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1. THIRD REPORT OF COMMITTEE A 

Dr CHRISTENSEN, Secretary, read out the draft report contained in document A25/А/5. 

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 (Official Records 
No. 196; Official Records No. 198, Resolution ЕВ49.R35; Official Records Ni. 199, 

Chapter II, paras 36 -303 and 313 -320) (continued) 

The CHAIRMAN said that there were three draft resolutions relating to the operating 
programme for consideration by the Committee. 

Professor PENSО (Italy) said that after thorough discussion his drafting group had 
unanimously agreed on the following draft resolution on the standardization of diagnostic 
materials: 

"The Twenty -fifth World Health Assembly, 

Recognizing the importance of the role of WHO in the standardization of chemical 
and biological substances; 

Recognizing also the work of the Organization on reference preparations for 

laboratory reagents and on research studies relating to the development and improvement 
of laboratory methods; 

Conscious of the concern about the increasing need for standardized reagents for 
laboratory diagnostic methods in all countries; 

Aware that satisfactory diagnostic materials are essential in preventing errors in 

laboratory test results and for evaluating and interpreting such results; 

Noting the rapid proliferation of chemical and biological diagnostic materials and 
the fact that there are few generally accepted standards or specifications for them, 

REQUESTS the Director -General to study the means of extending the work of WHO in 

the development of standards for chemical and biological diagnostic materials and 

related aspects of laboratory methods and the coordination of research in this field, 

and to report thereon to a future Health Assembly, including an estimate of the costs 

of such activity." 

Decision: The draft resolution was approved. 

Dr KIVITS (Belgium) said that research in epidemiology and communications science was 

an expensive activity which was new to WHO and about which Member States had little 

information. As it might assume a guiding role in the activities of WHO and in those of 

the governments themselves, he considered it desirable that a full account of what was being 

done should be submitted to the Twenty -sixth World Health Assembly. He therefore proposed 

the following draft resolution: 

The Twenty -fifth World Health Assembly, 

Considering the importance of research in epidemiology and communications science, 
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REQUESTS the Director -General to report to the Twenty -sixth World Health Assembly on 

the Organization's research activities concerning epidemiology and communications science, 
and on the medium- and long -term programmes envisaged in that field. 

Decision: The draft resolution was approved. 

Dr VENEDIКТOV (Union of Soviet Socialist Republics) introduced the following draft 
resolution; co- sponsored by a number of delegations, including his own: 

The Twenty -fifth World Health Assembly, 

Noting that in the course of the current general scientific and technical revolution 
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 fundamental 
research in the natural 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 scientific 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 
scientific research to the development of health services to be a major task of all 
governments and international organizations; 

Recalling, among others, resolutions WHА7.52, WHА11.35, WHAl2.17, WНА13.64, WHA15.52 

and WHА17.36, stressing the importance of medical 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 scientific 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 scientific 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 medical research, 
particularly in regard to the development of its long -term programmes; 

2. CONSIDERS further the major objectives of WHO in the field of medical research to be: 

(i) 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; 

(ii) the development and elaboration inter alia of (a) opportunities and methods 

for international cooperation in the medical sciences; (b) standardization of 

research techniques when feasible; (c) standardization of nomenclature and termi- 

nology; in order to ensure the comparability of results; 

(iii) 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; 
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(iv) 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; 

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

suitable young medical and other scientists who wish to work in biomedical research 

and the evaluation of its results. 

3. REQUESTS the Director -General to prepare proposals for the development of longterm 
WHO activities in medical 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. 

He said that the draft resolution emphasized the importance of medical science for human 

society. It was expected that in the near future there would be discoveries that would not 

only alter public health strategy but also bring about a number of other changes in human 
society. That raised the question of the social responsibility of scientists - of the social 
consequences of scientific discoveries, which formed the basis for the development of the 
health services. 

In most countries, if not in all, there was a gap between scientific and medical knowledge 
and its application in the protection of health, and everything possible had to be done to 

narrow that gap. That would call for efforts in both the developed and the developing 
countries, as well as at the international level. 

WHO could not itself conduct all the necessary research, as had been recognized by the 

rejection of the proposal for a world health research centre. Nor could it direct all the 

research being carried out in the world. It could, however, help to unite the efforts of all 

countries towards the solution of the most important health problems. 

Emphasis had therefore been placed, in the draft resolution, on what WHO could and should 

do, within the limits of its resources. Without disrupting its programmes, WHO could do a 

great deal. He thought that the Director -General would be able to submit to the Executive 

Board at its fifty -first session proposals that could be considered by the Twenty -sixth World 
Health Assembly. In his opinion, the basic problems related to medical research had been 

covered in the draft resolution, and he appealed to all delegations to give it their support. 

Dr AUJОULAT (France) said that, as co- author of the draft resolution, his delegation fully 

agreed with the delegate of the USSR. However, some small drafting amendments were desirable. 

The situation mentioned in the first line of the first preambular paragraph was a 

continuing one which he would prefer described as ". . . the current general scientific and 

technical evolution ". 

The term "natural sciences" used in the third preambular paragraph had a wide connotation 

in the French language and included, for instance, geology. He would therefore prefer to use 

the term "biological sciences ". Finally, in relation to operative paragraph 2 (v), young 

medical and other scientists should be able to participate not only in the evaluation of the 

results of research but also in the evaluation of the research itself. 

Dr BUSTAMANTE (Mexico) recalled his delegation's interest in the recently established 

centre for research and ecological studies in the Americas and in the programme of research 

in malaria. His delegation therefore supported the draft resolution with the amendment 

proposed by the delegate of France to the first line of the first preambular paragraph. 
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Dr VENEDIKTOV (Union of Soviet Socialist Republics) said that "scientific and technical 

revolution" was a commonly accepted phrase that he would prefer to retain; evolution was a 

different matter. If the word "revolution" were to be replaced, he would suggest the word 

"progress ". 

He accepted the suggestion of the French delegate in relation to operative paragraph 

2 (v). 

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

purpose of the draft resolution was not to promote the development of large research centres. 

WHO was in a unique position to coordinate work in the various countries and could do so very 

effectively, as it had shown through the International Agency for Research on Cancer. He was 

sure that it would be able to do even more in future. Its work with reference centres was an 

important first step in the right direction. 

As regards the French delegate's amendment to the first preambular paragraph, he was not 

sure that any of the suggestions so far made had caught the exact meaning intended by the 

expression "current general scientific and technical revolution ". "Revolution" was perhaps 

not quite the right word. The essential characteristic of the trend was accelerating progress 

and so the term "evolution" might be acceptable if the phrase were to read . . in the course 

of the rapidly accelerating general scientific and technical evolution . . .". 

In the English language too the meaning of the term "natural sciences" in the third 

preambular paragraph was wider than was intended in the draft resolution. He accordingly 

supported the French delegate's amendment. 

Dr HARELL (Israel) said that, because of the increasing importance of medical research 

of numbers institutions engaged in it in almost every country, coordination was 

becoming more and more of a problem. Coordination of research was a proper field of activity 

for the Organization and so his delegation supported the draft resolution. 

Dr GOМAA (Egypt) supported the draft resolution but pointed out that the second preambular 

paragraph, in referring to the utilization of the achievements of biology and medicine solely 

for the benefit of mankind, raised, by implication, the question of their utilization in a 

manner detrimental to mankind. Consequently there should be some reference in the operative 

paragraphs to ensuring that they were not so utilized. 

Dr CLAVERO (Spain) expressed his delegation's support for the draft resolution. However, 

in relation to operative paragraph 2 (v) he wondered whether age limits should be established 

in matters of research. 

Sir William REFSHAUGE (Australia) noted that all the sponsors of the draft resolution 

belonged to the northern hemisphere. As valuable scientific work was also done in the 

southern hemisphere, he would like his delegation included among the sponsors. 

Dr SENCER (United States of America) supported the draft resolution, which would facilitate 

the allocation of resources at the international and national levels. Even in the richer 

countries, a choice had to be made in the allocation of funds to research. By clarifying the 

choice, the coordination of research by WHO could make the outcome exceed the sum of the 

individual efforts. 

"Scientific and technical revolution" was a phrase current in the western hemisphere and, 

in his opinion, accurately described the situation. 

In the third preambular paragraph the term "biological sciences" rather than "natural 

sciences" might be too restrictive. He suggested "biological and social sciences" or the 

"life sciences ". 

Dr ELOM (Cameroon) said that even in the developing countries it was necessary to conduct 

research, or at least to apply research conducted elsewhere. For that reason, his delegation 

supported the draft resolution. 
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Dr ALAN (Turkey) would like his delegation to be listed among the co- sponsors of the draft 
resolution, with which it fully agreed. 

He supported the United Kingdom amendment to the first preambular paragraph, and joined 
the delegate of the United States of America in preferring a wider term than "biological 
sciences" in the third; "natural sciences" was preferable as it covered a wider field. He 
thought that the French delegate's objection to operative paragraph 2 (v) would be met if the 
subparagraph read ". . . who wish to work in biomedical research and the evaluation of research 
and its results ". 

Dr AUJOULAT (France) was willing to withdraw his proposed amendment to the third preambular 
paragraph if it proved a source of difficulty. 

He accepted both the United Kingdom amendment to the first preambular paragraph and the 
wording of operative paragraph 2 (v) proposed by the delegate of Turkey. 

Dr KLIVAROVA (Czechoslovakia) could not see any objection in the first preambular 

paragraph to the words "current scientific and technical revolution ", since the term was in 

common use, even in medical contexts. However, if the word "revolution" was unacceptable she 
would support "progress ", as suggested by the delegate of the USSR. 

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

difficulty would be overcome if the opening phrases of the first preambular paragraph were to 

read: "Noting that in the course of the rapidly accelerating general scientific and technical 

progress science is being transformed . . . ". 

Professor PENSO (Italy) supported the draft resolution. 

He considered that "revolution" was a correct description of what was currently happening 

in science and technology. The objection by the delegate of France might have arisen because 

of the reference in the French text to revolution "du monde scientifique et technique ". That 

was not quite the same thing as a scientific and technical revolution. If the words "du 

monde" were deleted, it might be possible to leave the rest of the phrase unchanged in the 

French version. The English version would be unaffected. 

In relation to the comment of the delegate of Spain, the purpose of operative paragraph 

2 (v) was to facilitate recruitment of new research workers, who would naturally be found 

among the young. Recruitment was difficult because research workers were not as a rule well 

paid and so emphasis on recruitment of young medical and of other young scientists was needed. 

Dr FAKHRO (Bahrain) commented on the number of different terms for biological sciences 

and medicine that were used at various points in the draft resolution and suggested that a 

single term be used throughout. 

The CHAIRMAN suggested that the drafting group meet again to prepare a revised text. 

It was so agreed. 

Voluntary Fund for Health Promotion 

The CHAIRMAN drew attention to the discussion on the Voluntary Fund for Health Promotion 

that had taken place at the forty -ninth session of the Executive Board as described in Official 

Records No. 199, pages 65 to 66, and to the draft resolution contained in paragraph 317 on 

page 66 and Official Records No. 198, page 26. 
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Dr EHRLICH, representative of the Executive Board, explained that the Board had chiefly 

concerned itself with making sure that the programmes supported complemented the Organization's 

regular programme, conformed to the general programme of work covering the specific period, 

and were in accordance with the recommendations of the Advisory Committee on Medical Research. 

Having done so, it had recommended adoption of the draft resolution now before the Committee. 

The CHAIRMAN successively invited comments on the summary table and on estimates for the 

Special Account for Medical Research (Part I), the Special Account for Community Water Supply 

(Part II), the Malaria Eradication Special Account (Part III), the Special Account for the 

Leprosy Programme (Part IV), the Special Account for the Yaws Programme (Part V), the Special 

Account for Smallpox Eradication (Part VI), the Special Account for the Cholera Programme 

(Part VII) and the Special Account for Miscellaneous Designated Contributions (Part VIII), 

There were no comments. 

At the CHAIRMAN's request, Dr BOERI (Monaco), Rapporteur, read out the draft resolution 

recommended by the Executive Board. 

Decision: The draft resolution was approved. 

International Agency for Research on Cancer 

The CHAIRMAN reminded the Committee that the estimates for the Agency were included in 

the budget volume for information only. 

Decision: The estimates were noted without comment. 

Additional projects requested by governments and not included in the proposed programme and 

budget estimates 

There were not comments. 

The CHAIRMAN noted that the Committee had completed its review of the programme and 

budget estimates. 

3. QUALITY, SAFETY AND EFFICACY OF DRUGS: Item 2.9 of the Agenda (Official Records No. 193, 

pp. 31 -32, Resolution WHA24.56; Official Records No. 198, p. 12, Resolution EB49.R8; 

Document A25/13) 

The CHAIRMAN drew the Committee's attention to the Director -General's report on the 

quality, safety and efficacy of drugs, and invited Dr EHRLICH, representative of the 

Executive Board, to give an account of the Board's discussions that had led to the adoption 

of resolution EB49.R8. 

Dr EHRLICH, representative of the Executive Board, said that the Director -General had, in 

compliance with resolution WHA24.56, submitted to the Board a preliminary study - the first 

attempt at a general review of drug problems - which had sought to identify areas in which the 

current activities of WHO could be expanded, as well as new areas of possible interest. The 

Board had been informed that the creation of a system of collecting and disseminating 

information on the results of safety and efficacy trials of drugs - both new and under 

registration - was also being considered. The Director -General would inform the Board of 

his conclusions as soon as the feasibility of such a system had been determined. The Board 

had discussed the preliminary study in some depth and had commented on the implications of 

several of its aspects. He would not attempt to summarize the deliberations of the Board, 

the summary records of which were appended to document А25/13. 
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Dr LAMBO, Assistant Director -General, said that document A25/13 took into account the 

decision of the Twenty- fourth World Health Assembly to discuss jointly the pharmaceutical and 

medical aspects of drugs, as stressed in the preamble to resolution WHA24.56. In operative 

paragraph 2 of that resolution, the Director- General was requested to study how best WHO could 

discharge its obligations in this domain. A study was subsequently undertaken with the 
assistance of consultants, and was submitted to the Executive Board at its forty -ninth session. 

That study, entitled "Problems of modern drugs ", stressed the impact of the current pharma- 

ceutical revolution on the world. With additional explanatory notes and references, it was 

attached to document А25/13 as Appendix 1. The study began by tracing the evolution of the 

situation and the problems involved in the regulatory control of drugs that resulted from the 

introduction of new and more effective drugs. Such control was the responsibility of 

governments and varied from one country to another. However, as mentioned in paragraph 1.6 

of the study, the exchange of information between national drug authorities was increasingly 

needed, and WHO could help in this respect, as indicated in operative paragraph 3 of 

resolution WHA24.56. 

Section 2 of the study outlined the essential stages in the evaluation of new drugs: 

preclinical studies, pharmacological studies in man, clinical trials before release for 

marketing, and monitoring of marketed drugs. Each of those stages raised particular problems, 

but the general approach had moved from the concept of absolute safety to that of risk /benefit 

analysis. That was because modern drugs depended for their effectiveness on their ability 

to modify biological processes. Their use would therefore always involve a certain risk. A 

drug could be considered useful if its expected benefits to the patient outweighed its risks. 

Thus it was as important to evaluate the effectiveness of drugs as to evaluate their safety 

and, in fact, safety and efficacy were inseparable factors. As mentioned in paragraph 2.10 

of Appendix 1 to document А25/13, there was a need for the continuing review of scientific 

methods to demonstrate the safety and efficacy of drugs. The proposed expert advisory panel 

on drug evaluation would consider all such matters. 

Paragraph 2.11 stressed that the requirements for pharmaceutical quality of a drug could 

not be dissociated from the evaluation of its safety and efficacy. A drug of uncertain 

quality, potency, and purity could not be considered as either efficacious or safe. Control 

measures were therefore necessary to ensure the desired quality of marketed drugs. The 

problems involved in such control were reviewed on page 7 of document А25/13 and had been 

discussed at recent Health Assemblies. In accordance with resolution WHA22.50, the Director - 

General was considering the improvement of requirements for good manufacturing practices and 

a certification scheme for the quality of internationally marketed pharmaceuticals, and his 

report would be submitted to the Health Assembly as soon as possible. 

The fourth chapter of the document dealt with education and information on drugs and 

analysed the problems involved. It had been said that the action of the more potent modern 

drugs could be compared to that of the surgeon's knife; yet physicians were neither 

sufficiently trained in the use of those drugs nor fully informed of their effects, side -effects, 

and possible interactions. The Director -General was considering how WHO could assist Member 

States with that increasingly disturbing problem. 

The study annexed to document А25/13 was not intended to settle the broad issues raised 

in resolution WHA24.56, but merely to provide a basis for further study and discussion. The 

Director -General, taking into account the views of the Executive Board and Health Assemblies, 

would study the matter further and in due course submit proposals for future activities in the 

field of drugs. As indicated in paragraph 4 of his report, the creation of an international 

system of information on new drugs, as requested by the Twenty- fourth World Health Assembly, 

was under study. As soon as the Director -General had ascertained whether the proposed system 

was feasible, in terms of the input from national drug authorities and of methods of collecting, 

recording, and disseminating data, he would submit a report, covering also the financial 

implications, to the Executive Board and Health Assembly. It seemed that such a system - 

which ultimately depended on the availability of data on new drugs and their registration 

from countries with facilities for evaluating them - would benefit not only those countries 

themselves but also others with less advanced systems for drug evaluation. 
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Dr Lambo concluded by stating that the importance of modern drugs in the prevention and 

control of disease was well established and the promotion of their optimum use an essential 

element of health strategy. In accordance with the resolutions of the World Health Assembly, 

WHO had been called upon to provide Member States with fuller information on drugs. Within 
the resources available to it, the Organization would intensify its activities in that 
direction. 

Professor REXED (Sweden) said that drug -manufacturing countries should follow "Good 
practices in the manufacture and quality control of drugs" particularly since there were only 

a few such countries and many others had to accept their products. It was therefore 
important to continue to press for the acceptance and wide application of the principles laid 
down by WHO and other organizations. Thus importing countries would be assured that drug 

production was really well controlled and followed sound technical and scientific principles. 

WHO needed to continue its efforts to evolve a certification scheme for internationally 
marketed drugs. That was, of course, a thorny subject, fraught with legal problems and eco- 

nomic difficulties, and no doubt WHO would have to proceed cautiously. A certification 

system was especially necessary for countries that were unable to set up their own and had 

to rely on information from the drug producers and other sources, but it would be valuable 
also for many highly developed countries. Indeed, the whole field of drugs was now so 

technically complicated and the control and detection of side effects so difficult that 
international exchange of information had become essential. Many informal contacts were 

already taking place between countries with developed control systems and information was 
already being exchanged on a bilateral basis. 

Regarding the evaluation and use of drugs, Professor Rexed pointed out that in the field 
of toxicology there was a lack of both knowledge and experts. WHO had an important role to 
play in stimulating and assisting countries in research and training in that field. The 

proposed expert advisory panel on drug testing and evaluation would be extremely important 
for toxicological questions, drug dependence, and related problems. Clinical pharmacology 

was also a vital link between clinicians and pharmacologists. All possible assistance should 

be rendered to countries to train clinical pharmacologists and to widen the scope of that 

subject in medical teaching. It was well known that, in actual practice, some drugs were not 

used as much as they might be because physicians were not always fully informed about their 

use and effects. On the other hand, there was overconsumption of other drugs, especially 

sedatives and tranquillizers, largely because, on the basis of the knowledge at their disposal, 

physicians did not appreciate the risks involved. For the benefit of patients and for the 

sake of economy in public health services, it was important to intensify international work 

in clinical pharmacology. WHO had already made a start in that direction, and could do more. 

Introducing the following draft resolution sponsored by his and other delegations, 

Professor Rexed emphasized the importance of operative paragraph 2(a), which referred to the 
feasibility of an international information system in relation to the registration of new 
drugs, and particularly 2(b), which called for a comprehensive approach to ensuring the 
quality, safety and efficacy of drugs. That, in the final analysis, was the most important 

point: the whole field was so complex that it would be dangerous to concentrate on any 

isolated aspect. The production, control, and use of drugs should be seen as one inter- 
related system of knowledge. Therefore it was enormously important to develop further 

the information system that Dr Lambo had mentioned. The draft resolution read as follows: 

The Twenty -fifth World Health Assembly, 

Having examined the report of the Director -General on the quality, safety and 

efficacy of drugs; 

Mindful of the importance of developing a comprehensive approach to ensuring 

drug quality, safety and efficacy, monitoring adverse reactions, and developing 

and disseminating accurate information about drugs; 
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Convinced of the need to assist national health authorities to meet their 

responsibilities in relation to drug quality, safety and efficacy, 

1. NOTES with appreciation the activities that have been undertaken in accordance with 
resolution WHA24.56; and 

2. REQUESTS the Director -General to report to the fifty -first session of the Executive 
Board and the Twenty -sixth World Health Assembly: 

(a) on the feasibility of an international information system providing data on 
the scientific basis and the conditions of registration of individual new drugs; 
and 

(b) on other efforts to develop a comprehensive approach to ensuring the quality, 
safety, and efficacy of drugs. 

Dr CHAPMAN (Canada) associated himself with the comments of the Swedish delegate and with 

the draft resolution, of which his delegation was a co- sponsor. Many countries had adopted 
regulations requiring not only that drugs should be safe and effective but also that the 

manufacturing facilities should be adequate to ensure the uniformity and quality of the final 

product. Canada was one such country. Regulations might also require promotional literature 
to give a balanced picture of the drug, including its adverse effects and the contraindications 
to its use. 

The regulations under the Canadian Food and Drugs Act required the manufacturer of a new 

drug to file a submission describing the chemistry of the drug, the manufacturing process, the 

tests applied to control potency, purity and stability, and the tests made to establish safety 
and clinical effectiveness. In most instances, new drugs could be sold only on the prescrip- 
tion of a physician. Manufacturers in Canada were further required to notify the control 

authorities of any additional adverse reactions noted after the drug came into general use. 

There were, however, many drugs on the market that had not been subject to those requirements. 

A more comprehensive programme had therefore been initiated to ensure that all drugs, including 

those that had been available for many years, met high standards of quality, safety and 

efficacy. The programme provided for the inspection of manufacturing facilities, the analysis 

of drugs offered for sale, whether imported or domestically produced, the assessment of 

efficacy, and the publication of results. By 1973 all manufacturing plants would undergo a 

detailed inspection at least once a year, and even more frequently if conditions were not 

satisfactory. In addition, an intensive review would be made of documents relating to master 

formulae, manufacturing and packaging procedures, and quality control and stability data. In 

the analytical programme, each specimen would be analysed for identity, potency, uniformity of 

content, weight variation, and disintegration time, and 90 000 such analyses would be carried 

out annually. Some of the claims made for products that had been on the market for a long 

time might have to be reviewed. 

The clinical equivalence of competing brands of the same basic pharmaceutical was of great 

practical significance to the physician, the pharmacist and the patient. Usually it was not 

possible to compare the clinical equivalence directly, but an indirect measure could be 

obtained from the quantity of the chemical in the blood and urine of human volunteers. Such 

measurements required difficult, costly and time -consuming studies, and priorities had to be 

set to decide which drugs should be studied. Priority was based on the medical use of the 

drug, the precision of dosage required, the availability of analytical methods, and the 

solubility of the drug. 

A publication entitled RX Bulletin, containing the latest results of studies and monographs 

on new drugs, was sent each month to all physicians and pharmacists in Canada. Educational 

material on the proper use of new drugs was available to the general public. 

With regard to the international aspects of drug quality control, the Canadian delegation 

had four suggestions to offer, all of which were referred to in the Director -General's report. 

Firstly, it was essential for all countries producing drugs to adopt legislation ensuring 

adequate quality control. The principles on which such legislation could be based were given 
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in "Good practices in the manufacture and quality control of drugs ", which was published as 
Annex 2 to the twenty -second report of the WHO Expert Committee on Specifications for 
Pharmaceutical Preparations. Revisions were to be found in Annex 2 to the twenty -fourth 

report of the same Committee. Secondly, an international agreement was needed enabling an 
important country to accept the standards enforced in the exporting country. Thirdly, the 

collection of data on adverse reactions to drugs should be continued and improved. Nearly 
50 000 reports of such reactions had been received by WHO from 12 participating countries. 
Some more effective procedure for evaluating those reports was needed, and the Canadian 
delegation was pleased to see that work was to be done on that problem in 1972 and 1973. 
Fourthly, a system of collection and dissemination of information on the results of safety and 

effectiveness trials of new drugs had to be developed. Canada was prepared to release 
information and to help in the development of such a system, which would be of great assistance 

to all Member States. 

Dr EVANG (Norway) thought that the Organization was at present being more outspoken on the 

subject of drugs. In the excerpts from the discussion of the Executive Board, reproduced in 

the Director -General's report, Dr Lambo had said: "it was not enough to determine the quality, 

potency and purity of a drug without assessing its therapeutic value ". That was fundamental, 
and the Organization had taken a step forward in including the question of therapeutic value in 

its consideration of drugs. In section 2.3 of Appendix 1 of the report it was stated that 
there was no such thing as an absolutely safe drug, and that a drug was useful if the expected 
benefits for the patient outweighed the risks involved in its use. 

The phrase "revolution in medicine" was fully justified, but the revolution was not only 
a positive one. Drugs could be used to manipulate mental states just as they could be used to 

control bacterial flora. 

A point that had been discussed for many years was how countries that had to import drugs 
could be protected from receiving those that were lacking either in efficacy or in purity. 
The idea had once been mooted that each country should establish its own national control 
laboratory, but the complications had been so great that the suggestion had been dropped. The 

discussions at the forty -ninth session of the Executive Board showed that the question of 
reference laboratories for international research and control had been ventilated. Dr Evang 
suggested that the Organization should now fully revive the idea of regional control laboratories, 
the only way in which the problems of many of the developing countries could be solved. It was 
much too costly and complicated for them to establish their own control laboratories. Much 

could also be done to improve control at the national level in the producing countries, and he 

agreed with what had been said by the Swedish and Canadian delegates. He reminded the Committee 
that the Health Assembly itself had the power, under Article 21 of the Constitution, "to adopt 
regulations concerning (d) standards with respect to the safety, purity and potency of biological, 
pharmaceutical and similar products moving in international commerce; and (e) advertising and 
labelling of biological, pharmaceutical and similar products moving in international commerce ". 
The Health Assembly, even after 25 years, had made little effort to apply its powers and 
Dr Evang thought that it was time it did. 

Professor RUDOWSKI (Poland) supported in principle the ideas expressed in the study 
"Problems of modern drugs" appended to the Director -General's report. It was certainly 
necessary to continue the efforts to discover better ways of evaluating the safety and efficacy 
of medicaments, to develop effective services for monitoring the adverse effects of pharma- 

ceuticals, and to prevent the use of medicaments for non -medical purposes. 

Drug consumption in Poland was increasing, partly owing to a recent decision of the 

Government to include the entire rural population in a common system of social security. The 

increasing demand was being met by increasing both the domestic manufacture and the importation 

of medicaments. Strict quality control was assured by 17 government laboratories, and even the 

slightest deviation from the requirements was subject to a thorough investigation to determine 

the cause and to improve the quality. In 1971, about 39 000 analyses had been performed. 
Through a system of drug registration, the Ministry of Health and Social Welfare permitted the 

use only of substances of proved efficacy. A Centre for Research on the Side Effects of Drugs 
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had recently been established in Warsaw, and it was now ready to collaborate with the WHO 
project for international drug monitoring. Services for the treatment of acute drug 
intoxication were being further developed and the Centre for Toxicological Documentation was 
being enlarged. 

In Poland, new regulations on drug quality would, when implemented, provide for the 
quality control not only of medicaments but also of dental materials, dressings and plastics. 

Professor Rudowski expressed his agreement with the statement in the Director -General's 
report that no control measures could be successful unless the medical profession was well 
informed of the risks and benefits of drug therapy, for which continuing education and 

information were essential. To implement such a policy, he suggested that WHO might wish to 
help develop guidelines and criteria for programmes of continuing education in clinical 
pharmacology, both for specialists and for general practitioners. In that respect the 
educational needs of Member States might usefully be analysed by WHO. 

The meeting rose at 11 a.m. 
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