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EIGHTH MEETING 

Tuesday, 15 May 1984, at 14h30 

Chairman: Professor F. RENGER 

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

Professor МАТЕJIСЕК (Czechoslovakia) said that increasing interest throughout the world 
in improving drug supply systems underlined the need for WHO to play an appropriate role in 
that field. WHO's strategy on the selection of essential drugs and vaccines was moving along 
the right lines, taking into account all available knowledge on pharmacological and 
biological aspects, the possibilities of reducing risk -benefit ratios, and economic and 
ethical considerations. The Action Programme was an important tool for Member States in 
carrying out their activities, and its implementation should take into account both the 
specific social conditions pertaining in individual States and knowledge concerning the 
rational use of drugs. 

His delegation supported the recommendation encouraging developing countries to 
establish their own lists of essential drugs and revise existing lists, and endorsed the work 
of the Ad Hoc Committee. 

In Czechoslovakia drug policy activities were an integral part of the country's 
comprehensive national health programme. Czechoslovakia was also providing financial, 
technical and moral support to many developing countries to assist them in implementing drug 
formulation and production programmes. The Czechoslovak pharmaceutical industry was also 
involved in those activities. 

Dr FERNANDO (Sri Lanka), recognizing the importance of the Action Programme, said that 
Sri Lanka had identified a list of essential drugs for primary health care, which was now in 
use. Requirements and utilization patterns, which had been assessed previously, were being 
reviewed. It was essential for a developing country at least to formulate its own essential 
drugs. Currently, that was not the case in Sri Lanka, except for a very few items formulated 
by the private sector. Drug manufacturers did not readily undertake manufacture or 
formulation of essential drugs because of the low profit margins, so that such activities 
generally had to be run by the Government. Sri Lanka was negotiating with a friendly country 
to set up a formulation plant for tablets and capsules of essential drugs, and it was hoped 
to finalize the project soon. -- gótiations were also under way with an organization 
regarding the formulation of sterile fluids. WHO had given technical assistance at all 

stages and levels in both those projects. 

Sri Lanka was attempting to control the quality of drugs by allowing the import only of 
specific drugs from approved manufacturers. Unfortunately, the measure did not ensure that 
only good quality drugs were reaching the country. Although Sri Lanka had a quality control 
laboratory, it was inadequate at present to cope with the workload. An international 
organization was looking into the possibility of upgrading that laboratory. Even with an 
upgraded quality control laboratory, it was still essential to have an external quality 
control laboratory that could be consulted when necessary. Sri Lanka always purchased drugs 
with a quality control certificate both from the manufacturer and from an independent 
laboratory. However, in cases where the quality of a drug was in doubt the report of an 
independent laboratory was not always accepted by the manufacturer. If developing countries 
were to receive good quality drugs, a quality control laboratory that would not be refuted by 

drug manufacturers was needed. Logically, the only suitable arrangement would be a regional 

quality control laboratory associated with WHO; its certification could not be challenged 
and, furthermore, it would not be in the interests of drug manufacturers to receive a poor 

report from such a laboratory. As at previous Health Assemblies, he urged the consideration 
of such an arrangement at the regional level. 

The difficulties of pool procurement outlined in the document under consideration were 
not insurmountable. Adequate quantities of good quality essential drugs were a prerequisite 
to the attainment of health for all by the year 2000. The quantity of drugs imported would 
naturally depend on the finance available, always limited in developing countries. Pool 
procurement provided a means of obtaining drugs of good quality at prices that were much 

lower than those currently charged to individual countries. WHO should actively review means 
of pool procurement. If regional procurement was not viable, other means would have to be 

sought. 
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Sri Lanka had started to manufacture oral rehydration salts and the salts were now 
available to all primary health care workers and health institutions. He was confident that 
deaths from diarrhoeal diseases would be dramatically decreased in the future through this 
measure. 

Dr SEPULVEDA (Mexico) said that the drugs policy of the Mexican Government had two 
aspects: the supply of drugs to public institutions (i.e. the state sector), and supply to 
the private sector - each sector covering about 50% of the population. Annual expenditure on 
drugs was more than US$ 1000 million. In accordance with a presidential decree of 
9 June 1983) an interinstitutional committee to determine basic health sector inputs had been 
set up. The committee had drawn up a list of essential drugs on the basis of the following 
criteria: guarantee of maximum efficiency with minimum risk; elimination of unjustified 
drug combinations; elimination of unnecessary duplication of drugs; and the adoption of 
generic names. The criteria conformed with the general lines laid down by WHO. 

The committee had also drawn up a basic formulary which contained 329 generic drugs, 
484 pharmaceutical formulations and vaccines. The formulary contained general information on 
each drug, as well as indications, contraindications, necessary precautions for use and 
interactions with other drugs. The basic formulary had been published in January 1984 and 
was an indispensable therapeutic guide for doctors and other health workers. Its use was 
obligatory for institutions in the public sector, in which some 40 000 doctors were employed. 

The production and marketing of drugs for the private sector, for use by the general 
public, was regulated by a presidential decree of 23 February 1984, which extended and 
consolidated government policy established in 1978. The decree outlined standards for the 
promotion and development of the national pharmaceutical industry, with the aim of reducing 
dependence on imports. It included the following marketing regulations: strict price - fixing 
criteria; rigorous monitoring of quality control by state laboratories; regulations for the 
marketing of a group of priority drugs, included in the basic formulary, at preferential 
prices; provision for the registration of new drugs only if they represented real progress 
in therapy and would benefit the health of the general public; and obligatory printing of 
the generic name on all packaging in the same type size as the proprietary name. Further, 
purchases of drugs by the federal administration were to be subject to tender according to 
the regulations laid down. The decree defined the legal basis for the operation of the basic 
formulary, and now formed a part of a general health law in Mexico which, as indicated by the 
President of the Thirty - seventh World Health Assembly in his inaugural address, would come 
into force on 1 July 1984. 

The selection of a drug for inclusion on the essential drugs list was only the first 
stage of a long and complex process. Other stages included procurement, storage, 
distribution and rational use. Each stage produced its own problems, which would have to be 

resolved if the basic formulary was to be used properly. The rational use of drugs 
necessitated the cooperation of both medical personnel and users; to obtain this, a 

continuous and effective education and publicity campaign would be necessary. There would no 
doubt be some resistance to the introduction of the basic formulary. However, provision had 
been made for that, and the Government of Mexico had the political will and was well prepared 
to overcome such resistance and ensure the proper use of the basic formulary. 

Mr JORGENSEN (Denmark), speaking on behalf of Finland, Iceland, Norway, Sweden and 
Denmark, welcomed the Director -General's progress report on the Action Programme, which 
provided an excellent and up -to -date survey of the situation. The report was a balanced one, 
which dealt with both the progress achieved and the problems encountered in implementing the 
programme. The report had dealt realistically with the question of cooperation with both the 
pharmaceutical industry and consumer groups. It was important to take a realistic and 
pragmatic view in considering the essence of the programme - an assured supply of essential 
drugs for those who needed them. Each country - or group of countries within a region, in 

cooperation - should establish and take responsibility for its own drug policy and should 
develop the important elements of such a policy, namely, selection, procurement, control and 
distribution. 

Primary health care was an important part of the strategies for health for all by the 
year 2000. Experience had shown that the existence of essential drugs and vaccines gave 
credibility to primary health care units and was a motivating force for people to attend 
those units. 

The idea behind the Action Programme had gained widespread support, and the development 
in the past two to three years, the forces brought into play and the commitment shown could 
only be described as unique. There had been some anxiety that the specifications for the 

programme were inadequate to produce proper action. However, developments had shown that 
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anxiety to be unfounded. The programme was now on the right course, with a reasonable 

balance between the interests and concerns prevailing in all countries in the field of drug 

supply. 
The Action Programme alone could not ensure sufficient development. As the Nordic 

countries had underlined several times, support for the programme would have to be combined 

with bilateral support to implement drug supply policies in countries which had started to 
tackle the problem on the basis of WHO's philosophy and with WHO's assistance. The Nordic 

countries cooperated on a bilateral basis with a number of countries in the field of 

essential drugs; WHO's technical support and coordination were essential to the success of 

that cooperation. They viewed the strengthening of the Action Programme as a logical 

consequence of and natural follow -up to their bilateral activities, and felt that they had 

contributed substantially to the programme. 
He urged other countries, in particular those with a comparatively large pharmaceutical 

industry, to provide increased financial support for the Action Programme. The Nordic 
countries had been early supporters of the idea of the programme because they had found it 

both necessary and basically sound. Everyone now realized that implementation of the idea 

was vital and, therefore, more countries should take part in the financing of the programme, 
in accordance with the principle of burden sharing. 

The Action Programme concerned everyone, including those who had easy access to drugs. 

However, some thought should be given to the questions of whether the quantity of drugs 

consumed was reasonable and whether drugs were used correctly to obtain the maximum benefit 
in relation to costs. To a large extent those were questions of information. 

It was of vital importance to concentrate efforts on supplying essential drugs to all 

people throughout the world at reasonable prices, ensuring that the drugs reached their 
destination and were used in the correct way. The objectives and aims of the Action 

Programme should not be compromised by concentrating discussions or efforts on matters that 
shifted the focus from the actual problems and the real challenge. 

Mr SAMSOM (Netherlands) welcomed the Ad Hoc Committee's extensive and encouraging 

progress report on the Action Programme. It was most encouraging to note that during the 
biennium 1982 -1983 a further 83 countries had adopted the concept of essential drugs, and 
that those already committed to it had made significant progress in the implementation of 
their national drug policies. His delegation associated itself with the conclusion drawn in 
paragraph 148 of the report that the present policy and strategy for essential drugs were 
basically sound. 

In its report the Ad Hoc Committee had identified a number of critical issues to which 
it would give further consideration in the future. His delegation subscribed to the 
importance of those issues, which ranged from such subjects as national political will to the 

mass production of drugs and research and development. However, it was difficult to see how 

they should be dealt with within the framework of the Action Programme which, in the words of 

the Director -General to the Board at its seventy -third session, was primarily concerned with 
the fact that so many people had no regular access to essential drugs (document 

ЕВ73/1984/RЕс/2, page 197). His delegation fully agreed with the Director -General that there 
would be no public confidence in any health care delivery system unless the most important 
essential drugs were available. He asked whether his delegation was right in thinking that 
the Director -General considered the progress of the Action Programme as a political priority 
of the first order. Perhaps that should be more explicitly reflected in the internal 
organizational arrangements of WHO. There was no indication in the Ad Hoc Committee's report 
that the priorities identified within the Action Programme were in fact reflected in the 
efforts of the Organization, both at headquarters and in the European Region, in the wider 
field of the quality, safety arid efficacy of drugs. At the national level, essential drugs 
policies could not be implemented without reference to legislation, to quality, safety and 

efficacy standards, to logistics, including the structure of the distribution systems, and to 

cost. An integrated approach to those issues was necessary. Accordingly, if WHO was to 

provide maximum support and impetus to Member States in the development of their essential 
drug policies, it would seem appropriate to pool existing resources within the Organization. 
The study of the issues identified by the Ad Hoc Committee should be undertaken against that 
background. 

Reference was made in the report to the Recommendation adopted at the thirty -fifth 
ordinary session of the Parliamentary Assembly of the Council of Europe concerning the sale 
of European pharmaceutical products in countries of the Third World. The Recommendation was 
important because it showed increasing political awareness of the needs of developing 
countries in that field. On the other hand, optimal results could only be achieved if 
governments of developing countries availed themselves to the full of the facilities offered 
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by both WHO and exporting European States to ensure that the drugs obtained were of 

satisfactory quality. Increasing use of WHO's Certification Scheme on the quality of 

pharmaceutical products moving in international commerce, to which the Netherlands had 

recently acceded, was of paramount importance in that respect. 

Regarding the IFPMA Code of Pharmaceutical Marketing Practices (paragraph 51 of the 

report), he noted comments made by several members of the Executive board which seemed to 

indicate that they would prefer to monitor and evaluate the functioning of that Code outside 

the scope of the Action Programme. He was inclined to share that view. The ongoing 

discussion on that topic within the framework of the Action Programme deepened the 

misapprehension at both national and international levels that the functioning of the Code 

was part and parcel of the Action Programme. It was in fact a marginal problem in the 

context of the procurement, distribution and use of essential drugs and should, therefore, be 

dealt with as part of WHO's current programme on diagnostic, therapeutic and rehabilitative 

technology. That did not mean that his delegation regarded the problem of unethical sales 

practices as unimportant. On the contrary, the subject deserved continuous attention by the 
Executive Board and the Health Assembly. He noted IFPMA's offer to make situation reports on 

the implementation of the Code available to the Health Assembly on a regular basis and 
welcomed the active approach of the IFPMA Secretariat in searching for cases of alleged 
breaches of the Code. His delegation had no objection to WHO cooperating with IFPMA in 
drawing attention to cases reported by governments or consumer groups. It was a matter for 

satisfaction that the procedure set up by the Netherlands association of pharmaceutical 
manufacturers to deal with one of the six cases so far treated was working well. The 

continued vigilance of the International Organization of Consumers Unions and affiliated 
national organizations in that respect was important. 

His delegation had taken note with great appreciation of paragraphs 36 and 37 of the 

report, describing the collaboration between WHO and UNICEF regarding drug procurement and 

the standardization of the labelling of essential drugs. The development of a logo was 
welcome: it would certainly help to increase professional and public confidence in essential 

drugs. His delegation had noted that WHO was continuing to look into the possibility of 
devising revolving funds or credit lines for long -term procurement, and would welcome more 
details on that topic in a future progress report. 

Observing that the report made no mention of WHO collaboration with UNDP, UNCTAD and 
UNIDO, he asked whether that should be interpreted as indicating that cooperation on a 

structural basis with those three bodies was considered not necessary, or that it left 

something to be desired. In that connection, he drew attention to the fact that in the draft 
resolution proposed by the Board collaboration between WHO and UNICEF was mentioned in the 

fifth paragraph of the preamble, but no reference at all was made to UNDP, UNCTAD or UNIDO. 
His delegation was, however, fully prepared to support the proposed resolution; it was 
convinced that the Action Programme was operating at maximum capacity with the available 
resources. The purpose of his comment was merely to elicit more information. 

A few days previously the Second Chamber of the Netherlands Parliament had adopted a 
motion requesting the Government to promote the development of an export code for "dangerous 
products" - a term which covered pharmaceutical products. The WHO Certification Scheme, to 
which 110 countries now adhered, provided a sound basis for safeguarding the legitimate 
interests of importing Member States. The recent suggestion by IFPMA that the certificate 
should also provide information on dosage, contraindications and precautions merited further 
consideration; his Government would support initiatives to expand the scope of the 
certification scheme, which was to be discussed at the Third International Conference of Drug 
Regulatory Authorities to be held at Stockholm. 

Turning to the draft resolution on the rational use of drugs, he said that the request 
made to the Director -General in operative paragraph 2(3) to convene a meeting of experts in 
1985 gave rise to difficulties of interpretation. It seemed to his delegation that the 
experts, who would be specialists in science and technology, would find themselves confronted 
with issues of policy rather than of science and technology. In addition, the technology for 
disseminating knowledge of the proper use of drugs was already available to WHO and many 
Member States and was at the disposal of any developing country wanting it. Adaptation of 
that technology to specific national needs must be made at the national level. If the 
meeting proposed in the draft resolution was to be successful it must be very carefully 
managed. The subject matter referred to in operative paragraph 2(3) was highly sensitive, 
and adequate precautions must be taken to avoid destructive controversy. There were two 
possible courses of action: to delete operative paragraph 2(3), or to reword it in such a 
way as to make the mandate for the meeting and its membership clear. His delegation favoured 
the second course, because deletion of the paragraph would deprive the resolution of all 
practical meaning. His delegation proposed, therefore, that the question be dealt with 
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within the framework of the International Conferences of Drug Regulatory Agencies where much 
of the subject matter mentioned in the draft resolution was already under discussion. It had 
considered the possibility of amending the draft resolution recommended by the Executive 
Board in its resolution EB73.R15 in such a way as to take care of the issues dealt with in 
the draft resolution on the rational use of drugs, but felt that that might compromise the 
Board's proposed resolution, which seemed likely to receive the unanimous support of the 
Health Assembly. His delegation was therefore consulting delegations of other EEC countries 
with a view to working out an alternative wording for paragraph 2(3) of the draft resolution 
on the rational use of drugs. 

Dr WILLIAMS (Nigeria) stressed the constantly rising cost of drugs; in developing 
countries expenditure on drugs was a major item in national and family budgets. Most 
developing countries lacked the know -how and capacity to produce drugs locally, and where 
drug formulation plants did exist they relied on imported raw materials or active ingredients 
to make their insignificant contribution towards meeting the total demand. The prices of the 
drugs available in the developing countries were grossly exaggerated and bore no relationship 
to the cost of production. Furthermore, most of those drugs had little therapeutic value and 
their importation resulted in a waste of scarce foreign exchange. It was the aim of his 
Government to intensify local production of essential drugs of acceptable quality to attain 
self -reliance. 

His delegation fully endorsed the Action Programme and hoped that its implementation 
would be speeded up. 

The Nigerian Federal Military Government had taken a number of measures to promote more 
rational and economic use of drugs. It had, for example, introduced licensing for drug 
importation. That measure would enable the authorities to screen drug imports and ensure 
that drugs which were considered to be harmful or inessential and which continued to act as a 

drain on scarce foreign exchange were swiftly removed from the market. In addition, a pooled 
procurement system was being introduced which would make it possible to take advantage of 
low, bulk -purchase prices without sacrificing quality. The consolidation of procurement 
would also enable the Government to introduce low -cost essential drugs, develop better 
storage, ensure more effective distribution, and alleviate the problem of occasional 
shortages. 

The Government had introduced the essential drugs principle into its primary health care 
scheme, and health workers in that scheme had been trained in the use of low -cost essential 
drugs. A national drug policy was in the process of formulation and the first draft of the 
national formulary had been prepared. 

In his address to the Health Assembly the Nigerian Minister of Health had alluded to the 
problem of counterfeit drugs circulating in the markets of developing countries and had urged 
international action against that pernicious practice. There was also a need for 

international action to stop the dumping of useless drugs in developing countries and to 

curtail the misleading claims of manufacturers concerning the efficacy of drugs. His 

delegation called on WHO to step up the dissemination of unbiased information on medical 
products in countries of the Third World and to provide those countries with regular 

information on the prices of drugs and the behaviour of various drugs in different climatic 
conditions; such information would help developing countries in making their procurement 
decisions. 

In conclusion, he urged all countries to support the Action Programme. 

Dr ARNOLD (International Federation of Pharmaceutical Manufacturers Associations) 

reaffirmed the pharmaceutical industry's support for the Action Programme, which took the 

form of supplying drugs to less developed countries at favourable prices, organizing projects 
in selected less developed countries to improve systems for the delivery of drugs required 

for primary health care, and training in quality control techniques for candidates proposed 
by their government health authorities. Considerable progress had been made in all threee 
aspects in the past 12 months. 

A UNICEF tender for the supply of basic drugs for the United Republic of Tanzania had 
resulted in the lowest prices recorded for many of the products, the majority from companies 
that were members of IFPMA member associations. More recently, IFPMA had been involved in 

the promotion of a tender for the supply of basic drugs to Bangladesh, and had sought offers 

through its member associations for the supply of basic drugs for Haiti. 

Regarding drug delivery systems, he referred to a project in Gambia arranged by AFRICARE 

in conjunction with PMA (the United States member association) and to a feasibility study 

being carried out for another scheme in Sierra Leone at the instigation of PIA. In Senegal 

and certain other francophone countries of the sub -Saharan region a major United States 
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company had been involved in an ambitious project to create joint therapeutic commissions and 
establish a substantial education programme designed to improve the quality and efficiency of 
primary health care. In Burundi a pilot study in 1980 had led to a major project being 
carried out by three international Swiss companies, involving many aspects of the 

procurement, distribution and supply of essential drugs; it was due to be completed in 
1987. In the United Kingdom a number of British companies, through the member association 
ABPI, had allocated more than a quarter of a million pounds for a pilot project to be 

established in a less developed country. 
Considerable progress had been made in providing training in quality control for 

nominees from governments of less developed countries. A total of 33 candidates from 
21 countries had received training or were currently undergoing training within the WHO /IFPMA 
programme; in addition, a considerably larger number of people from developing countries had 
also been trained by individual companies. 

The cost of those various activities already amounted to several million dollars; 
however, the effectiveness of the pharmaceutical industry's activities in improving primary 
health care in less developed countries was a more important basis for assessment than the 
cost. It underlined the fact that the pharmaceutical industry's role in the implementation 
of the Action Programme was not the same as that of an aid agency or a government in 
providing financial resources. In carrying on its normal business of research, manufacture 
and sale of medicines in the developed and developing world it was able to support the Action 
Programme through the provision of human resources, technical skills and products which were 
essential if satisfactory primary health care was to be available for all. 

During 1983 IFPMA had decided to publicize the results of the consideration of all 
complaints made under the IFPMA Code of Pharmaceutical Marketing Practices. Two reports had 
been issued, and were available to delegates. In all cases where complaints had been upheld 
the companies concerned had agreed to take remedial action, thereby demonstrating that the 
Code was an effective tool for maintaining and improving ethical standards in the marketing 
of pharmaceuticals. Any cases of marketing activities by the industry considered to be in 
breach of the Code should be drawn to the attention of IFPMA, which welcomed reasonably based 
complaints from whatever source - WHO, doctors, other health care professionals, consumer 
groups or members of the general public. IFPMA firmly believed that the extent of supposed 
improper marketing practices had been greatly exaggerated, but wished to ensure that the 
industry's conduct should stand up to critical examination and that where there were lapses 
effective remedial action was taken. 

In conclusion, he referred to the proposals made by the industry in 1983 for reinforcing 
the WHO Certification Scheme. Those proposals suggested that pharmaceutical companies should 
provide additional information under the Scheme, with the aim of giving further reassurance 
to developing countries regarding the suitability and quality of the products they imported. 

Mrs TCHEKNAVORIAN (United Nations Industrial Development Organization (UNIDO)) said that 
UNIDO fully supported the Action Programme. She would circulate a statement prepared in 
advance of the Assembly and respond to some of the comments of delegates. 

UNIDO had been requested to prepare technological and economic evaluations for the 

production of low cost drugs in the developing countries. Over the past six years UNIDO had 
been systematically studying and assessing the economics and technology of production of the 

developing countries' pharmaceutical industries. 
The delegate of Nigeria had asked how a pharmaceutical industry could be considered to 

be cost -effective if everything had to be imported. The problem had been discussed within 
UNIDO which had attempted to provide a solution in cooperation with the industry. She was 

pleased to state that UNIDO enjoyed cordial and harmonious cooperation with the 

pharmaceutical industries. She drew attention to the UNIDO papers prepared for consultations 
on the pharmaceutical industry which could assist developing countries' health programming 

and their national or public sector pharmaceutical industries, for instance, in formulating a 

more economic purchasing policy or attaining a more cost -effective production. In 
particular, the UNIDO directory of sources of supply of 26 essential bulk drugs would assist 
those responsible for the health programming of developing countries in the purchase of bulk 
drugs and intermediates. UNIDO had also prepared industrial profiles for the establishment 
of dosage forms with the full cooperation of the Italian pharmaceutical industry. 

At the request of the developing countries UNIDO had established a programme for the 

industrial production of biologicals in connection with the WHO Expanded Programme on 

Immunization. The aim was to produce in the developing countries the vaccines needed for 
their activities under that Programme. All the relevant programmes were in accordance with 
the specific goals aid objectives laid down by WHO with which UNIDO enjoyed full cooperation. 
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Finally, with regard to the suggestion by the delegate of the Netherlands for a meeting 

to discuss the rational use of drugs, she drew attention to UNIDO's second consultation on 
the pharmaceutical industry, held in November 1983, and attended by 260 delegates from 

65 countries, at which the matter had been partially discussed. A further consultation would 
be organized in 1986 at which topics more relevant to WHO programmes might be included. 

Dr BORGOÑO (Chile) said that his country had had considerable experience with such 

programmes. Since 1964, its national formulary, the first in Latin America, had been 

continually renewed and updated, and the necessary infrastructure and distribution network 

had been established. 
In order to guarantee the continuing success of the Action Programme, a concerted, 

realistic effort was needed by all countries, international and nongovernmental 
organizations, the pharmaceutical industry and the community as a whole to ensure that it was 

genuinely relevant to the realities and needs of the countries and populations concerned. 
The Director -General's progress report and the further information supplied by Dr Khalid 

and Dr Lauridsen gave grounds for a certain satisfaction with the progress made and for some 
optimism regarding its future development. In that connection it was vital that countries 
should be clearly informed of the specific nature of the existing coordination between the 

Action Programme and other units of the Secretariat dealing with drugs and vaccines, as well 

as outside the Secretariat. For how could the programme exist without quality control, or 

without channelling of financial resources for the programme between multilateral and 

bilateral donors and receiving institutions? 
He endorsed the views of the delegate of the Netherlands and others concerning the need 

for a political will, deeds rather than words, and the legal and material framework to 
implement the action undertaken. The revolving fund of US$ 10 million referred to by 
Dr Lauridsen was indeed a step forward, but in his view its capital was insufficient. The 
US$ 4 million fund in the Americas for the procurement of vaccines was proving inadequate, 
yet it concerned that Region alone; the aims of that fund should be expanded to provide a 

minimum of basic assistance to those countries that needed it. It was important for WHO, and 
the WHO Regions, to stimulate cooperation among developing countries in that field. There 
were good examples of bilateral and multilateral cooperation of that kind in Latin America. 
The regions had a leadership role to play and the Action Programme should find in them a 
response that would facilitate the catalytic role of their organizations in promoting and 
achieving multilateral and bilateral cooperation between developing countries. 

His delegation fully endorsed the draft resolution contained in resolution EB73.R15 of 
the Executive Board. 

In regard to the draft resolution on the rational use of drugs, he endorsed the comments 
of the delegate of the Netherlands and suggested that paragraph 2(3) be either deleted or 

amended. As it stood, it conflicted with paragraph 4(2) of the draft resolution proposed by 

the Board, which requested the Board itself "to study major outstanding issues ... ". The 
subject to be discussed at the meeting of experts proposed in paragraph 2(3) of the former 

draft resolution was such an issue, rather than one for experts. The Organization had the 
necessary machinery for deciding on a policy matter of that kind. Any amendment of 
paragraph 2(3) would have to be very carefully phrased and so should be referred to a 

drafting group, but he would prefer the very large sum which the meeting would cost to be 
spent on the Action Programme itself. 

Professor ORDOÑEZ CARCELLER (Cuba) welcomed the Ad Hoc Committee's progress report, 
commending the effort being made by WHO to correct the economic and technological disparities 
between developed and developing countries which prevented broad sectors of the world's 
population from having access to essential drugs and vaccines. Whatever the efforts made, 
however, it was important to bear in mind that the transnational corporations had ways of 

utilizing programmes of that kind for their own benefit and introducing distortions into 
plans for cooperation between countries. He was convinced that essential drugs was one of 
the areas most conducive to the application of appropriate technology and technical 
cooperation among developing countries. It was vital that all national or multilateral plans 
to assist developing countries in producing drugs locally should be seen in the socioeonomic 
context of each country and should not detract from the aim of promoting national 
self -reliance, if they were to satisfy appropriately the basic needs of the population. Such 
plans should not be restricted by costly economic ties outside the field of appropriate 
technology. 
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Hе noted with satisfaction that more countries were implementing national drug policies 
in response to the Action Programme, demonstrating that a political commitment by governments 
existed. Referring to paragraph 63 of the progress report concerning collaborative national 
drug programmes pursued by WHO, he requested further details from the Secretariat about WHO's 
role and the benefits which had resulted from such programmes for the countries concerned. 

In the Region of the Americas, recent studies had shown that there were many products on 
the market that were not consistent with the health needs or financial situation of the 
populations concerned. That was largely due to the production and marketing practices of 
pharmaceutical companies which encouraged a preference for brand -name drugs among physicians 
and the public. It was for Member States of WHO, particularly the least developed ones and 
those most seriously affected by the world economic situation, to play a decisive role in 

controlling conditions of sale, use and promotion through drug registration. In that 
connection he welcomed the recommendations of the Committee of Ministers of the Parliamentary 
Assembly of the Council of Europe concerning the marketing of European drugs in developing 
countries and the formulation of a code of marketing practice. Member States might consider 
the possibility of close collaboration between WHO and UNIDO in monitoring that code. 

While there was clear enough recognition of the need for a list of essential drugs to be 
adopted as part of national health programmes, in the majority of WHO Member States those 
drugs still failed to reach broad sectors of the population who could not afford to buy them, 
even if they were generic and so, generally speaking, cheaper. Distribution in rural areas 
was poor and drug safety and efficacy was not always guaranteed. Those factors should be 
borne in mind in the new procedure for monitoring progress made in implementing the Action 
Programme, and should be taken into account in any recommendations made. 

The dialogue of WHO and other United Nations organizations with the pharmaceutical 
industry on improving the availability of drugs and appropriate technical assistance should 
be strengthened for one reason, among others - that expenditure on drugs in most countries 
was channelled through the open market. In that connection it should be borne in mind that 
the activities of the major pharmaceutical companies in their countries of origin were 
subject to increasingly strict regulation, whereas in Third World countries those companies 
had almost entirely free and complete access to the market. There was ample evidence of that 
unsatisfactory state of affairs, and he would not go into detail but would merely point out 
that, in the continuing dialogue between WHO, other organizations of the United 
Nations system, on the one hand, and the pharmaceutical industry, on the other, it was 
necessary to take greater account of five important factors: first, the participation of 
pharmaceutical firms in more structured training programmes for laboratory workers; second, 
an analysis of the possible financial contribution of those firms on a percentage basis of 
their profits to Third World countries; third, the formulation of programmes of direct 
support to establishing pharmaceutical information centres in those countries which needed 
such centres; fourth, the development of joint research programmes with Third World 
countries, providing for the true transfer of technology, which would enable those developing 
countries to acquire in -depth scientific and production capabilities; and fifth, the active 
participation of the community in such matters. 

With reference to primary health care and the objective of health for all by the year 
2000, emphasis should be placed on the need for least developed countries to acquire the 
capability of assimilating the technological and scientific progress of the more developed 
countries, making proper use of such progress in the context of their specific socioeconomic 
conditions. 

Health for all by the year 2000 also required the solution of the problem of 
underdevelopment in the field of drugs, whence the urgency of breaking the various ties of 
scientific and economic dependence that served the interests of the giant pharmaceutical 
corporations. 

Referring to the indicator for the evaluation of health -for -all strategies specifying 
that supplies of drugs and health care facilities should be available to local communities 
(number 7), he informed the Committee that those functions were fulfilled in Cuba by the 
basic unit of health care which was the local health centre or polyclinic. One of his 
country's major achievements was to have established some 400 such health centres, each 
serving some 30 000 people in an average area of two square kilometres. His country was also 
carrying out a drug development strategy in the context of its development possibilities. 
Some 200 essential drugs were available, 95% of them at local level, while a national 
formulary had been prepared. The pharmaceutical industry of Cuba was producing some 85% of 
the drugs needed by its people. Priority was also given to health education and medical 
training, oriented towards the rational use of drugs. 
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Cuba was a country of the Third World, confronted with current international economic 
realities. But its main concern was the human being and that was why it had health 
indicators which placed it on an equal footing with the developed countries. 

In spite of its limited resources, his country was helping some 27 other Third World 
countries at their request, supplying technical advice, experts and essential drugs at the 
lowest possible prices. Cuba was ready to cooperate with all nations. 

Dr JEANES (Canada) said that, in his opinion, the availability and proper use of safe 
and effective drugs and vaccines was a major component of primary health care and for the 
attainment of the objective of health for all by the year 2000. His delegation had noted the 
concern expressed at the Health Assembly about the great difficulties countries encountered 
in obtaining appropriate drugs at affordable prices. His delegation therefore supported the 
Action Programme and took the view that it centred on six key issues, namely: national will, 
technical knowledge, distribution and logistics support, manpower training, improvement of 
good prescribing and dispensing practices, and mass production of essential drugs. 

Canada had already paid the first instalment of its contribution of 500 000 Canadian 
dollars in support of that Programme which was gathering momentum under Dr Lauridsen's 
direction. However, the Programme would succeed only if WHO, the pharmaceutical industry and 
all Member States fully cooperated in its implementation. 

His delegation would support the draft resolution proposed by the Executive Board, 
although it had some reservations in that connection. They related, however, more 
particularly to the draft resolution on the rational use of drugs. He agreed with the 
delegate of the Netherlands that it was not clear how the proposals in the latter draft 
resolution would further current WHO policies and programmes. It would be helpful if the 
Secretariat would explain to the Committee how those proposals would relate to the Action 
Programme's existing mandate and that of the Executive Board Ad Hoc Committee on Drug 
Policies. 

Dr MORK (Norway) speaking on behalf of the sponsors of the draft resolution on the 
rational use of drugs, said that it dealt with some of the specific issues identified in 
resolution WHA31.32, that is to say: the prescribing habits of physicians, the drug 
information made available to health workers and consumers, and marketing practices 
especially in developing countries. 

There were problems worldwide arising from excessive and inappropriate prescription and 
consumption of drugs and from insufficient information. Physicians and their health 
personnel often lacked adequate knowledge of the effects, side -effects, and possible 
interaction of drugs. As for consumers, most drugs were taken at home, supplied on 
prescription by a physician, or bought in a pharmacy without prescription and even in general 
stores, or else the patient obtained the drug from members of his family or friends. Even 
when a physician had clearly explained how a particular drug should be taken, the patient 
still did not always use it correctly or, sometimes, he did not take it at all. Yet the 
rational use of drugs was an essential component in both the prevention and treatment of 
illness. 

He was glad to note the growing interest shown by governments, the pharmaceutical 
industry, consumers' organizations and health workers in that problem, which existed in both 
developed and developing countries. That growing interest was reflected in the establishment 
in 1981 of the voluntary IFPMA Code of Pharmaceutical Marketing Pratices, as well as in the 
activities of the International Organization of Consumer Unions (IOCU) and other 
nongovernmental organizations. 

The time was now ripe for a broad exchange of views aid experiences among all the 
interested parties based on their stated common goal which was to secure the rational use of 
drugs. Such discussions should take place under the auspices of WHO and would lead to a 

better understanding between the pharmaceutical industry, consumers aid other interested 
parties. 

Discussions about that problem both within international organizations and elsewhere had 
so far focused too much on a possible code of marketing practices; the rational use of drugs 
covered a much wider field than that. The proposal made in paragraph 2(3) of the draft 
resolution seemed to have given rise to some misunderstanding. In view of the importance of 
the contributor that the industry and the consumer's organizations could make in the broad 
dialogue on drug policies and management, he could not share the view of the delegate of the 
Netherlands that the meeting should be governmental, the pharmaceutical industry, consumers 
and other interested parties attending as observers only. He wished to make it clear, on 
behalf of the co- sponsors, that they intended it to be the prerogative and the responsibility 
of the Director -General to convene that meeting at a time and place he considered most 
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convenient and to invite to it those participants he considered most relevant and 
representative of numerous parties with interests aid experience in the many aspects relating 
to the rational use of drugs. The purpose of the proposed meeting would not extend beyond 
exchange of views and experiences. In accordance with paragraph 4 of the draft resolution, 
it would be for the Thirty -ninth World Health Assembly to review and decide on any 
recommendations or proposals made at that meeting and to take the relevant decisions. 

Recalling the discussions on drug information and marketing at other international 
forums, such as UNCTAD VI, he felt that such matters should be discussed in the wider 
framework of health for all within WHO, which was the appropriate United Nations body with 
the constitutional role of providing leadership in the field of health. 

He pointed out that the draft resolution was sponsored by both developed and developing 
countries and that reflected the global nature of the problem, even if the implications of 
the current unsatisfactory situation were more serious for developing countries. The 
sponsors hoped that it would therefore be adopted by consensus. 

Dr AL- SALLAMI (Democratic Yemen) welcomed the Action Programme as a realistic and 

rational means of providing safe and effective drugs at reasonable prices. Steps had already 
been taken in his country in collaboration with WHO to develop a comprehensive and effective 
drug policy in line with the Action Programme. A survey had been carried out early in 1984 
to identify and assess medical drug requirements and steps were now being taken to improve 
the procurement, storage, distribution and utilization of drugs. The national programme 
would also provide for the establishment of a quality control unit in conjunction with the 
intravenous fluids and oral rehydration salts production unit and for the training of health 
personnel in drug management. A standing committee had been set up to approve and revise the 
list of essential drugs on the basis of the relevant WHO publications, such as drug 
information sheets, the Drug Information bulletin and WHO Technical Reports. Implementation 
of the concept of essential drugs would not only cut out unnecessary expenditure on drugs but 
also provide a wider coverage of the population with the most urgently needed drugs, thus 
contributing to better disease management. 

Dr BELLO (Venezuela) drew attention to the fact that implementation of the Action 
Programme involved serious difficulties for the developing countries. In his country, for 

clearly had been The 
newly -elected Government, bearing in mind that high drug prices bore most heavily on the 

poorest 80% of the population, had decided to draw up a national drug policy to meet the 
requirements of the people and a study commission had been set up for that purpose. 

The turnover of the pharmecuetical industry in Venezeula, consisting of 35 national 
companies and over 45 international corporations, had amounted to Bs 1527 million in 1981 - 
possibly a conservative figure. The main characteristic of the drug market had been its 
response to the private sector's preference for proprietary products, which promoted product 
differentiation and the proliferation of products comprising unimportant modifications to 
particular compounds, supported by enormous promotional efforts to induce the doctor, 
pharmacist or consumer to give preference to one drug over another. All that had greatly 
increased the final price to the consumer. Analysis showed that more than 200 different 
companies were in operation producing more than 3000 pharmaceutical preparations, a situation 
which was again reflected in high production aid sales promotion costs. The public sector 
share of the market, on the other hand, apparently only accounted for slightly under 30% of 
the total, although it was difficult to estimate accurately in the absence of reliable 
statistics and with no centralized procurement system. 

As it was for the most part the national companies that supplied the public sector and 
as their main customers were the Ministry of Health and government agencies which ordered 
under generic names, it could be argued that the latter should also support the costs of 
proprietary drugs, which nullified the whole purpose of ordering under generic names, since 
those same companies also sold to the public sector on the same conditions as to the private 
sector, less 40.5 %. Production aid sales promotion costs were of course lower for generic 
drugs, since the only difference that could exist between them was the name of the 
manufacturer which guaranteed their quality. 

In other countries, such as the United States of America and Canada, and in Europe, 
governments had taken various stringent measures to reduce health costs, including 
encouraging use of generic drugs. In Venezuela, unlike other countries, pharmaceutical 
products were protected by patents lasting up to 17 years. Thereafter any pharmaceutical 
laboratory, provided that it complied with legal and health requirements, could manufacture 
any drug whatsoever. Yet most companies increased their capacity by becoming manufacturers 
of, or agents for, proprietary drugs, which again contributed to intensified competition, 
promotion and sales drives and considerable increases in drug costs. 
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Presidential Instruction Ni. 16, issued in 1975, on drug procurement by the public 
administration, the purpose of which was to activate drug procurement for the public sector, 
gave Venezuelan companies the exclusive right to supply pharmaceuticals to that sector. It 

was a tentative measure to stimulate the use of generic drugs. It also provided for the 

establishment of a single list - that of the Social Security at the time - for compulsory use 
in public sector procurement. However, the latter purpose had not been served owing to 
failure to keep the list up to date. In the generic drug market competition was based on 
price - marketing and promotion costs being minimal - which permitted the maintenance of 
quality at reasonable prices. 

Venezuela was a developing country with a large proportion of the population in low 
income groups which, far from being able to pay the high market prices for proprietary drugs, 
had to receive free medical care. His delegation therefore warmly welcomed the WHO Action 
Programme. In his country ways and means were being worked out at the national level - and 
it was hoped to promote them at the regional level among the Andean countries in particular - 
of facilitating procurement of drugs at advantageous prices from the national industries. 
That would both open up new horizons for all national industries and help in the formation of 
national companies. Morbidity levels were being studied so as to determine the relationship 
between drug availability and requirements, and procedures devised for ensuring quality 
control; the WHO list of essential drugs was being adapted to local circumstances, attention 
being given to combining the highest efficacy with the lowest risk, and arrangements were 
being made for updating it. Basic training was being given to personnel involved at 
different levels in drug procurement and distribution and protocols for basic medical 
treatment had been drawn up for the most common causes of morbidity in order to ensure 
uniformity in prescribing and in the use of generic names. 

The drug manufacturing division of the Ministry of Health was being reorganized to 
improve its organizational, functional and administrative capacities, to reduce costs and to 
increase productivity. Standards were being prepared on the supply of drugs so as to assist 
health establishments in programming their needs and planning the procurement, acceptance, 
storage, control and distribution of medical supplies. University medical and pharmacy 
faculties, the pharmaceutical industry, consumer organizations and health workers had been 
invited to participate in workshops and seminars in order to drive home the vital importance 
of the essential drugs in health care programmes. 

His delegation fully supported the draft resolution on the rational use of drugs. As it 
was WHO policy to recommend and promote effective community involvement in the application of 
health programmes, there could be no better way of doing so than by fostering the 
participation of consumers' organizations and other institutions in the Action Programme. 

Professor NAJERA (Spain) said that he was convinced that the Action Programme was one of 
the most important and promising of all the Organization's programmes and he was greatly 
encouraged by the progress that had been made. The situation had been clearly and succinctly 
set out in the excellent report by the Board's Ad Hoc Committee and he fully supported the 
draft resolution proposed by the Executive Board, as well as the draft resolution on the 
rational use of drugs, which his delegation would like to be included among the co- sponsors. 

The meeting rose at 17h25. 


