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1. ИЕРШФ OP THE STUDY GROUP ON INTERNATIONALLY ACCEPTABLE MINIMUM STANDARDS OP 
MEDICAL EDUCATION: Item 2.6 of the Agenda (Document EB31/9) (continued) 

Professor GAY PRIETO, alternate to Professor Garcia Orсoyen, referring to the 

Study Group's report (Technical Report Series No. 2)9) said that it was difficult to 

discuss in the short time available a series of somewhat imprecise recommendations 

directed to countries at varying stages of development• Some minimum standards 

might be appropriate for certain countries but not for others, and he wondered 

whether any attempt to lay down general standards could meet with success. 

Conditions clearly could change and the standards -prescribed might then no longer 

be suitable. 

He recognized that in emergency circumstances an accelerated training programme 

might become necessary and could perhaps be achieved in a three-year period by having 

long terms and short vacations； but it was illusory and unrealistic to introduce 

European teaching standards and adapt them for African countries at present, though 

it might become feasible in the future. It would be interesting to learn whether 

the experiment carried out in the Soviet Union cf having various types of doctors 

was being continued and considered still satisfactory. 

Turning to section 3-3-2 in the report concerning the content of the medical 

curriculum, he expressed regret that a WHO meeting should still discuss preventive 

medicine in out-dated terms. Clearly in modern times it ought to be part of any 

normal medical course. Nor had the Study Group indicated what pre-clinical basic 

qualifications should be required. Obviously far more attention must be paid to 

elementary biostatistics. 
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There was a great gap in the. report in that no mention was made, among 

the fields of specialization discussed, of skin diseases and venereal diseases, 

the incidence of v/hich was so high in proportion to other diseases in developing 

countries. The International League of Dermatological Societies was making a 

sustained effort to induce public health authorities to incorporate dermatological 

and venereal disease studies into courses of preventive medicine. 

Professor AUJALEU paid a tribute to the Study Group's work and its many 

interesting observations. However, he had some comments to make on its report• 

First, it seemed inappropriate in discussing the context of minimum standards 

of medical education to contemplate limiting admission to medical studies. 

Such a proposition would certainly shock opinion in countries where a liberal 

policy on university admission prevailed. 

Although it might be argued, as had been done in the report, that a person 

with an adequate background of general culture could be turned into a doctor 

in four years, he had been perturbed at the extent of the syllabus that it 

was proposed to cover in months. There seemed to be some contradiction between 

the desire to keep the courses fairly short and the anxiety to have a comprehensive 

curriculum, 

A consideration that was pertinent to the situation in many countries was 

that the same courses were not suitable both for meaLcal practitioners on the one 

hand and for specialists or research workers on the other: the two groups needed 

different types of training and that fact must be squarely faced. 

In conclusion he pointed out that the Study Group
T

 s task had been 

complicated by the fact that it had been asked to draw up minimum standards without 

directives as to where they should apply. Surely it would have been preferable 
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to indicate for what economic and social stage of development they were intended, 

and'to recognize that the requirements in the particular group of countries 

in question would probably be different at a further stage in their development. 

V/ 

Professor ZDANOV said in reply to Professor Prieto's question that, although 

many changes had been made in Soviet medical training, essentially the programme 

had remained the same. His own father had been a doctor and his daughter was 

intending to study medicine, and he could say that all three generations would have 

more or less the same medical education, corresponding to present levels of knowledge. 

The Study Group, in its extensive examination of the problem, had discovered 

that although curricula and standards differed from country to country, there were 

many points of similarity. As an example he drew attention to the information 

given in Annex 5 (page 47 of the report) from which it would be seen that in 

Columtda University, New York, hours were devoted to pathology and 20) hours to 

microbiology. The comparable figures for faculties of general medicine in the 

medical institutes of the USSR were 3杯7 and 207 respectively. It was striking that 

in such different faculties almost the same amount of time was being allotted to 

those two subjects and the figures indicated that despite national variations and 

differences of emphasis, doctors were being trained in every country in more or 

less the same manner. 
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The report brought out that needs and educational standards were very similar 

throughout the world and the information it contained would be most useful not only 

for medical services but also for WHO itself• It could be deduced from the Study 

Group's conclusions that a Soviet doctor could practise in Costa Rica or Rhodesia 

and that one from Rhodesia or Samoa could work in the Soviet Union or thé United 

States of America• 

Dr OLGUÍN said that both the philosophy and methodology of medical training 

presented complex problems and had to be viewed in the light of local needs and re-

sources. The Study Group had clearly sought to arrive at some universally applicable 

conclusions and had made plain in its report that its purpose was not to formulate 

a hierarchical set of standards. The report contained useful advice on general 

desiderata. 

Some of the Study Group's recommendations deserved emphasis because they were 

fundamental in character. The aim of medical training should be the acquisition 

of sound professional qualifications, and a general medical education needed to be 

supplemented by further post-graduate specialization. 

It was particularly important to select candidates in the light of needs and 

training possibilities so that the best possible use was made of the facilities 

available. Experience had demonstrated the kind of wastage of resources that could 

occur when the number of students admitted was excessive. 

He also agreed with the Study Group that the study of preventive medicine 

should form an integral part of the training for the duration of the whole course. 
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It was, in his opinion, indispensable to ensure that there were adequate 

facilities for residential training in hospitals so that students could obtain enough 

clinical practice, and he therefore stressed the need for close co-operation between 

medical schools and hospitals. 

Such were the general considerations which, subject to local v a r i a t i o n s , w e r e 

valid for every country. 

Brigadier HAQUE, alternate to Dr Afridi, expressed appreciation for the Study-

Group ' s report, which contained guide-lines that would be particularly useful for 

developing countries. 

He was anxious to draw attention to the pressing problem of text-books. They 

were very numerous and expensive and often beyond the reach of medical students. He 

wondered whether WHO could consider the possibility of publishing standard text-books• 

That would help those responsible for organizing medical faculties to see how the 

recommended syllabuses could be covered and would also help to standardize teaching 

±n various medical schools. Indeed, he would go further and suggest that WHO should 

supply such standard text-books to developing countries at subsidized rates, if not 

gratis, because costly text-books usually had to be imported and paid for in foreign 

currency, which developing countries could ill afford. 

He also wished to draw attention to the need for guidance on residential 

training in general hospitals, since the number of students was too great for them 

all to be accommodated in teaching hospitals attached to medical schools. 

Dr WATT commended the Study Group on the useful work it had accomplished and 

the courage with which it had tackled the problems put to it. Educators were 

jealous of their freedom and were likely to view proposals on minimum standards 
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with concern lest they be misinterpreted: the Study Group had been wise to make 
' , . . . . . . " V . ' ; . . . . .. ' . . . . 

clear that its purpose was not to impose a straitjacket on medical education or 

enforce conformity• 

He had been disturbed "by the fact that more attention had not been given to the 

important problem of continuing medical education so that qualified doctors could keep 

abreast of latest develcpments. He had serious reservations about the suggestion for 

an international qualifying examination because he knew of no existing examinations 

that were adapted to ensure that the process of continuing medicaJL education was 

maintained
# 

He also sounded a warning lest too much attention were focused on complete 

medical education in certain developing countries at the expense of training medical 

assistants who, with the help of appropriate equipment and facilities, could in 

certain conditions do more to save lives than a qualified doctor could have done 

fifty years ago in an advanced, country. 

Dr ANDRIAMASY said that the Study Group had done very useful work. He agreed 

with its listing of the purposes of any internationally acceptable minimum standards 

in the introduction to its report (pages 5 and 6), but would place them in a different 

order of importance, namely: (c), (a), (e). 

Coming from a country in process of development^ he urged that in the name of 

rapid progress and meeting urgent needs an attempt should not be made to create two 

categories of physicians on the international plane^ At a recent meeting in Dakar, 

medical men from a number of countries had been unanimous in emphasizing that university 

standards should not be lov/ered and that they should more or less correspond (where 

necessary, adapted to local needs) to what was internationally accepted. 
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Dr VANNUGLI, alternate to Professor Canaperia, said that he was glad that the 

Executive Board, after having discussed somewhat rapidly a number of expert committee 

reports, should have devoted more time to the item under discussion, since the question 

of minimum standards of medical education was a particularly important one for WHO, 

given the Organization
f

 s special responsibilities. It had been reassuring to 

discover from a reading of the report that the theory and practice of medical 

education was evolving in the light of circumstances and the development of 

scientific knowledge. 

He had been struck by the statement made in section 5.4.1 of the report 

(page 56) to the effect that the formulation and implementation of academic policy 

should be predominantly in the hands of the senior teachers of a school; that 

extensive external bureaucratic control was a stultifying influence, but that since 

medical education was preparation for a profession subject to regulation by national 

standards, and which in many countries drew most of its funds from the State, its 

activities must to some extent be subject to governmental influence, which however 

should be kept .to the minimum. He understood what was causing the Study Group 

concern; but surely it was more a question of collaboration (since public health 

authorities were largely composed of doctors) than of external control. The latter 

would certainly be regrettable. • 

The Study Group had discussed the utility of minimum standards, which were 

always difficult to formulate, and he attached far more importance to the method 

of teaching and its spirit than to the question of the number of hours allocated 
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for a certain subject. He had been glad to see that view upheld by the Study Group 

in connexion with preventive medicine, the principles of which should permeate any 

general medical education. In fact the report put forward a general conception of 

medical education. As Professor Zdanov had pointed out, historically different 

systems had led to very similar results. 

However, a new problem had now arisen, namely, what general guiding lines could 

be given for new medical faculties. The report could provide useful material that 

could be suitably adapted to the needs of individual countries, it being clearly-

understood of course that the aim was not to fix different standards of education 

but to achieve a similar level throughout the world, 

Dr SCHANDORF said that the Study Group had prepared a unique comparative study, 

which would be particularly useful to countries where no medical schools as yet 

existed and which had to draw upon the experience of others. 

He had for some years been closely connected with the selection of students 

and had sometimes wondered whether in his country, where no medical schools yet 

existed, the standards for those being sent to study abroad had not been set too 

high, and whether once Ghana had its own medical school not enough candidates would 

come forward with the requisite qualifications for admission. 

Dr SYMAN commended the Study Group on the useful work it had accomplished in 

a short time. As its report had only recently been circulated and he had not had 

time to examine it in detail, he would confine himself to commenting on the points 

raised during the discussion. The report
1

s main value surely lay in its analysis 
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of the problem and he was uncertain whether the previous speaker was right in thinking 

that it would help in the establishment of new medical schools. 

The Study Group seemed to have confused two separate things: (a) the amount 

V 

of teaching given on certain subjects which, as Professor Zdanov had pointed out, 

was quantitatively very similar from country to country; and (b) the question of 

"standards", which was surely more a matter of method and facilities. The two 

ought to be kept distinct• For example, one consideration to be kept in mind was 

whether adequate clinical facilities existed to match theoretical by practical 

training. 

He wished to sound a note of warning against any effort to speed up medical 

training or establish different standards, even in new]y independent countries 

that were in such great neud of more doctors. Sound foundations for proper medica丄 

training should be laid at once. He believed there would be an opportunity to 

discuss that problem later in connexion with help to such countries. 

As far as WHO's task was concerned, the most important one should be to act in 

an advisory capacity and to try and evaluate existing medical schools at the 

international level - which was not eaay because different systems could give 

equally good results. Another matter that called for study was the rules governing 

the admittance of docoors from other countries. In Israel a liberal policy was 

followed and doctors were admitted if they had attended an accredited school, a list 

of which had been drawn up by the Government. It would be useful if WHO could 

prepare a similar list. 
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Dr SERPA FIEREZ welcomed the Study Group's recognition of the fact that medicine 

had become a social science. That principle should be the cornerstone of any system 

of medical education, particularly in countries where the population was expanding 

rapidly. 

The CHAIRMAN, speaking in his personal capacity, said that the very valuable 

dc.-bate had reminded him of similar discussions in the past。 He had been surprised 

at the Study Group being able to produce a single report, because a gathering of 

medical professors usually produced as many opinions as there were persons present; 

nevertheless the ultimate result was generally some kind of agreement on first 

principles. 

Dr GRUNDY, Assistant Director-General, thanked the Executive Board for its 

valuable observations, which would be taken into account in planning future work on 

minimum standards of medical education. Members of the Board would be aware that 

WHO was not responsible for the consolidated opinion expressed in the report by 

members of the Study Group. It was also important to keep in mind that the report 

represented a step in a continuing activity, and that it was proposed to follow up 

the broad study by more specialized ones during the years 1963 and 1964. 

The Study Group had clearly brought out in its report that it had been 

concerned with basic minimum standards. It had been suggested that those standards 

had been pitched too high, or that if adopted they would be pitched even higher. 

The answer to Dr Layton
r

 s question as to whether they were realistic in relation to 

the circumstances of developing countries was in the affirmative. The Study Group 

had had to take due account of the fact that graduates from developing countries 
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wishing to take post-graduate courses^ to obtain specialized training,- or to prepare 

themselves for research work^ would have to do so outside their own countries. 

They would have to look to the more advanced countries for such opportunities for 

many years to come. Thus the basic minimuin standards had to be such that they 

would be acceptable to the latter group of countries when admitting students from 

developing countries for post-graduate studies and specialization. 

With a greater degree of generalization there was ̂  of course^ more risk of 

losing precision and even of introducing ambiguity in some cases. The Study Group 

had been faced, as several speakers had pointed out, with a very wide range of 

differing conditions in different countries• It in fact, surprising that its 

members had managed to extract general recommendations that held good in most cases-

notwithstanding the fact that they might not always be applicable in their entirety. 

For example, Dr Layton had raised a valid point in regard to the entrance examination 

in countries where there were several medical schools. Unless amplified^, the 

Study Group
!

s generalization^ that there would have to be a common entrance 

examination if application was not to become an intolerable burden on the applicant, 

might be misleading: there were frequently basic requirements for matriculation, 

faculty requirements, and (where the number of candidates exceeded the number of 

places) the additioral criteria on which selection of entrants was made. It would 

be extremely tedious to introduce the qualifications that would make the general 

statement fully applicable in all circumstances. 

Another example of the difficulties arising from generalization related to 

the question of internship. The Study Group had apparently felt a year
r

s internship 

to be desirable for students intending tc make clinical practice their career, but 
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that it was less necessary for students entering a career in non-clinical medical 

science• Those intending to become teachers in pre-clinical subjects, for instance^ 

might perhaps in some countries use that year to better advantage. 

As regards the preparation of medical undergraduates for general medieal 

practice, or family practice^ the point raised by Dr Layton concerning the need for 

the entire range of diseases and skills to be covered was a matter for academic 

argument. The Board could, however^ be assured that the Organization was devoting 

increasing attention to the subject of general practice, family practice, or 

generally to medical care outside hospitals. Within the broad and continuing study, 

it was well recognized that many aspects required further consideration j, particularly 

in regard to the work of the general practitioner
5
 whose study now had an assured 

place in the programme of the Organization. One aspect of the organisation of 

general practice had been studied Ьз广 an expert committee^ which had met at the end 

of 1962 to discuss the training of the physician for family practice. 

Professor GAY PRIETO, alternate to Professor Garcia Orcoyen> again stressed 

the importance in the curricula of medical schools of dermatology and venereal 

diseases
5
 subjects that were of fundamental importance for the development of certain 

public health programmes. Their omission from the recommendations of the Study-

Group could be interpreted to mean that WHO was advocating their elimination from 

the curriculum. 

Dr GRUNDY said that although the subjects could not be introduced into the 

printed report of the Study Group ̂  the Executive Board could rest assured that they 

would be brought to the attention of future expert committees. 
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Professer GAY PRIETO expressed his satisfaction with that statement. 

The CHAIRMAN invited the Rapporteur to introduce a draft resolution -on the item. 

Dr FARAH； Rapporteur，read cut the fcllcv/ing draft resolution: 

The Executive Board 

1. NOTES the report of the Study Group on Internationally Acceptable 
Minirnuin Standards of Medical Education; 

2. REQUESTS the Director-General to take into consideration the contribution 

of this report to his study of the problem in pursuance of resolution WHA9. 
of the Ninth World Health Assembly; and 

THANKS the members of the Study Group for their'work. 

Decision: The draft resolution was adopted (see resolution EB^l-R5)• 

2. CLINICAL AND PHARMACOLOGICAL EVALUATION OF DRUGS:工tern 2.? of the Agenda 

(Resolution WHA15.41; Document Щ51/22) 

At the invitation of the CHAIRMAN, Dr BAROYAN
>
 Assistant Direсtor-General, 

introduced the item. The questions connected with the clinical and pharmacological 

evaluation of different drugs from the point of view of their safety and efficacy 

v/ere not new for WHO. The Fifteenth 'World Health Assembly had adopted a resolution 

(ША15•斗1) requesting the Director-General to pursue the study of the scientific 

aspects of drug evaluation. The resolution also requested the Executive Board and 

the Dire с tor-Gene ral to study the feasibility of WHO
f

s establishing general 

principles and minimum requirements for drug evaluation and arranging for regular 
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exchange of information on the safety and efficacy of drugs, in particular of securing 

the prompt transmission to national health authorities of new information on adverse 

side-effects. 

The matter was very important and rather delicate, as it concerned the interests 

of different organizations and societies. At the same time, the dramatic events that 

had taken place in regard to thalidomide made it urgent for WHO to clarify its 

position and to take part in the solution of an important problem. To help in 

planning such activities, consultations had been held with different specialists in 

the field and a scientific group was being convened in the first quarter of 1963： 

its report would be submitted for discussion and comments to the Advisory Committee 

on Medical Research at its fifth session later in 1963-

The aim of resolution WHA15•斗1 was the establishment of an international system 

of information on the safety and efficacy of therapeutic substances, especially new 

ones, an aim which it would appear could only be achieved if corresponding national 

activities and arrangements existed and if a close liaison could be established 

between them and the Organization. 

Professor ZDANOV said that the very important question under discussion 

concerned the preservation of the health of tens of thousands of people. 

Resolution WHA15-^1 stressed the importance of the Organization's role in that 

connexion. In the light of recent events, it was vital that the Board should make 

appropriate recommendations. 

First, the appropriate study group or groups should meet regularly to 

establish international standards of drug evaluation. The toxicity and side-

effects of the drugs should be evaluated. To avoid any recurrence of the 
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thalidomide tragedy, it was vital that a recommendation should be made as to the 

clinical tests without which it was impossible to evaluate a pharmaceutical prepara-

tion. Information on the side-effects of drugs must also be collected and 

circulated as rapidly as possible to the Member States, so that it came to the 

attention both of departments of health and of those using the preparations. 

Information on the side-effects of pharmaceutical preparations, including anti-

biotics, might, for example, be published in a special bulletin or in the regular 

publications of WHO. The Board should take its decision on the matter before the 

end of its current session so that appropriate priority could be given to it by the 

Organization. 

Dr LAYTON expressed his support of Professor Zdanov
1

 s views. Although it 

would be valuable, the study of minimum basic requirements and standard methods for 

the clinical and pharmacological evaluation of pharmaceutical preparations would be 

a long-term matter. He would stress the urgency of the second part of the study-

requested of the Executive Board and the Director-General under paragraph 2 (b) and 

(c) of resolution WHA15.^1. During the past year it had been evident that, had the 

possibility existed of exchanging information and securing its prompt transmission, 

for example through a central agency such as WHO, many deformities of children might 

have been avoided. The Director-General was to be congratulated on the speedy and 

constructive action taken so far, for example, the convening of a scientific group to 

meet in the first quarter of 1963. Before that meeting could be held, however, 

another urgent and critical situation might arise. The Director-General might 

therefore care to comment on the establishment of some mechanism at the earliest 
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possible opportunity for the prompt exchange and dissemination of information to the 

Member States by WHO on deleterious side-effects of drugs and in particular, with the 

number of new drugs coming on the market, of new compounds. 

Professor GARCIA ORCOYEN welcomed the inclusion in the agenda of a matter of 

such great interest. There was no doubt that the introduction of standard methods of 

clinical evaluation would be valuable in eliminating adverse side-effects. That was, 

however, only one incidental aspect of the problem. Of much greater significance was 

the abuse of a large number of drugs by people who received daily encouragement to 

take them in large quantities, with side-effects that could not be assessed by-

existing control methods. The indiscriminate use of hormone preparations, 

tranquillizers and antibiotics, often taken for minor or temporary disorders, might 

prove in time to have resulted in incalculable and permanent harm to the health of 

expectant mothers and of their children. As well as improving international control 

standards, therefore^ WHO should speak out against such abuse of medicaments and 

above all against the daily encouragement by the large pharmaceutical industries of 

consumption which was for the most part unnecessary, 

Dr FARAH said that, although it would be for the proposed scientific group to 

establish an exact definition of the terms "safety" and "efficacy", it would be 

advisable for the Board to attempt to define the scope of the proposed study and the 

meanings of the terms as used in relation to medicaments. Was safety to be studied 

in relation to the person who received the medicaments, or in relation to the effects 

after one or two generations, or even after three or four generations? Did efficacy 

relate to the biological or physical effects, and would it be judged over a short or 
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a long period? The study group should have some idea of what was required of it. 

Studies of the secondary effects carried out over one or two generations would, of 

course, be valuable, but would not result in immediate information on the effects of 

pharmaceutical preparations. 

Dr SIGURDSSON welcomed the document (Щ51/22) submitted by the Director-General 

and the steps already taken in the matter. Noting that the scientific group to be 

convened in the first quarter of 1963 was to submit its report to the Advisory Committ^^ 

on Medical Research in June, he expressed his sincere regret that the report could not 

be presented at the World Health Assembly in May. 

Since the thalidomide case, fear had spread that other drugs might have dangerous 

ancl as yet unknown side-effects. That fear was demonstrated by the petition of the 

International Paediatric Association contained in Annex 2 to document EB)l/22. In 

the Scandinavian coimtries increased research work had been started on the evaluation 

of drugs• 

The Executive Board and the Director-General were requested, in paragraph 2 of 

resolution WHA15•斗1, to report to the Sixteenth World Health Assembly on the progress 

of the study to be made. It must be stressed that, while the establishment of 

minimum basic requirements and recommendations concerning standard methods for the 

evaluation of pharmaceutical preparations were long-term objectives, the securing of 

prompt transmission to national health authorities of new information on serious 

side-effects of pharmaceutical preparations could and must be carried out as soon 

as possible. 
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Dr VANNUGLI pointed out that on page 2 of document EB)l/22 it was suggested that the 

Board might wish to Invite the Director-General to report to the Sixteenth World Health 

Assembly on the outcome of the discussions in the scientific group and to recommend to 

the Assembly, in the light of the report to be submitted by the Director-General^ that it 

invite Member States to co-operate towards achievement of the objectives of resolution 

WHA15»斗1. Steps had already been taken to convene the scientific group. The second 

aspect of the question was, however, a matter of some urgency. The Board had been 

expressly invited by the Health Assembly in its resolution to study the feasibility of 

securing regular exchange of information and the prompt transmission of information to 

Member States. He would therefore ask the Director-General if he could say whether the 

present structure would allow the operation of a practical system for that purpose, or 

whether it would be necessary to introduce new machinery. In the light of the Director-

General
 r

 s explanation the Board could express the opinion requested in paragraph 2 of the 

resolution. 

George GODBER endorsed the views expressed by the previous speaker. While the 

study of procedures for evaluating the toxicity and efficacy of pharmaceutical prepara-

tions would take a considerable time，the improvement of arrangements for the exchange of 

infoiTTiation could be done quickly. The United Kingdom had been exchanging information 

about toxicity reactions : for example, when it had recently been alleged that another 

drug was having teratogenic effects, it had been possible to share information with Sweden 

and the information from the two countries，fragmentary as it was, had added up to 

sufficient justification for taking action. It was because comparatively few cases might 

be reported in the first instance that the sharing of information was so important. The 

Director-General might therefore inform the Board whether some way could not be found 

within the existing structure of the Organization of exchanging information more quickly 

than at present. 
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Professor AUJALEU said that although he approved the body of document EBJl/22， 

he was somewhat apprehensive in regard to the requests made in the communications 

annexed to that document. The Organization might perhaps be able to state that a 

certain drug was dangerous• To state that a drug was not dangerous, however, was a 

very grave responsibility which he would not wish VJHO to as sume ̂  entailing as it did 

the risk that a mistake might be made and doubt throvm as a result on all the 

Organization’s subsequent work- The scientific group should study what might be 

reasonably asked of the Organization in that regard. 

He hoped that VJHO would begin to disseminate information as quickly as possible• 

It should, however., be clearly stated that the information had been received from a 

certain laboratory, institute or national health authority and was being brought tc 

the attention of the recipient by the Organization. 

Dr OLGUIN fully agreed with the emphasis laid by previous participants in the 

discussion on the importance of the problem and on the role incumbent on WHO. There 

was no doubt that V/HO, with the scientific collaboration it could call upon, was in 

a position to perform a useful task. It was of course essential, as had been 

pointed out by Professor Aujaleu, that the extent of the Organization* s responsi-

bilities should be clearly determined. 

It v/as clear that new
r

 aspects of drug evaluation would come to the fore, and 

that the long-term programme would require careful organization. On the practical 

aspect of exchange of information, the Organization could do extremely useful work by 

bringing together whatever data were available， In that connexion, he drew attention 

to the difficulties encountered in achieving comparability of information supplied 

from national sources. 
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He emphasized the importance of WHO'S initiative in setting up the scientific 

groups that reported to the Advisory Committee on Medical Research. 

Dr WATT considered that the debate had brought forth many useful suggestions. 

He would welcome the Director-General
f

 s view on the practical aspect of the proposals 

and on the timing involved. It seemed to him that it would be desirable to set up 

a small working group that would be responsible for preparing the recommendations 

which the Executive Board was required to submit to the Health Assembly in accordance 

with resolution W H A 1 5 ^ 1 . 

The DIRECTOR-GENERAL was grateful to members of the Board for their comments, 

which would give him guidance for the further development of the programme. 

He was, however, somewhat concerned as to the trend further work in that field 

should follow. As had been explained, it was intended that the scientifib group 

convened in the first quarter of 1963 should study the whole question and should, on 

the basis of its recommendations in connexion with paragraph 2(a) of resolution 

WHA15.41, express its view as to the appropriate action to be taken under sub-

paragraphs (b) and (c) of that same paragraph. 

Commenting on the point made by Professor Aujaleu, that WHO should limit its 

responsibility to transmitting information, specifying the source but without 

incurring responsibility^ he expressed some concern as to whether the mere trans-

mission of information in that manner, without any evaluation on the part of WHO, 

might not place some nacional health administrations in a difficult position as to 

how to use such information. It should be borne in mind that the request under 

paragraph 2(c) for transmission of information amounted in fact to setting up an 
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intelligence service comparable to that in force with regard to international 

quarantine. That went far beyond requests for information on any particular drug 

on which WHO would obtain information on a bilateral basis. Should the Board decide 

that it was necessary for some action to be taken in respect of information before 

the Sixteenth World Health Assembly^ he could undertake to obtain information on 

specific points in that way. He was, however, far from convinced as to the 

practicability of setting up speedily an intelligence service on a world-wide basis• 

Dr HALBACH (Biology and Pharmacology) said that it had become apparent from the 

discussion that the Board wished WHO to become active in the item under consideration 

as soon as possible. The question was therefore in what way WHO could render the 

most effective assistance• 

Stress had been laid on the urgency of the task of transmitting information on 

possible serious side-effects of pharmaceutical preparations at the earliest possible 

date» Nevertheless, expert opinion was unanimous that it was impossible entirely 

to separate the practical aspects of information from the scientific studies required^ 

since WHO would have to accompany such information by an evaluation of its own, which 

would entail the assessment of the preparations concerned according to certain 

principles yet to be formulated. Accordingly, the three desiderata outlined in 

operative paragraph 2 of resolution WHA15.41 were closely interlocked and would have 

to be submitted together to the consideration oí the proposed scientific group which, 

it was hoped, would then outline a reasonable plan of action• 



- 5 3 - EB3l/Min/2 Rev."f
; 

The question of the definition of the terms "safety" and "efficacy" of drugs, 

to which attention had been drawn^ would come before the scientific group, and it 

was likely that other technical questions would， as they arose, be delegated to 

further expert groups for consideration. The Organisation's approach to the problem 

was indicative that it had a full appreciation of the difficulties involved; it 

should not be construed as showing any hesitation in the accomplishment of an 

extremely important task. 

In connexion with the point raised regarding the abusive utilization of drugs 

beyond the actual therapeutic need, he emphasized that that was a question- primarily 

of education of the physician and， where such drugs were self-administered, of the 

consumer. Incidentally, concern with the abuse of classical drugs of addiction 

formed part of WHO
f

 s traditional activities, within the international system of 

narcotics control, and he recalled that the Organization had raised the question of 

the abuse of tranquillizers, stimulants and other types of drug in the United Nations 

Narcotics Commission. The abuse of drugs in general could be studied in the develop-

ment of the programme on drug evaluation; there was already preliminary planning for 

a regional meeting on that problem. 

The debate had given an indication of the many additional problems involved in 

the clinical and pharmacological evaluation of drugs^ and the Organization would 

endeavour to study them in their logical order, 

v 

Professor ZDANOV said that every endeavour should be made to find the most 

appropriate solution to such a serious problem. He agreed that a cautious approach 

was necessary since it was essential not to place too heavy a burden on the 
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Organization as any shortcomings would reflect to its discredit. Professor 

Aujaleu was right in saying that it was well-nigh impossible to expect WHO to assume 

responsibility for saying that any drug was absolutely safe. 

He drew an analogy with the manner in which the existing intelligence services 

in WHO — those dealing with international quarantine and addiction-producing drugs 一 

had been developed from nothing into excellent, rapid and accurate services. He 

felt that WHO could achieve similar results with respect to the problem at present 

under discussion, but to do so it would be necessary to concentrate on actual 

possibilities. It seemed to him that WHO could successfully undertake investigations 

into the minimum requirements for drugs, to be carried out on a long-term basis and 

by means of working groups； it could also study methods of clinical research. 

Information on side-effects would also have to be studied, although that was 

particularly complicated in view of the difficulty of drawing a line between serious 

and negligible effects. Information would have to be compiled from such sources 

as national health services, research organizations and institutes, pharmacological 

and pharmaceutical commissions, etc. That should be possible in view of the wide 

contacts that WHO had, and it should be a relatively rapid procedure. Information 

would then have to be disseminated to national health administrations, and it would 

be the responsibility of those administrations to ensure that the information was put 

to the best use. 

The activities which he had just outlined could form a minimum basis of activity 

for the Organization in that sphere and it should be possible for them to become 

effective over a period of a few months. In ten years or so, the intelligence 

service might be as large as that relating to international quarantine, and would no 

doubt earn the gratitude of all Member States. 
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Mr SAITO， speaking on behalf of Dr Omura, asked which of the existing units in 

the Organization would be responsible for transmitting information, if it were 

decided that WHO should proceed with that activity, or whether a new unit would be 

set up for that purpose, with a specific officer who would have available all the 

most recent information. 

/ 

Professor GARCIA ORCOYEN made it clear that his intention in emphasizing the 

scope and extent of the problem had been to point out that, while WHO could not hope 

to compete with the research already being carried out throughout the world into the 

evaluation of drugs, it could play a most useful role regarding the dissemination of 

information. 

Referring to the petition received from the International Paediatric 

Association, reproduced in Annex 2 of document EB)l/22, and to its suggestion that 

WHO should advise on the withdrawal of dangerous drugs from the market, a task which 

the Executive Board could naturally never reccmmend the Organization to undertake, 

he stressed the fact that the problem consisted essentially in seeking to restrict 

the use of such drugs. The crux of the problem was the health education of the 

public, particularly in view of the constant publicity pressures on doctors and 

consumers generally. WHO should exercise the utmost caution before intervening 

directly in the matter in any way. 

At the request of the CHAIRMAN, Dr WATT outlined the terms of reference for the 

working group he had suggested. The working group should be requested to prepare a 

draft resolution or report, on the basis of the discussion which had taken place in 

the Executive Board, for submission to the Health Assembly. Some extremely important 

suggestions had been made and they would serve to focus the attention of the Health 

Assembly on the main points at issue. 
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Dr LAYTON fully appreciated the problems facing the Director-General and his 

V 

advisers. He subscribed to the remarks made by Professor Zdanov regarding the form 

that WHO
1

s activities in that sphere should take in the early stages. Such work 

might v/ell develop into an extremely important function. The Director-General had 

outlined an orderly approach and that was, of course, desirable• 

He made it clcar., in connexion with the prompt transmission of information on 

serious side-effects of drugs, that he had not intended to include any interpretation 

by WHO of the information^ but had envisaged the transmitting to national health 

administrations of factual information only, by the quickest and most economic means• 

This would provide some solution to the problem^ since at present information often 

had to be gleaned from a study of the press and medical journals• While such 

information would necessarily be fragmentary^ taken together it could well be 

significant and of value. He hoped， therefore^ that some means could be found for 

instituting such a system at an early date* 

Professor AUJALEU^ commenting on the procedure to be followed, thought it might 

create a certain confusion if the Health Assembly were to reneive separately both the 

views of the Board (based on a working party) and those of the scientific group that 

was to meet in the near future; it might be preferable for the Board's opinions to 

go to the scientific group, so that they could be presented together. In that ease, 

a standard resolution to the Health Assembly would suffice• 

Dr WATT was in agreement with that procedure* 
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The DIRECTOR-GENERAL, in reply to the question put on behalf of Dr Omura, said 

that, until some clearer picture emerged of the needs under the proposed transmission 

of information, the unit responsible would be that of Addiction-producing Drugs, 

helped by the Pharmaceuticals unit-

He was grateful to Professor 芝 d a n o v for his comment. He had in no way 

intended to give the impression that he was not eager for the Organization to enter 

into those activities； he was merely expressing the need for caution in not entering 

into them too quickly. He understood the needs but had wished to point out the 

difficulties. 

The suggestion for transmission of information made by Dr Layton presented no 

material difficulties for the Organization. His sole concern was that some national 

health services would be at a loss how best to make use of it. In that connexion, 

he stressed the value of full co-operation between all national administrations. 

WHO would have to make a start towards solving the problem under consideration as 

soon as possible, and would have to build up its activities gradually. 

He agreed that the task for the working group proposed by Dr Watt would be the 

preparation of a draft resolution. An alternative method would be to request the 

Rapporteurs to draft a resolution, which could then be circulated to the Board* 

Dr WATT, supported by Professor ZDANOV, was of the opinion that the Rapporteurs 

should be requested to prepare a draft resolution on the subject. 

The CHAIRMAN said that a draft resolution would be prepared by the Rapporteurs 

and circulated to the Board at the following meeting for its consideration. 

The meeting rose at 5.35 Р*ш» 
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1 . REPORT OP THE STUDY GROUP ON INTERNATIONALLY ACCEPTABLE МВШПМ STANDARDS OP 
MEDICAL EDUCATION: Item 2

e
6 of the Agenda (Document EB^l/9) (continued) 

Professor GAY PRIETO， alternate to Professor Orcoyen^ referring to the Study 

Group‘s report (Technical Report Series N o . 239) said that it was difficult to 

discuss in the short time available a series of somewhat imprecise recommendations 

directed to countries at varying stages of development « Some minimum standards 

might be appropriate for certain countries but not for others, and he wondered 

whether any attempt to lay down general standards could meet with success о 

Conditions clearly could change and the standards prescribed might then no longer 

be suitable. 

He recognized that in emergency circumstances an accelerated training 

programme might become necessary and could perhaps be achieved in a three-year 

period by having long terms and short vacations; but it was illusory and 

unrealistic to introduce European teaching standards and adapt them for African 

countries at pre sent 厂 " t h o u g h it might become feasible in the future « It would 

be interesting to learn whether the experiment carried out in the Soviet Union cf 

having various types of doctors was being continued and considered still satlsfacto： 

Turning to section 3.J.2 in the report concerning the content of the medical 

curriculum^ he expressed regret that a WHO meeting should still discuss preventive 

medicine in out-dated terms. Clearly in modern times it ought to be part of any 

normal medical course. Nor had the Study Group indicated what pre-clinical basic 

qualifications should be required. Obviously far more attention must be paid 

to elementary biostatistics. 
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There was a great gap in the report in that no mention was made，among 

the fields of specialization discussed, of skin diseases and venereal diseases^ 

the incidence of which was so high in proportion to other diseases in developing 

countries. The International League of Dermatological Societies was. making a 

sustained effort to induce public health authorities to incorporate dermatological 

and venereal disease studies into courses of preventive medicine. 

Professor AUJALEU paid a tribute to the Study Group's work and its many 

interesting observations. However, he had some comments to make on its report• 

First., it seemed inappropriate in discussing the context of minimum standards 

of medical education to contemplate limiting admission to medical studies. 

Such a proposition would certainly shock opinion in countries where a liberal 

policy on university admission prevailed. 

Although it might be argued^ as had been done in the report, that a person 

with an adequate background of general culture could be turned into a doctor 

in four years, he had been perturbed at the extent of the syllabus that it 

was proposed to cover in months. There seemed to be some contradiction between 

the desire to keep the courses fairly short and the anxiety to have a comprehensive 

curriculum. 

A consideration that was pertinent to the situation in many countries was 

that the same courses were not suitable both for medical practitioners on the one 

hand and for specialists or research workers on the other: the two groups needed 

different types of training and that fact must be squarely faced• 

In conclusion he pointed out that the Study Group
f

 s task had been 

complicated by the fact that it had been asked to draw up minimum standards without 

directives as to where they should apply. Surely it would have been preferable 



EB3VMin/2 

page 6 

to indicate for what economic and social stage of development they were intended, 

and to recognize that the requirements in the particular group of countries 

in question would probably be different at a further stage in their development. 

Professor &)ANOV said in reply to Professor Prieto
1

 s question that， 

although many changes had been made in Soviet medical training, essentially 

the programme had remained the same. His own father had been a doctor 

and his daughter was intending to take a medical training and he could 

say that all three generations would have more or less the same medical 

education, corresponding to present levels of knowledge. 

The Study Group, in its extensive examination of the problem, had 

discovered that although curricula and standards differed from country 

to country, there were many points of similarity. As an example he drew 

attention to the information given In Annex 5 (page 47 of the report) 

from which it would be seen that in the University of Colombia, hours 

were devoted to pathology and 20) hours to microbiology. The comparable 

figures for faculties of general medicine in the medical institutes of 

the USSR were and 207 respectively. It was striking that in such 

different faculties almost the same amount of time was being allotted to 

those two subjects and the figures indicated that despite national 

variations and differences of emphasis， doctors W3re being trained in 

every country in more or less the same manner. 



The report brought out that needs and educational standards were very similar 

throughout the world and the information it contained would be most useful not only 

for medical services but also for WHO itself. It could be deduced from the Study-

Group
 1

 s conclusions that a Soviet doctor could practise in Costa Rica or Rhodesia 

and that one from Rhodesia or Samoa could work in the Soviet Union or the United 

States of America. 

Dr OLGUIN said that both the philosophy and methodology of medical training 

present complex problems and had. to be viewed in the light of local needs and re-

sources. The Study Group had clearly sought to arrive at some universally 

applicable conclusions and had made plain in its report that its purpose was not 

to formulate a hierarchical set of standards. The report contained useful advice 

on general desiderata. 

Some of the Study Group
1

 s recommendations deserved emphasis because they 

were fundamental in character • The aim of medical training should be the 

acquisition of sound professional qualifications, and a general medical education 

ueeded to be supplemented by further post-graduate specialization. 

It was particularly important to select candidates in the light of needs and 

training possibilities so that the best possible use were made of the facilities 

available • Experience had demonstrated the kind of wastage of resources that could 

occur when the number of students admitted was excessive. 

He also agreed with the Study Group that the study of preventive medicine 

should form an integral part of the training for the duration of the whole course• 
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It was^ in his opinion^ indispensable to ensure that there were adequate 

facilities for residential training in hospitals so that students could obtain enough 

clinical practice, and he therefore stressed the need for close co-operation between 

medical schools and hospitals• 

Such were the general considerations which， subject to local variations, were 

valid for every country. 

Dr HAQUE, alternate to Dr Afridi, expressed appreciation for the Study Group
!

s 

report, which contained guide-lines that would be particularly useful for developing 

countries• 

He was anxious to draw attention to the pressing problem of textbooks• They 

were very numerous and expensive and often beyond the reach of medical students ̂  He 

wondered whether WHO could consider the possibility of publishing standard textbooks• 

That would help those responsible for organizing medical faculties to see how the 

recommended syllabuses could be covered and would also help to standardize teaching 

in various medical schools• Indeed, he would go further and suggest that WHO should 

supply such standard textbooks to developing countries at subsidized rates^ if not 

gratis, because costly textbooks usually had to be imported and paid for in foreign 

currency, which developing countries could ill afford• 

He also wished to draw attention to the need for guidance on residential 

training in general hospitals^ since the number of students was too great for them 

all to be accommodated in teaching hospitals attached to medical schools. 

Dr WATT commended the Study Group on the useful work it had accomplished and 

the courage with which it had tackled the problems put to it. Educators were 

jealous of their freedom and were likely to view proposals on minimum standards 
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with concern lest they be misinterpreted: the Study Group had been wise to make 

clear that its purpose was not to impose a straitjacket on medical education or 

enforce conformity. 

He had been disturbed by the fact that more attention had not been given to the 

important problem of continuing medical education so that qualified doctors could keep 

abreast of latest developments. He had serious reservations about the suggestion for 

an international qualifying examination because he knew of no existing examinations 

that were adapted to ensure that the process of continuing medical education was 

maintained• 

He also sounded a warning lest too much attention were focused on complete 

medical education in certain developing countries at the expense of training medical 

assistants who, with the help of appropriate equipment and facilities^ could in 

certain conditions do more to save lives than a qualified doctor could have done 

fifty years ago in an advanced country, 

Dr ANDPLEAMASY said that the Study Group had done very useful work. He agreed 

with its listing of the purposes of any internationally acceptable minimum standards 

in the introduction to its report (pages 5 and 6), but would place them in a different 

order of importance, namely: (c), (a), (e). 

Coming from a country in process of development, he urged that in the name of 

rapid progress and meeting urgent needs an attempt should not be made to create two 

categories of physicians on the international plane• At a recent meeting in Dakar, 

medical men from a number of countries had been unanimous in emphasizing that university 

standards should not be lowered and that they should more or less correspond (where 

necessary, adapted to local needs) to what was internationally accepted. 
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Dr VANNUGLI, alternate to Professor Canaperia^ said that he was glad that the 

Executive Board， after having discussed somewhat rapidly a number of expert 

committee reports, should have devoted more time to the item under discussion, 

since the question of minimum standards of medical education was a particularly 

important one for WHO, given the Organization
f

 s special responsibilities• It had 

been reassuring to discover from a reading of the report that the theory and 

practice of medical education was evolving in the light of circumstances and the 

development of scientific knowledge• 

He had been struck by the statement made in section of the report 

(page 36) to the effect that the formulation and implementation of academic policy 

should be predominantly in the hands of the senior teachers of a school； that 

extensive external bureaucratic control was a stultifying influence, but that since 

medical education was preparation for a profession subject to regulation by national 

standards, and which in many countries drew most of its funds from the state, its 

activities must to some extent be subject to governmental influence which however 

should be kept to the minimum. He understood what was causing the Study Group 

concern; but surely it was more a question of collaboration (since public health 

authorities were largely composed of doctors) rather than of external control. 

The latter would certainly be regrettable. 

The Study Group had discussed the utility of minimum standards, which were 

always difficult to formulate, and he attached far more importance to the method 

of teaching and its spirit than to the question of the number of hours allocated 
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for a certain subject. He had been glad to see that view upheld by the Study Group 

in connexion with preventive medicine^ the principles of which should permeate any 

general medical education. In fact the report put forward a general conception of 

V 

medical education. As Professor Zdanov had pointed out^ historically different 

systems had led to very similar results. 

However a new problem had now arisen， 

be given for new medical faculties. The 

could be suitably adapted to the needs of 

understood of course that the aim was not 

but to achieve a similar level throughout 

namely, what general guiding lines could 

report could provide useful material that 

individual countries.^ it being clearly 

to fix different standards of education 

the world. 

Dr SCHANDORF said that the Study Group had prepared, a unique comparative study ； 

which would be particularly useful to countries where no medical schools as yet 

existed and which had to draw upon the experience of others. 

He had for some years been closely connected with the selection of students 

and had sometimes wondered whether in his country, where no medical schools yet 

existed, the standards for those being sent to study abroad had not been set too 

high, and that once Ghana had its own medical school not enough candidates would 

come forward with the requisite qualifications for admission. 

Dr SYMAN commended the Study Group on the useful work it had accomplished in 

a short time. As its report had only recently been circulated and he had not had 

time to examine it in detail^ ho would confine himself to commenting on the points 

raised during the discussion. The report
1

 s main value surely lay in its analysis 
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of the problem and he was uncertain whether the previous speaker was right in thinking 

that it would help in the establishment of new medical schools• 

The Study Group seemed to have confused two separate things : (a) the amount 

4/ 

of teaching given on certain subjects which^ as Professor Zdanov had pointed out, 

was quantitatively very similar from country to country; and (b) the question of 

"standards"^ which was surely more a matter of method and facilities. The two 

ought to be kept distinct. For example^ one consideration to be kept in mind was 

whether adequate clinical facilities existed to match theoretical by practical 

training. 

He wished to sound a note of warning against any effort to speed up medical 

training or establish different standards> even in newly independent countries 

that were in such great need of more doctors. Sound foundations for proper medical 

training should be laid at once. He believed there would be an opportunity to 

discuss that problem later in connexion with help to such countries. 

As far as WHO'S task was concerned- the most important one should be to act in 

an advisory capacity and to try and evaluate existing medical schools at the 

international level - which was not easy because different systems could give 

equally good results. Another matter that called for study were the rules governing 

the admittance of doctors from other countries. In Israel a liberal policy was 

followed and doctors were admitted if they had attended an accredited school, a list 

of which had been drawn up by the Government. It would be useful if WHO could 

prepare a similar list. 
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Dr SERPA FLOREZ welcomed the Study Group
!

s recognition of the fact that medicine 

had become a social science. That principle should be the cornerstone of any system 

of medical education
5
 particularly in countries where the population was expanding 

rapidly. 

The CHAIRMAN, speaking in his personal capacity^ said that the very valuable 

debate had reminded him of similar discussions in the past. He had been surprised 

at the Study Group being able to produce a single report
5
 because a gathering of 

medical professors usually produced as many opinions as there were persons present; 

nevertheless the ultimate result was generally some kind of agreement on first 

principles. 

Dr GRUNDY^ Assistant Director-General, thanked the Executive Board for its 

valuable observations, which would be taken into account in planning future work on 

minimum standards of medical education. Members of the Board would be aware that 

WHO was not responsible for the consolidated opinion expressed in the report by 

members of the Study Group. It was also important to keep in mind that the report 

represented a step in a continuing activity, and that it was proposed to follow up 

the broad study by more specialized ones during the years 196^5 and 1964. 

The Study Group had clearly brought out in its report that it had been 

concerned with basic minimiom standards. It had been suggested that those standards 

had been pitched too high- or that if adopted they would be pitched even higher. 

The anser to Dr Layton
?

 s question as to whether they were realistic in relation to 

the circumstances of developing countries was in the affirmative. The Study Group 

had had to take due account of the fact that graduates from developing countries 
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wishing to take post-graduate courses, to obtain specialized trainings or to prepare 

themselves for research work
5
 would have to do so outside their own countries. 

They would have to look to the more advanced countries for such opportunities for 

many years to come. Thus the basic minimum standards had to be such that they 

would be acceptable to the latter group of countries when admitting students from 

developing countries for post-graduate studies and specialization. 

With a greater degree, of generalization there was, of course, more risk of 

losing precision and even of introducing ambiguity in some cases. The Study Group 

had been faced, as several speakers had pointed out, with a very wide range of 

differing conditions in different countries. It was^ in fact, surprising that its 

members had managed to extract general recommendations that held good in most cases, 

notwithstanding the fact that they might not always be applicable in their entirety. 

For example, Dr Layton.had raised a valid point in regard to the entrance examination 

in countries where there were several medical schools• Unless amplified^ the 

Study Group
f

 s generalization, that there would have to be a common entrance 

examination if application was not to become an intolerable burden on the applicant, 

might be misleading: there were frequently basic requirements for matriculation, 

faculty requirements,, and (where the number of candidates exceeded the number of 

places) the additional criteria on which selection of entrants was made. It would 

be extremely tedious to introduce the qualifications that would make the general 

statement fully applicable in all circumstances. 

Another example of the difficulties arising from generalization related to 

the question of internship. The Study Group had apparently felt a year's internship 

to be desirable for students intending to make clinical practice their career, but 
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that it was less necessary for students entering a career in non-clinical medical 

science. Those intending to become teachers in pre-clinical subjects, for instance, 

might perhaps in some countries use that year to better advantage. 

As regards the preparation of medical undergraduates for general medical 

practice, or family practice, the point raised by Dr Layton concerning the need for 

the entire range of diseases and skills to be covered was a matter for academic 

argument. The Board could^ however^ be assured that the Organization was devoting 

increasing attention to the subject of general practice> family practice, or 

generally to medical care outside hospitals. Within the broad and continuing study, 

it was well recognized that many aspects required further consideration, particularly 

in regard to the work of the general practitioner
5
 whose study now had an assured 

place in the programme of the Organization. One aspect of the organization of 

general practice had been studied by an expert committee^ which had met at the end 

of 1962 to discuss the training of the physician for family practice. 

Professor GAY PRIETO, alternate to Professor Garcia Orcoyen^ again stressed 

the importance in the curricula of medical schools of dermatology and venereal 

diseases- subjects that were of fundamental importance for the development of certain 

public health programmes• Their omission from the recommendations of the Study 

Group could be interpreted to mean that WHO was advocating their elimination from 

the curriculum. 

Dr GRUNDY said that although the subjects could not be introduced into the 

printed report of the Study Group
 5
 the Executive Board could rest assured that they 

would be brought to the attention of future expert committees. 
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Professor GAY PRIETO expressed his satisfaction with that statement. 

The CHAIRMAN invited the Rapporteur to introduce a draft resolution on the item, 

Dr FARAH
s
 Rapporteur, read out the following draft resolution: 

The Executive Board 

1• NOTES the report of the Study Group on Internationally Acceptable 
Minimum Standards of Medical Education; 

2. REQUESTS the Director-General to take into consideration the contribution 
of this report to his study of the problem in pursuance of resolution WHA9. 
of the Ninth World Health Assembly; and 

3. THANKS the members of the Study Group for their work. 

Decision: The draft resolution was adopted (see resolution EB31•H5). 

2. CLINICAL AND PHARMACOLOGICAL EVALUATION OF DRUGS: Item 2.7 of the Agenda 
(Resolution WHA15.41; Document Щ51/22) 

At the invitation of the CHAIRMAN, Dr В ARO Y AN > Assistant Di re с tor-Gene ral, 

introduced the item. The questions connected with the clinical and pharmacological 

evaluation of different drugs from the point of view of their safety and efficacy 

were not new for WHO. The Fifteenth World Health Assembly had adopted a resolution 

(ША15•斗1) requesting the Director-General to pursue the study of the scientific 

aspects of drug evaluation. The resolution also requested the Executive Board and 

the Director-General to study the feasibility of WHO
T

 s establishing general 

principles and minimum requirements for drug evaluation and arranging for regular 
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exchange of information on the safety and efficacy of drugs> in particular of se curing 

the prompt transmission to national health authorities of nëw information on adverse 

side-effects. 

The matter was very important and rather delicate, as it concerned the interests 

of different organizations and societies. At
:

 the same time/ the dramatic events that 

had taken place in regard to thalidomide made' it urgent for WHO to clarify its 

position and to take part in the solution of an important problem. To help in 

planning such activities, consultations had. been held with different specialists iri 

the field and a scientific group was being convened in the first quarter of 1963： 

±tü report would be submitted for discussion and comments to the Advisory Committee 

on Medical Research at its fifth session later in 196^. 
.；..' . . . . • •• . • •• .. . . ’, 

The aim of resolution WHA15•斗1 was the establishment of an international system 

of information on the safety and efficacy of therapeutic substances, especially new 

ones, an aim which it would appear could only be achieved if corresponding national 

activities and arrangements existed and if a close liaison could be established 

between them and the Organization. 

Professor ZDANOV said that the very important question under discussion 

concerned the preservation of the health of tens of thousands of people • 

Resolution WHA15•斗1 stressed the importance of the Organization's role in that 

connexion. In the light of recent events, it was vital that the Board should make 

appropriate recommendations. . 

Firsts the appropriate study group or groups should- meet regularly to 

establish international standards of drug evaluation. The toxicity and side-

effects of the drugs should be evaluated. To avoid any recurrence of the 
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thalidomide tragedy, it was vital that a recommendation should be made as to the 

clinical tests without which it was impossible to evaluate a pharmaceutical prepara-

tion • Information on the side-effects of drugs must also be collected, and 

circulated as rapidly as possible to the Member States, so that it came to the 

attention both of departments of health and of those using the preparations. 

Information on the side-effects of pharmaceutical preparations, including anti-

biotics, might, for example, be published in a special bulletin or in the regular 

publications of WHO. The Board should take its decision on the matter before the 

end of its current session so that appropriate priority could be given to it by the 

Organization. 

Dr LAYTON expressed his support of Professor Zdanov's views. Although it 

would be valuable, the study of minimum basic requirements and standard methods for 

the clinical and pharmacological evaluation of pharmacautioal preparations would be 

a long-term matter. He would stress the urgency of the second part of the study 

requested of the Executive Board and the Director-General under paragraph 2 (b) and 

(c) of resolution WHA15•斗 During the past year it had been evident that， had the 

possibility existed of exchanging information and securing its prompt transmission, 

for example through a central agency such as Ш0, many deformities of children might 

have been avoided. The Di re с tor- Gene ral was to be congratulated on the speedy and 

constructive action taken so far, for example, the convening of a scientific group to 

meet in the first quarter of 196). Before that meeting could be held, however, 

another urgent and critical situation might arise. The Director-General might 

therefore care to comment on the establishment of some mechanism at the earliest 
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possible opportunity for the prompt exchange and dissemination of information to the 

Member States by WHO on deleterious side-effects of drugs and in particular) with the 

number of new drugs coming on the market， of new compounds. 

> " (； _•• “ . • • -： . •‘ ： • • • .• •• . 

Professor GARCIA ORCOYEN welcomed the inclusion in the agenda of a matter of 

such great interest
c
 There was no doubt that the introduction of standard methods of 

clinical evaluation would be valuable in eliminating adverse side-effects. That was, 

h o w e v e r o n l y one incidental aspect of the problem. Of much greater significance was 

the abuse of a large number of drugs by people who received daily encouragement to 

take them in large quantities^ with side-effects that could not be assessed by 

existing control methods. The indiscriminate use of hormone preparations, 

tranquiHir.ers and antibiotics, often taken for minor or temporary disorders^ might 

prove in time to have resulted in incalculable and permanent harm to the health of 

expectant mothers and of their children. As well as improving international control 

standards， therefore^ WHO should speak out against such abuse of medicaments and 

above all against the daily encouragement by the large pharmaceutical industries to 

consumption which was for the most part unnecessary. 

Dr FAHAH said that^ although it would be for the proposed scientific group to 

establish an exact definition of the tennis "safety" and "efficacy"^ it would be 

advisable for the Board to attempt to,define the scope of the proposed study and the 

meanings of the terms as used in relation to medicaments. Was safety to be studied 

in relation to the person who received the medicaments^ or in relation to the effects 

after one or two generations, or even after three or four generations? Did efficacy 

relate to the biological о…physical effects^ and would it be judged over a short or 
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a long period? The study group should have some idea of what was required of it. 

Studies of the secondary effects carried out over one or two generations would, of 

course, be valuable, but would not result in immediate information on the effects of 

pharmaceutical preparations• 

Dr SIGtEDSSON welcomed the document (EB)l/22) submitted by the Director-General 

and the steps already taken in the matter• Noting that the scientific group to be 

convened in the first quarter of 196^ was to submit its report to the Advisory 

Committee on Medical Research in June, he expressed his sincere regret that the 

report could not be presented at the World Health Assembly in May. 

Since the thalidomide case, fear had spread that other drugs might have 

dangerous and as yet unknown side-effects. That fear was demonstrated by the 

petition of the International Paediatric Association contained in Annex 2 to 

document EB31/22 • In the Scandinavian countries increased research work had been 

started on the evaluation of drugs. 

The Executive Board and the Director-General were requested, in paragraph 2 of 

resolution WHA15.4l^ to report to the Sixteenth World Health Assembly on the progress 

of the study to be made. It must be stressed that, while the establishment of 

minimum basic requirements and re с omœendat i ons concerning standard methods for the 

evaluation of phariaaac eut Se áL preparations were long-term objectives, the securing of 

prompt transmission to national health authorities of new information on serious 

side-effects of pharmaceutical preparations could, and must be, carried out as soon 

as possible. 
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Dr VANNUGLI pointed out that on page 2 of document EB^l/22 it was suggested that the 

Board might wish to invite the Director-General to report to the Sixteenth World Health 

Assembly on the outcome of the discussions in the scientific group and to recommend to 

the Assembly, in the light of the report to be submitted b y the Director-General^ that it 

invite Member States to co-operate towards achievement of the objectives of resolution 

WHA15.41. Steps had already been taken to convene the scientific group. The second 

aspect of the question was， however, a matter of some urgency. The Board had been 

expressly invited by the Health Assembly in its resolution to study the feasibility of 

securing regular exchange of information and the prompt transmission of information to 

Member States. He would therefore ask the Director-General if he could say whether the 

present structure would allow the operation of a practical system for that purpose, or 

whether it would be necessary to introduce new machinery. In the light of the Director-

General
 r

 s explanation the Board could express the opinion requested in paragraph 2 of the 

resolution. 

Sí r George GODBER endorsed the views expressed by the previous speaker
u
 While the 

study of procedures for evaluating the toxicity and efficacy of pharmaceutical prepara-

tions would take a considerable time, the improvement of arrangements for the exchange of 

information could be done quickly. The United Kingdom had been exchanging information 

about toxicity reactions : for example^ when it had recently been alleged that another 

drug was having teratogenic effects^ it had been possible to share information with Sweden 

and the information from the two countries，fragmentary as it was, had added up to 

sufficient justification for taking action. It was because comparatively few cases might 

be reported in the first instance that the sharing of information was so important. The 

Direсtor-General might therefore inform the Board whether some way could not be found 

within the existing structure of the Organization of exchanging information more quickly 

than at present• 
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Professor AUJALEU said that although he approved the body of document EB31/22, 

he was somewhat apprehensive in regard to the requests made in the communications 

annexed to that document. The Organization might perhaps be able to state that a 

certain drug was dangerous• To state that a drug was not dangerous, however, was a 

參 

very grave responsibility which he would not wish WHO to as sume ̂  entailing as it did 

the risk that a mistake might be made and doubt thrown as a result on all the 

Organization's subsequent work. The scientific group should study what might be 

reasonably asked of the Organization in that regard. 

He hoped that WHO would begin to disseminate information as quickly as possible• 

It should^ however, be clearly stated that the information had been received from a 

certain laboratory^ institute or national health authority and was being brought to 

the attention of the recipient by the Organization. 

Dr OLGUIN fully agreed with the emphasis laid by previous participants in the 

discussion on the importance of the problem and on the role incumbent on WHO. There 

v/as "no doubt that V-/HÔ  with the scientific collaboration it could call upon, was in 

a position to perform a useful task. It was of course essential, as had been 

‘pointed out by Professor Aujaleu, that the extent of the Organization* s responsi-

bilities should be clearly determined. 

It was clear that new aspects of drug evaluation would come to the fcre^ and 

that the long-term programme would require careful organization. On the practical 

aspect of exchange of information, the Organization could do extremely useful work by 

bringing together whatever data were available。 In that connexion, he drew attention 

to the' difficulties encountered in achieving comparability of information supplied 

from national sources. 
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He emphasized the importance of WHO'S initiative in setting up the scientific 

groups that reported to the Advisory Committee on Medical Research. 

Dr WATT considered that the debate had brought forth many useful suggestions。 

He would welcome the Director-General
1

 s view on the practical aspect of the proposals 

and on the timing involved. It seemed to him that it would be desirable to set up 

a small working group that would be responsible for preparing the recommendations 

which the Executive Board was required to submit to the Health Assembly in accordance 

with resolution ШМ5Л1. 

The DIRECTOR-GENERAL was grateful to members of the Board for their comments, 

which viould give him guidance for the further development of the programme. 

lie wac^ however, somewhat concerned as to the trend further work in that field 

should follow. As had been explained, it was intended that the scientififc group 

convened in the first quarter of 1963 should study the whole question and should., cn 

the basis of its recommendations in connexion with paragraph 2(a) of resolution 

№IA15
e
4l, express its view as to the appropriate action to be taken under sub-

paragraphs (b) and (c) of that same paragraph. 

Commenting on the point made by Professor Aujaleu, that WHO should limit its 

responsibility to transmitting information, specifying the source but without 

incurring responsibility^ he expressed some concern as to whether the mere trans-

rr.isoion of information in that manner，without any evaluation on the part of WHO, 

might not place some national health administrations in a difficult position as to 

how to use such information. It should be borne in mind that the request under 

paragraph 2(c) for transmission of information amounted in fact to setting up an 
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intelligence service comparable to that in force with regard to international 

quarantine• That went far beyond requests for information on any particular drug 

on which WHO would obtain information on a bilateral basis. Should the Board decide 

that it was necessary for some action to be taken in respect of information before 

the Sixteenth World Health Assembly, he could Undertake to obtain information on 

specific points in that way. He was^ however, far from convinced as to the 

practicability of setting up speedily an intelligence service on a world-wide basis• 

D r HALBACH (Biology and Pharmacology) said that it had become apparent from the 

discussion that the Board wished WHO to become active in the item under consideration 

as soon as possible. The question was therefore in what way WHO could render the 

most effective assistance. 

Stress had been laid on the urgency of the task of transmitting information on 

possible serious side-effects of pharmaceutical preparations at the earliest possible 

date » Nevertheless, expért opinion was unanimous that it was impossible entirely 

to separate the práctical aspects of information from the scientific studies required, 

since WHO would have to accompany such information by an evaluation of its own, which 

would entail the assessment of the preparations concerned according to certain 

principles yet to be formulated. •'. Accordingly, the three desiderata outlined in 

operative paragraph 2 of resolution WHA15•斗1 were closely interlocked and would have 

to be submitted together to the consideration of the proposed scientific group which, 

it was hoped, would theñ outline a reasonable plan of action. 
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The question of the definition of the terms "safety"' ‘and "efficacy" of drugs,, 

. . ,； у ' � . . “ ‘ ；- H •• V - -

to which attention had been drawn, would come before the scientific group, and it 

was likely that other technical questions would, as they arose, be delegated to 

further expert groups for consideration. The Organization
r

s approach to the problem 

was indicative that it had a full appreciation of the difficulties involved; it 

should not be construed as showing any hesitation in the accomplishment of an 

extremely important task. 

In connexion with the point raised regarding the abusive utilization of drugs 

beyond the actual therapeutic. need, he emphasized that that was a question primarily 

of education of the physician and., where such' drugs were self-administered, of the 

consumer. Incidentally, c o n e e m with the abuse of classical drugs of addiction 
：--•. • • 

formed part of 扒HO s traditional activities^ within the international system of 

narcotics control,, and he recalled that the Organisation had raised the question of 

the abuse of tranquillizers, stimulants and other types of drug in the United Nations 

Narcotics Copnissipn. The abuse of drugs in general could be studied in the develop-

ment of the programme, on drug evaluation; there wás álready preliminary planning for 

a regional meeting on that problem. 

The debate had given an. indication of the many additional problems involved in 

the clinical and pharmacological evaluation of drugs^ and the Organization would 

endeavour to study them in their logical order. 

Professor ZDANOV said that every endeavour should be made to find the most 

appropriate solution to such a serious problem* He agreed that a cautious approach 

was necessary since it was essential not to place too heavy a burden on the 
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Organization as any shortcomings would reflect to its discredit• Professor 

Aujaleu was right in saying that it was well-nigh impossible to expect WHO to assume 

responsibility for saying that any drug was absolutely safe. 

He drew an analogy with the manner in which the existing intelligence services 

in WHO - those dealing with international quarantine.and addiction-producing drugs -

had been developed from nothing into excellent, rapid and accurate services• He 

felt that WHO could achieve similar results with respect to the problem at present 

under discussion^ but to do so it would be necessary to ,concentrate on actual 

. . - . . ' • ； ' ： • • ： • i--". ... 'Z . •• - Г - .... . 二 '
 Л

 • . . . . - . . . . 

possibilities. It seemed to him that WHO could successfully -undertake investigations 

into the minimum requirements for drugs^ to be carried out on a long-term basis and 

by means of working groups; it could also study methods of clinioal research. 

Information on side—effects would also have to be studied, although^ that was ... v 

particularly difficult in view of defining border-line types of effect. Information 

would have to be compiled from such sources as national health services^ research 

organizations and institutes^ pharmacological and pharmaceutical commissions, etc* 

That should be possible in view of the wide contacts that WHO had, and it should be 

a relatively rapid procedure. Information would №ед have to be,disseminated to 

national health administrations, and it would be the responsibility of those adminis-

trations to ensure that the information was put to the best use. 

The activities which he had just outlined could form a minimum basis of activity 

for the Organization in that sphere and it should be possible for them to become 

effective over a period of a few months* In ten years or so, the intelligence 

service might be as large as that relating to international quarantine夕 and would no 

doubt earn the gratitude of all Member States. 
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Mr SAITO, speaking on behalf of Dr Omura, asked which of the existing units in 

the Organization would be responsible for transmitting information, if it were 

decided that WHO should proceed with that activity, or whether a new unit would be 

set up for that purpose, with a specific officer who would have available all the 

most recent information. 

Professor GARCIA ORCOYEN made it clear that his intention in emphasizing the 

scope and extent of the problem had been to point out that, while WHO could not hope 

to compete with the research already being carried out throughout the world into the 

evaluation of drugs, it could play a most useful role regarding the dissemination of 

information. 

Referring to the petition received from the International Paediatric 

Association, reproduced in Annex 2 of document EB^l/22 and to its suggestion that 

WHO should advise on the withdrawal of dangerous drugs from the markets a task which 

the Executive Board could naturally never recommend the Organization to undertake^ 

he stressed the fact that the problem consisted essentially in seeking to restrict 

the use of such drugs. The crux of the problem was the health education of the 

public, particularly in view of the constant publicity pressures on doctors and 

consumers generally. WHO should exercise the utmost caution before intervening 

directly in the matter in any way. 

At the request of the CHAIRMAN, Dr WATT outlined the terms of reference for the 

working group he had suggested• The working group should be requested to prepare a 

draft resolution or report, on the basis of the discussion which had taken place in 

the Executive Boards for submission to the Health Assembly. Some extremely important 

suggestions had been made and they would serve to focus the attention of the Health 

Assembly on the main points at issue. 
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Dr LAYTON fully appreciated the problems facing the Director-General and his 

V 

advisers• He subscribed to the remarks made by Professor Zdanov regarding the form 

that WHO
!

s activities in that sphere should take in the early stages• Such work 

might, well develop into an extremely important function. The Director-General had 

outlined an orderly approach and that was, of course, desirable. 

He made it clear, in connexion with the prompt transmission of information on 

serious side-effects of drugs, that he had not intended to include any interpretation 

by WHO of the information, but had envisaged the transmitting to national health 

administrations of factual information only, by the quickest and most economic means• 

This would provide some solution to the problem^ since at present information often 

had to be gleaned from a study of the press and medical journals. While such 

information would necessarily be fragmentary^ taken together it could well be 

significant and of value• He hoped, therefore, that some means could be found for 

instituting such a system at an early date. 

Professor AUJALEU, commenting on the procedure to be followed, thought it might 

create a certain confusion if the Health Assembly were to receive separately both the 

views of the Board (based on a working party) and those of the scientific group that 

was to meet in the near future; it might be preferable for the Board
f

 s opinions to 

go to the scientific group, so that they could be presented together. In that Gase, 

a standard resolution to the Health Assembly would suffice. 

Dr WATT was in agreement with that procedure• 
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The DIRECTOR-GENERAL^ in reply to the question put on behalf of D r Omura, said 

that., until some clearer picture emerged of the needs under the proposed transmission 

of information, the unit responsible would be that of Addiction-producing Drugs^ 

helped by the Pharmaceuticals unit. 

He was grateful to Professor Zdanov for his comment. He had in no way 

intended to give- the impression that he was not eager for the Organization to enter 

into those activities; he was merely expressing the need for caution in not entering 

into them too quickly* He understood the needs but had wished to point out the 

difficulties. 

The suggestion for transmission of information made by Dr Layton presented no 

material difficulties for the Organization. His sole concern was that some national 

health services would be at a loss as how best to make use of it. In that connexion^ 

he stressed the value of full co-operation between all national administrations• 

WHO would have to make a start towards solving the problem under consideration as 

soon as possible， and would have to build up its activities gradually. 

He agreed that the task for the working group proposed by D r Watt would be the 

preparation of a draft resolution. An alternative method would be to request the 

Rapporteurs to draft a resolution, which could then be circulated to the Board» 

V 

D r WATT, supported by Professor ZDANOV, was of the opinion that the Rapporteurs 

should be requested to prepare a draft resolution on the subject. 

The CHAIRMAN said that a draft resolution would be prepared by the Rapporteurs 

and circulated to the Board at the following meeting for its consideration. 

The meeting rose at 5•罗5 


