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1. FOURTH REPORT OF THE COMMITTEE 

Dr CHRISTENSEN, Secretary, read out the draft fourth report of the Committee. 

Decision: The report was adopted. 

2. REVIEW AND APPROVAL OF THE PROGRAMME AND BUDGET ESTIMATES FOR 1973: Item 2.2 of the 

Agenda (continued) 

Detailed review of the operating programme: Item 2.2.3 of the Agenda (continued) 

At the invitation of the CHAIRMAN, Dr VENEDIKTOV introduced the revised resolution 

prepared by the drafting group on WHO's role in the development and coordination of medical 
research. It read: 

The Twenty -fifth World Health Assembly, 

Noting that in the course of the rapidly accelerating general scientific and 

technical progress science is being transformed into a major productive force of society, 
and that there is every ground to anticipate in the future major discoveries in the fields 
of biology and medicine which may have important social and economic consequences; 

Reaffirming its conviction that the achievements of biology and medicine should be 

utilized only for the benefit of mankind, and constitute a basis for the effective 
planning of health systems and services in the development of measures aimed at the 
attainment by all peoples of the highest possible level of health; 

Noting the existence of a considerable gap between the achievements of research in 

the biomedical sciences and their practical application in services for the promotion of 
health in most countries; 

Recognizing the need for more complete and economic utilization of the resources and 

manpower allotted by countries for the purposes of biomedical research through the most 

rapid possible general dissemination and application of the results of scientific progress; 

Considering also the creation of conditions for the application of the results of 

biomedical research to the development of health services to be a major task of all 

governments and international organizations; 

Recalling, among others, resolutions WHA7.52, WНА11.35, WHAl2.17, WHAl2.17, WHА13.64, 

WHA15.52 and WНА17.36, stressing the importance of biomedical research for the solution of 

practical health problems, for the economically developed and the developing countries 

alike; 

Stressing that the Fifth General Programme of Work envisages a strengthening of WHO's 

role in stimulating and coordinating biomedical research, and securing its application to 

health services development; 

Recognizing that the further success of WHO activities is to a considerable extent 

dependent on gains in biomedical research and the practical application of its results 

generally on behalf of the health of peoples of all countries, 

1. CONSIDERS it necessary to intensify WHO activities in the field of biomedical 

research, particularly in regard to the development of its long -term programmes; 

2. CONSIDERS further the major objectives of WHO in the field of biomedical research 

to be: 
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(1) the identification of those fields of biology and medical sciences in which 

there is the greatest prospect of advance and the promotion of their development; 

(2) the development and elaboration inter alia of (a) opportunities and methods 
for international cooperation in the biomedical sciences; (b) standardization of 
research techniques when feasible; (c) standardization of nomenclature and 

terminology, in order to ensure the comparability of results; 

(3) coordination of the efforts of research institutions in countries which show 
a readiness to provide the necessary facilities and manpower for collaborative work 
on priority problems; 

(4) collection and transmission to the Member States of information and the results 

of experience regarding the most rational ways of making practical use in health 
programmes of scientific advances; 

(5) assisting countries to obtain access to training in research methods for 

suitable medical and other scientists, especially for young ones, who wish to work 
in biomedical research and to participate in the evaluation of this research and 
its results; 

3. REQUESTS the Director -General to prepare proposals for the development of long -term 
WHO activities in biomedical research within the framework of the programmes being 
carried out by the Organization, with special reference to international coordination 
and within the limits of the available resources; and to report on the matter to the 

fifty -first session of the Executive Board and the Twenty -sixth World Health Assembly. 

Dr Venediktov explained the changes made by the drafting group. 

Decision: The draft resolution was approved. 

3. QUALITY, SAFETY AND EFFICACY OF DRUGS: Item 2.9 of the Agenda (Resolutions WHA24.56 and 
EB49.R8; Document А25/13) (continued) 

The Committee had before it a draft resolution proposed by a number of delegations 

(A25 /A /Conf.Doc. No.32, reproduced in the summary record of the fifteenth meeting), . to which 
three amendments had been received. They were: (1) a proposal by the delegation of Norway 

(A25 /A /Conf.Doc. No.36) that in operative paragraph 2(b), after the words "efficacy of drugs" 

should be added the phrase: "including the feasibility of implementing Article 21 (d) and (e) 

of the WHO Constitution "; (2) a proposal by the United Kingdom of Great Britain and Northern 
Ireland (A25 /A /Conf.Doc. No.39) that an operative paragraph 3 should be added, reading: 

"URGES all countries participating in the monitoring scheme to ensure that reports of 
adverse reactions after validation are forwarded regularly and with the minimum practicable 
delay to the Organization "; 

(3) a proposal by the delegation of Egypt (A25/A /Conf.Doc. No.40) that a new preambular para- 
graph should be added, reading: 

"Noting that the abuse of drugs especially when they are used without medical prescription 

can lead to certain hazards, some of which may be serious" 

and also a new operative paragraph, reading:. 

"RECOMMENDS that governments take suitable measures for the regulation of the dispensing 

of drugs, and utilize the adequate health education measures effective for information of 

their people in this matter ". 
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A second draft resolution (A25 /A /Conf.Doc. No. 37) had been submitted by the delegations 
of Afghanistan, Egypt, Iran, Jordan, Kuwait, Lebanon, Malaysia and Pakistan. It read: 

"The Twenty -fifth World Health Assembly, 

Recognizing that, even under the best manufacturing conditions, interactions may 
occur between the various ingredients of pharmaceutical preparations; 

Noting that, with the exception of preparations with an expiry date for utilization, 
the batch number is of practically no value in determining the freshness of the product; 

Convinced of the need to limit the period between the date of manufacture of 
pharmaceutical preparations and their utilization; 

Recalling that certain countries have an expiry date for the utilization of all 
pharmaceutical preparations, 

REQUESTS the Director- General to undertake a study of the feasibility of including 
the date of manufacture in the batch number of all pharmaceutical preparations and to 
report thereon to a future World Health Assembly." 

An amendment to the above resolution by the United Kingdom (A25 /A /Conf.Doc. No. 38) proposed ( 
the replacement of the operative paragraph by the following: 

"REQUESTS the Director -General to undertake a study of the most feasible means 
of indicating the limits of shelf life of pharmaceutical products under the conditions 
of their storage, as well as the date of manufacture and batch number, and the 
maintenance of records which facilitate tracing of distribution and to report thereon 
to a future World Health Assembly ". 

Dr HALLETT (Australia) pointed out that there were many practical and legal problems 

in establishing an effective system for the control of the quality, safety and efficacy of 

drugs. Owing to its confidential nature, some information supplied by drug manufacturers to 
governments might not be available for transmission to other governments. He believed that 
a registration system was desirable, but it should be more than the mere listing of the 
product's ingredients. It should include an evaluation of quality, safety and efficacy - 

although he realized that this was an enormous task. His delegation would like the WHO 
proposal for the collection and dissemination of information on drugs to be extended to 
include drugs undergoing clinical trials. 

Dr SAENZ SANGUINETTI (Uruguay) fully agreed with the views expressed by the delegates 

of Sweden, Canada and Norway. WHO had adapted its programme to developments in drug 

control and had provided technical assistance and information wherever possible. The 

crucial question nowadays was whether countries with the means and technology to carry out 

trials and evaluate new drugs would be prepared, through the Organization, to place the 

results at the disposal of importing countries. 

The information systems on drugs at present being studied by the Director -General could 

represent a first step towards international cooperation in the world drug trade. Although 

governments should make the final decisions themselves, it would be helpful if they could 

base those decisions on more complete facts obtainable from a WHO centre. International 

cooperation was necessary for a number of reasons. Preclinical trials were becoming more 

complex, and few countries had the human resources to carry them out. Clinical tests were 

also becoming more difficult to perform for financial, manpower and ethical reasons. His 

delegation was a co- sponsor of the draft resolution contained in document A25 /A/Conf.Doc. 

No. 32, and would support the amendment proposed by the delegate of Norway. His delegation 

attached particular importance to clinical pharmacology, and believed that the organization 

of seminars would facilitate understanding of the problems by physicians and students. 
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Mr GOERKE (Federal Republic of Germany) said his delegation was pleased that WHO was 

expanding its activities in the area under consideration, and shared the view of the 

Director- General that the sharp increase in the number of therapeutic substances, although 

yielding great benefit to patients, had created many problems for the drug prescriber. 

The problems were especially well known in countries where drugs were developed and produced, 

and he expressed appreciation of the "Good practices in the manufacture and quality control of 

drugs ", elaborated by WHO. He stressed the great importance of keeping the practising 
physician up to date in his knowledge of new drugs and their application. His delegation 

agreed in principle to the Director -General's proposal to convene a study group to advise on 

the proposed systematic exchange of information on the results of trials of new drugs, on the 

nature of the contribution of national authorities, and on methods of collecting, recording 

and disseminating information on new drugs. The size and cost of the machinery needed to 

carry out such proposals would require careful consideration. 

Sir George GODBER (United Kingdom of Great Britain and Northern Ireland) agreed with the 

delegate of Sweden that the primary control of production and the monitoring of the process 

of preparation of drugs was the key to the production of drugs of satisfactory quality. The 

code of practice already produced by the Organization was a most important contribution in 

that area. The certification of drugs was important in that it indicated that drugs were of 

satisfactory quality at the time of manufacture. The draft resolution contained in document 

A25 /A /Conf.Doc. No.37 suggested that the date of manufacture should be included in the batch 
number of all pharmaceutical preparations. However, it was also necessary to indicate the 
shelf life of the products under actual storage conditions, and the operative paragraph would 
need to be revised accordingly. 

He agreed with the delegate of Sweden on the need for more expertise in toxicology. In 

his own country there were not enough experts and few opportunities to train toxicologists. 

Further development was needed, because of the hazards of exposure not only to drugs but also 
to other chemicals in the environment. 

For some years the Organization had been operating a monitoring project on adverse 
reactions to drugs, but it was not much use collecting information unless that information was 
accurate and provided quickly. The draft resolution contained in document A25 /A /Conf.Doc. 
No. 32 should be strengthened by expressing the hope that countries participating in the project 
would provide information at regular and short intervals. 

He agreed with other delegates on the need to develop the specialty of clinical 
pharmacology. All physicians needed constant refresher training in the use of drugs, since 

the lifetime of any particular drug was not likely to exceed five years. It had been pointed 
out that no potent drug was completely safe and that more sobriety was required in the 
literature presenting drugs. 

The delegate of Norway had mentioned the importance of appraising the therapeutic value 
of drugs, but that was not quite enough. Information was needed on the relative therapeutic 

value of different drugs used for similar purposes. He joined with the delegate of Norway 

in urging the Director- General to examine the practicability of establishing regulations to 
cover the question of drugs. That should be done as soon as possible. He agreed that 

there was a need for regional control laboratories, since all countries needed access to 

laboratory testing facilities, but too much should not be expected of such laboratories. 
The most important tests remained those carried out in the course of production. 

Dr ZAMFIRESCU (Romania) Said that his delegation supported the draft resolution contained 
in document A24 /A /Conf. Doc. No. 32. In Romania there was a network of specialized 

laboratories ensuring the control of drugs. The Government scrupulously applied the WHO 

recommendations concerning drugs that should be withdrawn from use. It' was desirable to 

develop an international information system, coordinated by WHO. Romania was prepared to 
participate in such action and to make available the experience of national specialists. 
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Dr FELKAI (Hungary) said his delegation was in full agreement with the official control 
of drug quality and safety and appreciated the need for continual evaluation. The regular 
exchange of information on drugs between the health authorities of Member States was extremely 
important. The development of a monitoring system for adverse reactions to drugs had been 
instituted in Hungary in 1967. A changeover to the use of WHO questionnaires designed for 
international cooperation was now taking place. 

Hе agreed that it was necessary to publish addenda between editions of the International 
Pharmacopoeia in view of the introduction of new drugs and the development of new analytical 
methods. Work on an addendum to the sixth Hungarian Pharmacopoeia, published in 1968, had 
begun. The reference standards used in that pharmacopoeia were based on the WHO standards, 
and most of the international nonproprietary names proposed by WHO had been adopted. The 

WHO names of active ingredients were indicated on the labels of pharmaceutical preparations 
in Hungary. 

The importance of clinical pharmacology was growing and it was necessary to promote drug 
research using methods that were accurate but not harmful to man. The establishment of a 

clinical pharmacology network in Hungary had begun in 1967, and there were now 21 units 
ensuring effective cooperation between clinicians and clinical pharmacologists. The 

participation of specialists from all major pharmotherapeutic fields in the investigation of 
drugs was a major principle in the development of the network. The results of research so 

far had been encouraging. 

In view of the growing importance of clinical toxicology, a toxicological information 
service had been set up in Hungary in 1970. So far the service had worked out the toxic 
doses and antidotes for 571 drugs and had made recommendations concerning the diagnosis and 
treatment of poisoning due to those drugs. 

His country would welcome fellows from developing countries to study its drug control 
system. The Hungarian Government was prepared to organize courses in the cultivation and 
use of medicinal plants. It was also prepared to place at the disposal of WHO trained 
personnel for the establishment, promotion and maintenance of control laboratories at both 

regional and national level. 

Dr JENNINGS (United States of America) stressed that it was the responsibility of 
national health authorities to ensure the continuing pharmacological quality of drug 
preparations used within their borders. However, it was first necessary to establish the 
safety and efficacy of the drug for the uses for which it was offered. It was also the 

responsibility of the national authority to take measures to ensure that valid information 

permitting the safe and effective use of the drug was obtained and disseminated. 

His delegation noted with approval the measures initiated by WHO in accordance with 
resolution WHА24.56 and looked forward to participating in future activities. In 

particular, the convening of an expert committee on drug testing and evaluation should be 
of value in developing a system for the collection and dissemination of information on trials 
of new drugs for safety and efficacy. The continuous surveillance of drugs after they had 

been adopted for general use was very important, particularly with regard to adverse reactions 
and interactions with other drugs or other substances present in the environment. The 

United States delegation therefore urged Member States to participate as far as possible in 
the WHO project for international drug monitoring. He reminded the committee that, in 

accordance with resolutions WНА16.36 and WНА23.48, any notification received by WHO from a 
national drug authority of official action to ban or restrict the use of a drug must be 
disseminated by WHO to all Member States. That was an example of an existing procedure to 

convey important information to other countries. The ultimate goal of national and 

international efforts was the availability of safe, effective and economical drugs. The 

work of WHO in disseminating scientific data, encouraging research and developing criteria 
deserved the fullest support. His delegation would support the draft resolution contained 

in document A25/A/Conf.Doc. No. 32. 
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Referring to the draft resolution in document A25/A/Conf:Doc. No.37, he said that he 

sympathized with the desire to ensure the use of drugs of the best possible quality. However, 

he felt that that draft resolution was unnecessary since the ideas it contained were included 

in the comprehensive report of the Director -General and implied in the other draft resolution 

before the Committee. The question of expiry dates was under constant review. He agreed 

with the United Kingdom delegate that a statement of the date of manufacture was of little 

help without information on the shelf life of the product under practical storage conditions, 

and that control during manufacture was the most important way of ensuring quality. In some 

cases the statement of a date of manufacture might provide a false sense of security and on 

the other hand it might lead to economic loss through the disposal of old drugs that were still 

in perfect condition. In the United States the batch number provided information on the date 

of manufacture and on certain other points, including the source of the raw materials used. 

Dr GASHAKAMBA (Rwanda) said that drug monitoring was extremely difficult in Rwanda. The 

importers of drugs were businessmen, not pharmacists, and were interested in gain rather than 

in improving the health of the population. The increasing number of new products on the 

market created additional difficulties. He congratulated the Director -General on his 

proposal, but expressed the hope that new pharmacological studies would be carried out and 

that Member States would be informed of the results. He agreed with the delegate of Canada 

on the need for more information on the safety or otherwise of drugs. It was desirable that 

WHO should help to establish centres for the control and monitoring of drugs in developing 

countries, where the purchase of drugs represented a heavy financial burden. 

Dr NADERI (Iran) said that improvements in the manufacture, quality control, packaging 

and distribution of drugs would undoubtedly have a considerable impact on the health of 

consumers. His delegation wished to associate itself with the remarks of the delegate of 

Sweden. He emphasized the importance of setting up a certification system for the quality 
of drugs. In view of staffing problems he feared it was not yet possible to set up national 

drug monitoring laboratories in all countries, and regional centres might provide a solution 

in the short term. 

He pointed out that the draft resolution contained in document A25/A/Conf.Doc. No.37 
represented a modification of the "Good practices in the manufacture and quality control of 

drugs" contained in Official Records No. 176, Annex 12. It was stated in section 9 that 

the label must bear the batch number assigned by the manufacturer, together with the date of 

manufacture and /or the expiry date. If necessary, the date of manufacture could be given as 

a code, and that was in fact done in most cases. Consequently, it was virtually impossible 

for health authorities to work out the date of manufacture from the batch number of imported 

drugs. To simplify their task, coding systems should be unified. That would reduce the 

possibility of pharmaceutical preparations that were no longer of satisfactory quality being 

offered for use. 

Dr ALAN (Turkey) said that his delegation would support the draft resolution contained 

in document A25/A/Conf.Doc. No. 32 and the amendment proposed by the delegation of Norway. 

The Director -General had stated in his report that there was no such thing as an absolutely 
safe drug; a drug was useful if its therapeutic advantages offset the risks involved. He 

agreed that the quality, safety and efficacy of drugs was a matter of increasing importance 
and concern for health authorities. He warmly supported the proposal in the draft resolution 

to set up an information system; up to now he had had to obtain such information through 

his own efforts. He took the opportunity of thanking the authorities of the United Kingdom 

of Great Britain and Northern Ireland and the United States of America for the assistance 

they had provided. WHO now had 25 years of experience in the field of drug quality, and it 

was time to act courageously and decisively. 

Professor PENSO (Italy) said that the rules formulated by WHO to cover the manufacture 
of drugs had been included in the new edition of the Italian Pharmacopoeia which was to be 

published the following month, and those rules would thus have the force of law in Italy. 
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The problem of control of the efficacy of drugs entailed the consideration of what 
techniques could be used for that control. Trials in humans were essential, particularly for 
new drugs, but they posed many ethical, legal and even political problems. He therefore 
believed that such trials should be the subject of an investigation by WHO. It was true that 
in 1968 the Scientific Group on the Clinical Evaluation of Drugs had begun to study ethical 
and legal aspects of such evaluation, but it had not gone into the subject sufficiently deeply. 
WHO should define clearly the limits of such testing, so that countries which produced drugs 
would be able to carry out tests on humans without infringing the law. 

Another problem that was now being studied by the European Pharmacopoeia Commission was 
that of the limits of the bacterial content of non -injectable drugs. That problem, too, had 
not yet been studied in depth by WHO, although a number of countries, including Sweden, Belgium, 
Italy and the Netherlands, had carried out extensive studies on it. It was accepted that the 
bacterial count of such drugs should be limited both in the interests of the consumer and in 

the interests of the product, since too high a content would have an effect on quality. At 

the next session of the Commission in July 1972 steps would be taken towards setting a maximum 
bacterial content, but he felt that the question should not be dealt with only at European 
level but should be decided at international level. He suggested that a WHO expert committee 

should be given the task of investigating the problem. 

A final question which needed international control was that of the various products 

introduced into the human body by surgeons; the European Pharmacopoeia Commission was at 

present studying the problem. A list was being compiled of all the substances used with a 

view to devising regulations that would bring them under public health control. This was 

another subject with which WHO should concern itself, by establishing a panel of experts to 

draft international regulations. 

A final question which had been studied by the European Pharmacopoeia Commission was that 

of the expiry date for products. It had been agreed that all drugs should have the date of 

expiry clearly written on the label, and similar regulations were being formulated to cover 

other products. In a symposium held recently in Rome it had been suggested that every drug 

should have a maximum shelf life of five years. 

Dr ARNAUDOV (Bulgaria) said that in his country the quality control of drugs was carried 

out by the Ministry of Health. Only after pharmacological and toxicological studies had been 

made, and had been followed by clinical trials, could a drug be accepted for production and use. 

Production control was carried out at the local level and also by the State Institute of Drug 

Control. All imported as well as home -produced drugs were subject to this control. The 

Director of the Institute had the right to ban the use of certain drugs for specific periods. 
At the Institute there was also a centre for studying the side -effects of drugs, which made use 

of the publications of WHO and other international institutions, 

He believed that only the public health authorities should be entitled to approve the use 

of drugs and carry out quality control. Stricter control of production was also essential, 

and efforts should be made to improve the efficacy, quality and safety of drugs. 

Dr HENRY (Trinidad and Tobago) said that the quality, safety and efficacy of drugs was 

most important for small countries, in view of the increased use and the spiralling cost of 

drugs generally. 

The Food and Drugs Division of his country's Ministry of Health, which controlled the 

importation of new drugs, required that drugs for home consumption should have a certificate of 

free sale in the country in which they were manufactured. However, owing to the irregularity 

of deliveries, storage under tropical conditions became a critical factor. He endorsed the 

views of the delegates of the United Kingdom and the United States on the shelf life of drugs. 

The establishment of a regional drug testing laboratory was now under active consideration 

by the Caribbean Health Ministers' Conference, and the Pan American Health Organization was 

giving its full cooperation. 



А25 /А /SR /16 
page 9 

He supported the draft resolution contained in document A25 /A /Conf.Doc.No.32, together 
with the amendments now before the Committee. 

Dr тАТО ЕNКО (Union of Soviet Socialist Republics) remarked upon the frankness of the 
discussions. The present Assembly had made great progress as compared with previous 
occasions, and most speakers were in agreement on the majority of questions. He supported 
the amendment that had been proposed by the Norwegian delegate. 

The proposal that WHO should establish an information system on the safety of new drugs 
had met with a favourable response. Unlike some delegates, he thought that the establishing 
of such a system would enable the experience in one country of investigating a certain drug 
to be extremely useful to other countries, and to lead to considerable savings. He supported 
draft resolution A25 /A /Conf.Doc. No.32,but proposed that the word "new" before "drugs" in 
paragraph 2(a) should be deleted. The Canadian delegate had said that in Canada there was 
not only registration of new drugs but also analysis of drugs already on the market. He felt 
that any information on drugs in current use would undoubtedly be most useful. 

Dr SUPRAMANIAM (Singapore) recalled that it used to be said that the quality of a doctor 
was determined by his acumen in clinical diagnosis, and that once the diagnosis was made 
treatment was relatively easy. That, however, was no longer the case. So many kinds of 
drugs were now available that even the best of doctors could not be sure of their relative 
merits. He supported the suggestion made by previous speakers that periodic seminars in 
clinical pharmacology should be held on a regional or inter -regional basis so that doctors 
could be kept up to date on the subject of drugs. 

Cost was of prime importance in relation to the efficacy of drugs, particularly for the 

developing countries. The subject of cost was not referred to in Appendix 1 to document 
А25/13, though he was glad to note that Dr Ammundsen had raised it during the Executive 
Board's discussions (Appendix 2). Some indication should be given of the cost /benefit ratio 
where the efficacy of drugs was concerned, since such information would be of immense value to 
many countries. He suggested that such information might form the subject of an additional 
clause to the draft resolution in A25 /A /Cоnf.Doc. No.32,which he supported. 

Mr NICAISE (France) said the surveillance of drug manufacture was a world problem which 
could only be solved by the adoption of international criteria and methods. At the national 
level, methods of manufacture and control instituted by the manufacturer and approved by the 
health authorities could safeguard public health only if the administration responsible ensured 
that they were effectively carried out. Hence there was a need for on- the -spot control which 
could only be carried out by qualified inspectors of the ministry of public health. Such 

inspectors should not only prevent abuses but should also provide useful advice to the 

manufacturers in a climate of mutual respect. In view of the rapid dissemination of new drugs 
throughout the world it would be desirable for inspectors of different countries to collaborate 

in order to be better informed on the problems of international control. They should also 

be trained on an international rather than a national basis. 

Dr VIOLAКI (Greece) said that modern drugs undoubtedly played an important role in treat- 
ment. On the other hand, the insistent demands of the public led some physicians to prescribe 

drugs unnecessarily, especially when the patient was covered by health insurance. Multiple - 

drug therapy was used widely, and there was an excessive consumption of antibiotics. 

There was need for a thorough investigation of drug consumption and its relationship to 

the health services. It was a regrettable fact that in some health insurance services in 

Greece, 40% of the total amount of medical coverage was allocated to drug consumption. 

Dr ANOUTI (Lebanon) said that, as an importer of pharmacological products, his country 

wished to support draft resolution A25 /A /Conf.Doc. No.37, of which it was co- sponsor. 
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Dr KLIVAROVA (Czechoslovakia) said that in her country no drugs could either be produced 

or authorized for prescription to patients without the prior approval of the Ministry of Health. 
Not only drugs manufactured in the country but those imported from abroad were carefully 
checked. Safety was highly important, and the pharmacological and toxicological properties 
of each imported drug were established by both preclinical and clinical trials. There were 
no charges for drugs prescribed to patients in Czechoslovakia, and great care was taken by 
physicians when prescribing. In some parts of the country, all prescriptions were analysed 
by means of a system of punched cards, so that information was collected on the actual use of 
drugs. 

She supported the draft resolutions A25 /A /Conf.Doc. Nos.32 and 37, as amended by the 
delegates of Norway and the USSR. 

Dr CLAVERO GONZALEZ (Spain) said that it was important that doctors should continue to 

receive pharmacological training, and that special pharmacological departments should be set 
up in hospitals or groups of hospitals for that purpose. Health education of the public 
was also of great importance where drugs were concerned, since no drugs were completely 
harmless. 

He would have liked the Director -General's report to have included an analysis of the 
cost of drugs in relation to the total cost of health services in the various countries. 
Such an analysis would be particularly useful in countries which had national health services 
or generous social security systems, but where there was an excessively high demand for drugs. 
The report should also have included an evaluation of the preventive role of drugs, and an 

analysis of their chemotherapeutic efficacy. 

He supported the draft resolution contained in document A25 /A /Conf.Doc. No.32, and also 
the amendments proposed by the USSR and Norwegian delegates. 

Dr JOYCE (Ireland) said that he had frequently suggested that the subject of the use, 

misuse and abuse of drugs should be included in postgraduate programmes for general practi- 
tioners, but his suggestion had seldom been accepted. Most consultants preferred to 

concentrate on unusual clinical cases or the latest modern appliances. 

He regretted the practice that had arisen recently in Ireland of launching new drugs 

at what might be called social functions, and wondered if it occurred in other countries. 

He supported the draft resolution before the Committee. 

Mr TSUNASHIMA (Japan) informed the Committee that his country had been participating 
as from April of the current year in the WHO international drug monitoring project. 

Dr TEKLE (Ethiopia) said that in 1966 his country had established a department for the 

quality control of drugs, which was responsible for checking the standards of both imported and 

locally manufactured drugs. In the first year of control, as much as 13% of all imported 

drugs and 30% of locally produced drugs had failed to pass recognized international 

pharmacological tests. 

All manufacturers in both developed and developing countries invariably claimed that 

they had followed the proper principles in producing their drugs. The developing countries, 

with their limited resources, were therefore tempted to buy the cheaper drugs. It was 

impracticable for them to go to the factory to check whether the proper standards of production 

were being observed, when drugs were imported from abroad. His delegation would therefore 

much appreciate it if WHO could periodically issue lists of those manufacturers that maintained 

approved standards of quality control and were open to inspection by teams of WHO experts. 

If that were done, the resources now being devoted to drug control in the developing countries 

could be freed to meet more pressing health needs. 
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Dr HASSAN (Egypt) said that the delegates of Greece, Spain and Ireland had raised the 

question of the indiscriminate use and abuse of drugs. That question was closely related 

to safety, since no drug was safe if used indiscriminately without proper medical supervision. 

Thus antibiotics, vitamins, even aspirin could be dangerous if wrongly used. 

He urged that whatever draft resolution was adopted a clause should be included 

recommending governments to take steps to ensure that drugs were safely used or, failing that, 

to see that adequate health education was given to the public. 

Dr VALVERDE (Bolivia) drew attention to the situation where developed countries produced 

drugs for export that were no longer sold in their own countries because they were considered 

a health hazard. In such cases there appeared to be no adequate control. Countries such 

as his own, which had to depend on imports, should be more adequately protected than they 
were, and pharmaceutical firms should be prevented from continuing practices that were 

prejudicial to the importing countries. Perhaps a recommendation should be made to medical 
schools, since pharmacology and therapeutics were not dealt with adequately in many medical 
faculties. Moreover, many physicians were unduly influenced by the publicity of the 

pharmaceutical firm. 

He wondered whether the draft resolutions before the Committee should not also refer to 

the price of drugs. Many imported drugs were costly, even though there was no guarantee of 

their quality. Not only could patients not afford to pay the prohibitive prices asked but 
countries themselves were adversely affected. How, for instance, could Bolivia meet the 
drug requirements of its 2 500 000 inhabitants who lived in rural areas? He felt that the 

time had come to take action to control prices. 

Bolivia had a drug control laboratory, but the tests carried out did not always provide 

all the necessary information. Moreover, many doctors had an inadequate knowledge of 
pharmacology and toxicology; further specialization was required. 

Dr LAMBO, Assistant Director -General, said that it was very encouraging to have so many 
constructive comments. The Secretariat was in agreement concerning the need for an integrated 
and comprehensive approach, indeed, such an approach had been the basis of WHO's activities 

over the past few years. Despite the difficulties inherent in the question, the Organization 

had made some significant progress and there was every indication that more would be made in 

the years to come. 

He would divide the comments which had been made into three categories. The first 

concerned the international aspects of the subject, which covered the important areas of 

production, registration and control, the certification scheme, the evaluation and use of 

regional control laboratories, and the expert committee. The Secretariat had taken due note 

of the shortage of toxicologists and the need to increase manpower development in that field. 

The second category of comments concerned the information system, especially as related 

to primary control and drug monitoring. The WHO research project for international monitoring 
of adverse reactions to drugs, which in 1972 consisted of the fifteen participating national 

centres and the WHO centre, had been in the process of developing its primary operational 

phase early in 1971 (see Annex 8 to Official Records No. 184 and the terms of resolution 

WHA23.13). There had since been some reorganization and reorientation to ensure that the 

most useful methods were developed for a fully operational system. That entailed the 

improvement not only of the WHO centre, but also of the systems of the various national 

centres on which the international system was primarily based. 

The Secretariat shared the view of the United Kingdom delegate that the frequency of 

data submission by national centres to the WHO centre was of paramount importance in achieving 
the early warning system at which the Organization was aiming. The attention of national 

centres had been drawn to that aspect and the need for improvement was fully recognized. 
The frequency of receipt of batches of data from national centres was under constant review 

in the WHO centre. A recent survey had shown that 9 out of 12 participating national centres 
had maintained a relatively steady input of data on a near monthly basis. Owing to internal 
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difficulties, three centres had been unable to maintain a regular flow of data, but the reason 
for the delay in each case was being investigated and evaluated with a view to restoring 
regularity of transmission. One of the main reasons had been that the national centre was 
reorganizing its own national reporting and recording system. In several cases, e.g. in that 

of the United States and of Canada (which were large contributors of data), the irregularity 
had been due to the development of a more sophisticated reporting and recording system to 
ensure greater compatibility with the WHO system. Experience with the Swedish Centre had 
shown that when such compatibility was achieved, the exchange of information was greatly 
facilitated and the time of transmission was reduced. 

In accordance with the Director -General's report to the Twenty -third World Health Assembly 
(Official Records No. 184, Annex 8, para. 49), a comprehensive programme assessment would be 
made during 1973, the third year of the primary operational phase. That assessment would 

include a consultation of experts from many countries on the value of the information provided 

to Member States during the primary operational phase, and a detailed appraisal of requirements 

for the further development of an operational system capable of receiving, analysing and 

disseminating information on adverse reactions to drugs to Member countries. Following those 

appraisals, the Director-General would submit his report to the Executive Board and the Health 
Assembly in accordance with resolution WHA23.13. 

The third category of comments dealt with clinical pharmacology and therapeutics. The 

Secretariat had noted that WHO was asked to help countries to develop strong clinical pharma- 
cological units and departments, and in particular to develop good research and training 
programmes. WHO's activities at headquarters included clinical pharmacology and the 
Secretariat was now looking into various aspects of the subject and how it could be of 

practical use to countries and at what level: medical schools, ministry of health, teaching 
hospital, etc. 

The question of the continuing education of medical practitioners and physicians had been 

of great concern to WHO, especially in the matter of the use of drugs; information on their 

relative therapeutic effects, their side -effects and their potential interactions was part of 

the contents of that education. WHO felt strongly that physicians needed to be constantly 

informed of those aspects of drugs in use. For continuing education to be effective and well 

oriented it should take many diverse forms. The Secretariat would take into account the 

comments made on that subject. 

The comments made would help the Secretariat in formulating a more balanced strategy to 

deal with what was a very important aspect of WHO's work. 

The CHAIRMAN suggested that a drafting group should be set up, to meet at 8.30 the 
following morning which would consist of the sponsors of the draft resolution in A25/A/Conf. 

Doc. No.32, the delegations who had proposed amendments to it, and any others who were 

interested. 

Dr BOERI (Monaco), Rapporteur, read out the draft resolution in A25/A/Conf.Doc. No.37 and 

the amendment to it submitted in A25 /A/Conf.Doc. No.38. 

Dr CHAPMAN (Canada) said that it might be possible to incorporate the ideas put forward 

in both draft resolutions and the amendments thereto in a single draft resolution. Operative 

paragraph 2(a) of the first draft resolution could remain as it stood, the text of the 

operative paragraph proposed by the United Kingdom to the second draft resolution following 

as operative paragraph 2(b) but in a slightly modified form and reading: 

"on the most feasible means of indicating the limits of shelf life of pharmaceutical 
products under the conditions of their storage, as well as the date of manufacture and 

batch number, and the maintenance of records which facilitate trading of distribution." 

Operative paragraph 2(b) of the first draft resolution would be renumbered 2(c), the 

Norwegian amendment to the first draft resolution being incorporated. Finally, operative 
paragraph 3 would consist of the text of the United Kingdom amendment to the first draft 

resolution. 
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Dr EVANG (Norway) thought the delegate of Canada had solved the problem. 

Dr JENNINGS (United States of America) said that he could, in principle, accept the 

solution proposed by the delegate of Canada. However, it had one slight drawback. It might 

make it necessary for WHO to report on the feasibility of indicating the limits of shelf life 

and the date of manufacture to the next Health Assembly. That had not been contemplated in 

the United Kingdom amendment. 

Mr NICAISE (France) said that he was not sure what the scope of the Norwegian amendment 

was intended to be. It might involve the preparation of a protocol for analytical, pharmaco- 

toxicological and clinical tests of drugs before they were put on the market; it might even 

entail the setting up of an international control board for drugs. In the latter case it 

would be well to know what the cost of the operation would be. He wondered in fact if the 

operative paragraph in question could be implemented, bearing in mind the great number of drug 
that came on to the market. 

Sir George GODBER (United Kingdom of Great Britain and Northern Ireland) supported the 

Canadian proposal. 

Dr NADERI (Iran) said that in the new operative paragraph 2(b) he would prefer the words 

"pharmaceutical products" to be replaced by the words "various pharmaceutical forms ". 

The CHAIRMAN said that the drafting group would take into consideration all the proposals 

which had been made, including the amendments at present before the meeting and any others 

that might be submitted. It would consist of the delegates of Canada, Egypt, France, Iran, 

Norway, Turkey, the Union of Soviet Socialist Republics, the United Kingdom, and any others 

who wished to take part. 

4. DRUG DEPENDENCE: Item 2.10 of the Agenda (Official Records No. 193, Resolution WHA24.57, 
para. 6 and Annex 10; Resolution EB49.R9; Document A25/14) 

Dr EHRLICH, representative of the Executive Board, said that the Director -General had 
submitted to the Board, in response to resolution WHA24.R57, a report showing developments in 

relation to drug dependence. The Executive Board had discussed the report at length, empha- 

sizing the role of health in international activities in that field, and expressing some 
disappointment at the apparent lack of support from the United Nations Fund for Drug Abuse 

Control. In its resolution EB49.R9, the Board had approved the action taken by the Director - 

General in seeking financial assistance for expansion of the programme in drug dependence from 

that Fund and had also requested the Director -General to transmit the report to the Health 

Assembly, taking into account the comments of the Executive Board and providing any further 

information available to him. 

Dr LAMBO, Assistant Director -General, introducing the Director -General's report (document 

A25/14), said that delegates were well aware that the problems associated with the self - 

administration of dependence -producing drugs were causing great concern in many parts of the 

world. Drug dependence constituted an enormous social hazard, particularly in countries 

where the use of drugs involved young persons or substances of a type unfamiliar to older 

persons in the same community. 

The Twenty -third World Health Assembly had indicated the need for improved preventive, 

treatment and rehabilitation measures and research programmes (resolution WНА23.42). The 

Twenty-fourth World Health Assembly had approved the programme expansion proposed by the 

Director -General and requested him to seek financial assistance for programme expansion from 

the newly established United Nations Fund for Drug Abuse Control and report to the Executive 

Board and the Twenty -fifth World Health Assembly (resolution WHA24.57). The report by the 

Director -General reviewed the goals of the Fund and the actions taken with respect to obtaining 
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financial assistance from it. It was now clear that the Fund would give first priority to 

activities designed to reduce the unlawful production of drugs and their distribution through 
illicit traffic. Activities designed to help reduce the demand for drugs, i.e., preventive, 

treatment and rehabilitation measures, might well receive proportionately less financial 

support than the other measures mentioned. 

The Fund had provided $ 60 000 to initiate three projects, the sum representing a level 
of support falling far short of that required for the broad programme expansion in the field 

of drug dependence approved by the Twenty- fourth World Health Assembly. The three projects 

were (1) a study of the chronic effects of the long -term use of cannabis, (2) a study of the 

effectiveness of maintenance in the management of narcotic -dependent persons, and (3) the 

preparation of information brochures for medical and related professions on the non -medical 

use of dependence- producing drugs. 

He drew attention to the increasing interest in the problems associated with the use of 

khat in certain countries in the Eastern Mediterranean region. 

Dr JENNINGS (United States of America) said there was no longer any doubt that drug 
dependence was a worldwide problem affecting or threatening nations in all stages of develop- 
ment. The problem had generally been considered to comprise the three elements of supply, 
traffic and demand - supply of the substance which was abused, illicit traffic in the substance 
and demand for the substance for illicit purposes. 

The reduction of demand was a health matter and, as stated in the eighteenth report of 
the WHO Expert Committee on Drug Dependence "Until the demand for dependence -producing drugs 
is markedly reduced, it cannot be reasonably expected that measures to control their availa- 

bility will have the desired result. A reduction in demand can be achieved only by preventive 
measures designed to limit interest in drugs on the part of potential users and through 
effective treatment and rehabilitation of drug -dependent persons." In that respect, WHO must 
continue to assert its competence by providing leadership, guidance and technical assistance 
in relation to education and training, prevention, treatment and rehabilitation, and research. 

Before the problem of demand could be tackled seriously, certain basic information was 
required, specifically on the epidemiology of drug dependence, the identification of health 
and sociocultural factors influencing the spread of drug dependence, the evaluation of regimens 
of treatment and rehabilitation and the identification of substances that had a high dependence 
liability. WHO was in the best position to obtain that information. In that respect, his 
delegation was pleased with the number and scope of the projects the Director- General had 
submitted to the United Nations Fund for Drug Abuse Control. The Organization should rightly 
be disappointed at the small number so far approved. Efforts should continue to persuade 
those responsible for the administration of the Fund to give substantially increased recognition 
to the importance of demand and to adopt a balanced approach. 

His delegation hoped that more financial support would be forthcoming from the Fund in 
the near future. But the Director -General should explore all possible sources of increased 
financial support to enable him to implement, as speedily as possible, an expanded programme. 

The resolution of the Commission on Narcotic Drugs recommended the application of the 

most severe control measures to prevent abuse and illicit traffic in cannabis. His delegation, 
without prejudging the results of the research recognized as necessary by the Commission as 

well as WHO, would prefer that the most severe control measures be reserved for substances 
regarded as constituting a serious public health problem by virtue of their abuse or regarded 
as such in international conventions. The resolution invited WHO, among others, to coordinate 
and promote research on cannabis and to concentrate in particular on the problem of multiple 
drug abuse. Since the adoption of the resolution, WHO had published a report of a WHO 

Scientific Group on the Use of Cannabis, which outlined research needs. WHO should provide 
leadership in that field, especially since the administration of the United Nations Fund showed 
continuing interest in it, 
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Professor RUDОWSKI (Poland) said that his delegation was aware of the dangers connected 

with the spread of non - medical drug use and drug dependence. For a long time drug dependence 

had not appeared to be a problem in Poland, the number of registered dependent persons not 

changing greatly. Although dependence on narcotics and psychotropic drugs still did not 

constitute a public health and social problem in Poland, during the past two years some cases 

of nonmedical use of drugs had been noted, especially among the young. The number of 

patients and of offences against the Narcotic Drugs Law had gone up, and an increase in the 

number of burglaries of pharmacies and of falsified prescriptions indicated an increasing 

illicit demand for drugs. Thus, although no detailed statistics were available, nonmedical 

drug use seemed to be on the increase. 

As a result of two interministerial conferences, a general programme of action relating 

to drug dependence problems had been drawn up, and the Ministry of Education was to implement 

it. The principles of preventive action involved greater school influence in the family and 

the social milieu of students, the organization of leisure, a campaign to warn adolescents and 

adults about the harmful effects of dependence -producing drugs, instruction of school physicians 

on the diagnostic problems of drug dependence and of mental disturbances, and training of 

educational personnel, school physicians, paediatricians and psychologists in the prevention 

of drug dependence. 

It had been decided to set up or adapt inpatient and outpatient facilities for drug 

dependence cases. A research unit for alcoholism and drug dependence had been established 

at the Psychoneurological Institute to work out effective methods of treatment. 

Special measures to prevent illicit traffic in drugs had been taken. They included the 

strengthening of existing controls on the production and distribution of narcotic and psycho - 

tropic drugs, the establishment of drug squads, specialized staff training, and increased 

vigilance on the part of customs officers. Additional control over journals and daily papers 

had been introduced in order to prevent the spread of information that might attract adoles- 

cents and invite them to experiment with drugs. 

He favoured expansion of the drug dependence programme. The development of research, 

however, should be given much higher priority and more efforts should be made by the Organization 

to review ongoing research, with particular reference to the epidemiology of drug dependence. 

The elaboration of a worldwide research programme might usefully be undertaken by WHO, which 

might arrange for close links between various research institutions to help them to coordinate 

their efforts along accepted lines. Studies of the effectiveness of alternative activities 

in special sociocultural situations might help to develop preventive programmes. Basic 

research should be sponsored and WHO should play a leading role among the United Nations 

agencies concerned with the problems of drug dependence. 

The meeting rose at 5.55 p.m. 


