remaining. That should make it possible to obtain concrete examples 

of total success in the implementation of a pharmaceutical policy, such examples serving 

as reference points for the future. Naturally, that procedure would not imply ending 

support to countries encountering difficulties in the definition and implementation of their 

national drug policy. 

Experience in his own country pointed to the need for particular attention to be given 

to finding the technical, material and financial means for supporting developing countries 

in a number of essential fields. Those related to implementation of a correct system of 

drug distribution aid storage at all levels of health care, overcoming problems concerning 

adequate stock management, developing an efficient quality control system, developing local 

capacity for drug production, training personnel who could guarantee implementation of the 

drug policy in each country, and obtaining at least some of the most vital drugs included 

in essential drug lists at favourable prices. On the point of prices, he hoped that evidence 

would soon become apparent in terms of objective results of the intention expressed for some 

time past by drug manufacturers to support developing countries. 

He could not comment on the collaboration of the International Federation of 

Pharmaceutical Manufacturers Associations (IFPMA) and the World Federation of Proprietary 

Medicine Manufacturers (WFPMM) until there had been an opportunity to see written reports 

thereon. 

It was important to develop means to provide countries more regularly with the infor- 

mation on drug policy published by WHO and other organizations in the United Nations system, 

as that would give them valuable data regarding experience in other countries and other 

regions as well as their own, and would thus allow each country to make a more rational 

choice and use of drugs, and continually to bring their drug policy up to date. 

WHO's role in the implementation of the plan of action on essential drugs would require 

adequate human, technological and financial structures, particularly at the regional level. 

His country therefore favoured the creation of a group of regional experts, whose regular 

meetings could provide valuable support to the limited number of regional office personnel. 

The delegation of Mozambique was convinced that a definition of a more objective plan 

of action, based on the identification of the main problems facing countries, combined with 

a will at all levels to implement such a plan, could achieve progress in meeting the funda- 

mental right of the population to have a regular, rational and adequate supply of drugs. 

Dr ALAWAD (Sudan) referring to paragraph 27 (xi) of the report, that a major component 

to be taken into account in formulating a national drug policy was the introduction of 

appropriate legislation particularly with regard to ethical standards and quality assurance. 

The developing countries undoubtedly experienced difficulties in that regard; what was 
being done to follow up operative paragraph 3(6) of resolution WHA31.32, which referred to 

possible strategies for reducing prices of pharmaceutical products, laying special emphasis 

on those essential for the populations of developing countries. He fully supported 
operative paragraph 3(4) of that same resolution, which requested the Director -General to 
ensure collaboration with other bodies in the United Nations system with a view to ensuring 
that technical expertise and financing were made available to interested countries for 
establishing, wherever feasible, local production corresponding to their health needs. 

Clearly, production of drugs at the national level represented the ideal solution to the 

problem. 
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Professor POGGIOLINI (Italy) recalled that resolution WHAЭ1.32 had emphasized the 
importance of an action programme aimed at developing drug policies in developing countries. 
Indeed, urgent international action was required to alleviate the situation in many countries 
where large segments of the world's population did not have access to those essential drugs, 
including vaccines, which were indispensable to the achievement of even a minimum of health 
care. Without such essential drugs, effective primary health care could not be provided, 
no matter the efforts made to train health workers and develop infrastructures. 

Over the past two years his Government, being aware of those problems had undertaken a 
number of studies and activities, including a survey on the needs of countries, which had, 
on the whole confirmed the trend towards implementation of national drug policies and 
bilateral cooperation - a trend further confirmed during the Second International Conference 
of Drug Regulatory Authorities held in Rome in April 1982. Accordingly, fact - finding 
missions had been arranged in a number of the countries included in the action programme and 
which appeared favourable towards the initiatives undertaken by Italy. 

The experience had proved extremely useful and would lead to the development of a new 
policy for essential drugs, under which Italy would be directly involved in the provision 
of essential drugs, in supporting national training activities, in strengthening drug 
distribution systems and in providing quality control laboratories, as well as helping local 
production of essential drugs. 

Italy had, moreover, decided to support the joint efforts of WHO and UNICEF to intensify 
the fight against hunger and malnutrition by launching a programme aimed at improving the 
health conditions in a number of developing countries over the next five years. A 
declaration of intent in that regard had been signed in Rome on 7 April 1982 by the Italian 
Minister for Foreign Affairs, the Executive Director of UNICEF and the Director -General of 
WHO, whereby Italy had agreed to make available US$ 85 million to be spent on health and 
nutrition programmes planned in cooperation with at least fifteen developing countries. A 
further amount of US$ 15 million would be spent on an essential drugs programme for some 
African countries. The commitment of his Government to those two programmes would go beyond 
mere financial support; it would be involved, in full partnership with UNICEF and WHO, in 
the plans of action, implementation and follow -up of those programmes. 

The time was ripe for action, and he emphasized his country's involvement in the 
programme, as well as its firm commitment to the goal of health for all by the year 2000. 

Dr FERNANDO (Sri Lanka) congratulated WHO on the progress so far made on the action 
programme on essential drugs and the further steps suggested in document А35/7. His 
delegation had always maintained, both in the Health Assembly and at regional meetings, that 
there should be a basic essential list of drugs to which certain items might be added, if 
necessary. Such a list would be an important factor in the achievement of health for all by 
the year 2000. 

His country had already, in 1972, begun the rationalization of the use of drugs by 
reducing the forms of drugs for prescription in Sri Lanka from 4000 to 1200 and that number 
had been further pruned subsequently. Moreover, all drugs were purchased under generic and 
not brand names. 

Strict control over drug imports was maintained through a National Formulary Council 
consisting of eminent medical and pharmaceutical personnel, who initially decided whether the 
country required any particular drug. Combinations of drugs were not encouraged unless 
specific benefits were thereby obtained. Once the Council had agreed that a drug was 
essential for use in the country, a list of approved manufacturers had been drawn up and the 
import of that drug from other manufacturers was prohibited. 

He suggested that lack of resources was not the sole problem affecting the availability 
of drugs in the developing countries. In order to purchase the most effective drug at the 
cheapest price while ensuring quality, Sri Lanka sought a quality control certificate from a 
reputable independent laboratory. However, that was a costly process, and to obtain drugs 
cheaper was always a temptation. WHO could help, first, regionally, by selecting quality 
manufacturers to supply essential drugs in bulk to developing countries that wished to buy 
them, as was already done in some areas. The quality of such drugs could be determined by 
random checks; manufacturers providing inferior quality drugs should be blacklisted. 

Secondly, WHO should have affiliated laboratories to which developing countries could refer 
drugs for potency testing. 
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Finally, he pointed out that for small developing countries it might not be economical to 

manufacture all their essential drugs, and hence bulk purchases were likely to continue for a 

considerable period. 

Professor OFOSU -AMAAH (Ghana) strongly supported the action programme on essential drugs, 

which was one of the most exciting developments in the international health field. He noted 
from document А35/7 that the WHO certification scheme on the quality of pharmaceutical 
products moving in international commerce was not working satisfactorily because of the 
difficulties in batch certification faced by national authorities. There was an urgent need 

for technical cooperation in the development and strengthening of quality control capabilities 
at national, subregional and regional levels. Moreover, the monitoring of adverse effects 

and publicizing of information thereon should be intensified. The WHO bulletin Drug 

Information should be produced more frequently and regularly. 

He had noted the statment by Dr Sankaran, but was unable to comment on it until the 
position of the International Federation of Pharmaceutical Manufacturers Associations (IFPMA) 

became clearer. There was some uncertainty regarding pricing policy in the scheme proposed, 

and he suggested that developing countries would know better where they stood if the UNICEF 
base prices were taken as a point of reference. He also wished to know more about the IFPMA 

offer in relation to the development of a code of marketing practices of drug manufacturers - 

a possibility mentioned in resolution WHA31.32. 

The Ghanaian Ministry of Health was actively examining the important area of essential 
drugs in order to apply all findings relevent to the rapid progress of primary health care 
programmes. The cooperation of other countries and organizations, particularly WHO and 
UNICEF, in his Government's national effort was sought in the whole area of procurement 
(including the possibility of bulk purchasing arrangements within the African Region); in 
distribution and quality control; as well as for the development of Ghana's national drug 
manufacturing industry. He expressed gratitude to the Italian Government for the 
initiatives it had undertaken and hoped that other industrialized countries would follow suit. 

Dr WESTERHOLM (Sweden), speaking on behalf of the Nordic countries, said that adequate 
prevention and treatment of disease was one of several necessary conditions for the 

achievement of the goal of health for all by the year 2000. Resources in that area were very 
small in many developing countries, with regard to skilled manpower, supply of drugs, 
organizational background and economic resources. 

WHO's efforts to advise Member States on national and local selection of essential drugs 
had been extremely valuable, and the availability of low -cost, high -quality essential drugs 
would be improved by the provision. of WHO -recommended lists. Such drugs would cover 
requirements for perhaps 80% to 90% of the most common diseases, particularly in rural areas. 

The supply of essential drugs in many developing countries was still very inadequate, and 
efforts to improve it required various lines of approach as well as economic resources. 
WHO's efforts to mitigate the deficiencies through global, interregional, regional and 

national conferences, aid its analyses of needs and resources, were very important. It was, 
however, obvious that the resources allocated by WHO to that work were limited, and there 
was a risk of overestimating WHO's possibilities, or of underestimating the difficulties 
involved in financing, procuring and distributing essential drugs. 

It was therefore essential that WHO should have adequate staff to carry through the 

programme at both the global and regional levels, and that priority should be given to the 
programme in the regular budget for 1984 -1985. That point should be made at the regional 
committee meetings in autumn 1982, at the Executive Board session in January 1983 and at the 
Thirty -sixth World Health Assembly. 

In order to increase the benefits from the resources allocated to the programme, the 
results of WHO's activities should be disseminated as widely as possible so that they would 
be universally applied in the common struggle towards health for all. 

The establishment of an information system on essential drugs, methods of procurement, 

and international price and quality control by WHO and UNICEF would facilitate national drug 
strategies and bilateral cooperation between industrial and developing States. 

The WHO certification scheme on the quality of pharmaceutical products moving in 
international commerce was accepted by 71 countries. Although it had some defects, she 

thought its use should be encouraged for both importing qnd exporting countries. Her 
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delegation wished to know what the otter made by the representatives of industry to contribute 
to the essential drugs programme really implied. In that connexion, she stressed how 
important it was for WHO to establish the fundamental principles of cooperation with industry, 
and between industry and individual countries and regional groups. 

The programme on essential drugs had both short -term and long -term goals. The short - 
term perspective dealt with building up supplies of essential drugs, while the long -term one 
included the establishment of national drug policies, relevent legislation, the strengthening 
of drug regulation and education. 

National drug policies and efficient and reliable systems for the distribution and 
storage of drugs had been•the subject of WHO studies, and they were important factors in the 
supply of drugs. Their application would, however, depend on the availability of adequate 
numbers of skilled personnel. WHO had for many years promoted the training of such staff 
through fellowships and specific courses; the opportunities recently won for training in 
industrial laboratories would also be of value. Training activities should be continued. 

The Nordic countries were anxious to participate in the work to improve comprehensive 
drug programmes so as to bring essential drugs to the underserved populations of developing 
countries. 

The meeting rose at 10h55. 


