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1. CLINICAL AND PHARMACOLOGICAL EVALUATION OF DRUGS AND STANDARDS OF DRUGS: 
Item 2.3 of the Agenda (Resolutions WHAI6.36 and WHAI6.38; Documents EB3J/12 
and ЕВЗЗ/17) 

..一.：í„：'.：..…-“‘ 

Clinical and Pharmacological Evaluation of Drugs； Report by the Director-General: 
Item 2.^.1 of the Agenda 

At the invitation of the CHAIRMAN, Dr BAROYAN, Assistant Director-General, 

introduced document EB))/l2, a report by the Director-General which had originated 

from the request contained in resolution ША16.56. The first section of the report 

briefly explained the terms of that resolution and the second part contained the 

Director-General's observations. . 二 二 - -

• 二 一 . — ч"-

In compliance with operative paragraph 2 of the resolution, the transmittal, 

, . ： - ' - • ： 

through WHO, of governmental decisions on withdrawal or limitation of drugs as a 

result of adverse reactions had begun, and further experience mi^it enable useful 

suggestions" to be made for its possible improvement at a later date. 

After further exploration, it appeared that the recommendation of the Scientific 

Group on the Evaluation of the Safety and Efficacy of-Drugs,-endorsed "by the 
- 二：二.::、:-•:-二 .• . • ‘ 

Advisory Committee on Medical Research, to the effect that WHO should assume activity 

and responsibility in organizing a systematic collection of information on adverse 

drug reactions, was as pertinent as ever. 

An examination of the usefulness of an international system of information on 

the names, etc., of new drugs had indicated that it did not at present appear 

feasible within the existing limiations of manpower and that, in view of the 

existing means of obtaining such information, the considerable administrative and 

financial implications could hardly be justified. 
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The last point which the Health Assembly had recommended for further study was 

the formulation by WHO of generally acceptable principles for the evaluation of the 

safety and efficacy of drugs at the various stages. A recommendation by the 

Scientific Group to the same effect had meanwhile been endorsed by the Advisory 

Committee on Medical Research. The Second International Pharmacological Meeting 

(organized by the Section on Pharmacology of the International Union of Physiological 

'Sciences in consultation with WHO) had also discussed the question and had considered 

it desirable that WHO should tackle it. 

The substance of the points he had mentioned was summarized under the heading 

"Conclusions" on page 5 of document EB35/12, and the Board might wish to take them 

into consideration for the possible formulation of a resolution. 

Professor ZDANOV congratulated the Director-General and his staff on the very 

interesting report. 

In a number of countries, including the Soviet Union, special groups had been 

set up to study the question of the toxic effect of drugs, and had established 

contact with WHO. He emphasized the usefulness and importance of the work and 

hoped that it would be increasingly developed• 

Dr EVANG recalled that at the time when resolution WHAI6.56 had been drafted 

there had been a great deal of difficulty in finding a wording to satisfy everyone. 

On the one hand there had been a desire to avoid turning the Secretariat into a 

kind of post-office handling a tremendous amount of material, and on the other hand 

it had been felt by all participants, as Professor Zdanov had pointed out, that the 

activity was an extremely important part of the Organization's work. Operative 

paragraph 2 of the resolution read: 
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v.- REQUESTS Member. States 

(a.) . to communicate immediately to WHO 

(i) any decision, to prohibit or limit the availability 
of a drug already in use, 

(ii) any decision to refuse the approval of a new drug， 

(iii) any approval for general use of a new drug when 
accompanied by restrictive provisions, 

if these decisions are taken as a result of serious adverse reactions; • • • 

He would be glad if the Secretariat would indicate how it interpreted that 

wording in the light of the experience gained so far. For example, a certain drug 

that a country had accepted and had had in use for some time might, in the opinion 

of the pertinent authorities, have been shown to have adverse reactions as a result of 

which a decision would be taken to prohibit or limit its availability, in which 

case the government would be requested to report the matter to WHO. That case was 

quite straightforward. In the case envisaged in paragraph 2(ii) of the resolution, 

however, which referred to "any decision to refuse the approval of a new drug", 

countries would not have had any possibility for observing adverse reactions since 

they would not have had the drug in use. Nevertheless, the appropriate authorities 

of the country, before making their decision not to approve the drug, would, have gone 

through all the available scientific literature to discover that adverse reactions 

had been found somewhere in the world. He had interpreted that paragraph of the 

draft resolution in its widest sense, since in any.other sense it would be meaningless. 

A . great number of countries., in coming to a decision to prohibit or limit the availability 

of a drug,, had to base themselves on experience, gained in other countries. He would 

be glad if the Secretariat could indicate whether any conclusion had been arrived at 

on that matter; if not, an attempt should be made to clear it up at the Seventeenth 

World Health Assembly • 
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He referred to paragraph 3,5 of document EB))/l2, which read:
 n

The research 

for and formulation of generally acceptable principles on which to base requirements 

for the evaluation of drug safety and efficacy should be pursued by WHO with the 

assistance of the Advisory Committee on Medical Research." He was not quite clear 

about the meaning of that paragraph. WHO, in pursuing certain topics, had already-

accepted various types of approach: it might be by means of an expert committee, a 

conference, a symposium, etc., and he would be glad to know what the intention was. 

He wondered whether the stage had not been reached where an attempt might be made in 

the interest of the protection of health to introduce a further study on the inter-

national control of drugs, in accordance with the opinion voiced on several occasions 

to the effect that no drug should be permitted to move in international trade from a 

producing to an importing country until it had been approved by the proper authorities 

of the producing country. 

Professor MUNTENDAM, referring to section 2.2 of document EB))/l2, said that 

although the aim of operative paragraph 2 of resolution WHA16.36 was very clear, it 

could be seen from the observations of the Director-General that its execution was 

difficult and partly impracticable. An attempt should be made to limit the plan to 

its practicable aspects, involving mainly the communication of decisions to prohibit 

the availability of a drug already in use. 

With regard to section 2,3 of the report, efforts should be made to establish 

as soon as possible a generally acceptable scheme for the collection of data on 

adverse drug reactions. Such a scheme could be used by those countries that had 

not yet set up a system of their own for the purpose, and co-operation on a world-

wide scale would be much easier if the various countries used the same system. 



Possible schemes for the collection and screening of data could be divided into 

three categories: the collection by inquiry of data on certain drugs or groups 

of drugs suspected of causing adverse reactions; the collection by a limited 

number of hospital centres of information on adverse reactions which might be 

caused by drugs, and its communication to a single rational agency; and the 

collection of information from practising physicians, for which purpose special 

forms should be devised. After expert agreement had been reached on the 

feasibility of one of those three schemes, an international, WHO-sponsored 

communication system could be considered. 

With regard to section 5•斗 of the report, the conclusion on the subject of 

collection and dissemination of non-proprietary and other names appeared to be 

correct. The need for such activity would decrease if the efforts to establish 

international non-proprietary names for all drugs at the moment of introduction 

into general use proved successful• Still more emphasis should be placed on 

speedy action with regard to the establishment of such names• 

Referring to section of the report, he said that the formulation of 

generally acceptable principles and requirements applicable to the various stages 

of the experimental evaluation of drug safety and efficacy would be a very 

important achievement. Since various countries were independently trying to 

establish their own standards, an effort by WHO to combine those activities would 

be very useful• 
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Dr WATT referred to paragraph 3.3 of document EBJ>J>/l2, which contained the words: 

"A further step for WHO would then be the co-ordination of relevant national activities 

with a view to pooling, assessing and disseminating the evidence available as a result 

of such activities.’丨 He would be glad of some elucidation concerning the use of the 

word "assessing"• Was it intended, for example, to relate to a report whose 

reliability had been determined by an agency established to evaluate it, or to a 

report simply based on suspicion, and with no evaluation. The second case would 

obviously mean quite a different activity for WHO. He would be interested to know 

what had been in the minds of the Scientific Group and the Director-General when using 

the word "assessing"• 

Dr HAIBACH (Addiction-producing Drugs), speaking at the invitation of the 

CHAIRMAN, said that of communications so far received concerning thirty-one drugs, 

about one-third referred to prohibition or restriction after the drugs had been in 

use for some time in the countries concerned. No case had yet arisen to invoke the 

provisions of paragraph 2 (a) (ii) of resolution WHA16.36. 

As was explained in document EB，5/l2, certain difficulties might be expected in 

the proper functioning of those provisions, in that the information that might lead to 

the immediate rejection of a drug might in some cases be subject to certain limitations, 

and it might not be possible to handle the case in a very clear manner. Those diffi-

culties had not, however, so far appeared in practice. 

Dr Evang
!

s next question had referred to paragraph. 3-5 of document ЕВЗЗ/12. 

He had asked how the research for and formulation of generally acceptable principles 

on which to base requirements could be pursued. The question had to be left open, 

because what was needed first was a "green light" for the Organization to go ahead in 



that respect.. He thought the best approach would be first through informal consultant 

groups, and then when the time came for the formulation of hard and fast texts to be 

submitted to governments for their comments and approval, perhaps an expert body could 

formulate them. 

Professor Muntendam had spoken in favour of a possible amendment of the 

provisions of operative paragraph 2 (a) (i) of resolution WHAI6.36 by omitting the 

reference to limiting the availability of a drug. It was true that reference had 

been made in the report to the lack of complete clarity concerning the meaning of the 

term "limitation" in a given case. Por example, from the thirty-one communications 

that had been received about one-third concerned drug warning letters issued by 

pharmaceutical firms advising physicians against the use of a particular drug in 

particular circumstances. That type of information was often rather lengthy and 

needed careful examination in order to understand it completely, and that was one of 

the reasons why it had been proposed that the Secretariat be given a certain time to 

observe the working of the provision under operative paragraph 2 of resolution WHAI6.36 

before submitting observations for a possible improvement. 

He had noted that Professor Muntendam agreed with the conclusion in paragraph J)A 

of document EB33 Д2 that the information services contemplated in resolution WHA16.36 

should not at present be undertaken, and also with paragraph 5-5 concerning the 

research for and formulation of generally acceptable principles. Such principles 

would have to be of a fairly general character, as was clear from the many reports of 

professional meetings that were available. On the other hand， it was clear from the 

discussions at those meetings that there was a desire in scientific circles to see 

some such basic principles formulated and accepted. 
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With regard to paragraph 3.2 of document EB33/12, Professor Muntendam had outlined 

three ways in which information on adverse drug reactions could be obtained, which 

indicated that he agreed in principle that the Secretariat should do something on the 

lines proposed in the report. 

With regard to Dr Watt's point concerning the meaning of the word "assessing" 

in paragraph Ц the question was one that had been raised on previous occasions. 

The Scientific Group had taken the word to mean the collating and comparing of 

observations to be passed to WHO after having been screened for their reliability by 

an expert body in the particular country or region. The objective was to obtain a 

balanced opinion on the basis of available information from all countries willing to 

supply it. The desirability for such a course had been emphasized both by the 

Advisory Committee on Medical Research and the Second International Pharmacological 

Meeting. 

Dr EVANG asked v^iether some indication could be given of how the Secretariat 

itself had interpreted operative paragraph 2 (a) (ii) and (iii) of resolution WHAI6.36. 

He had already cited a possible example under (ii), and he now had one to offer under 

(iii). A country might be faced with the question of restricting the use of a 

preparation for, say, contraception because of its serious virilizing effects on girl 

babies that had been observed in certain countries. The countries making those 

observations might have taken no steps to limit or prohibit the use of the drug because 

their pertinent authorities did not regard the effects as serious. The country 

concerned might, however, take a different position and wish to restrict the use of 

the preparation to purposes other than contraception. Would the Secretariat interpret 

the resolution to mean that the country in such a case should report or not? 



He had understood Dr Halbach
f

s explanation with regard to section 3.5 of the 

report to me ал. that the reason why the point had not been spelt out more specifically 

had been that the "green light" was awaited• The Health Assembly was the body
 % 

responsible for showing that "green light", and in that connexion he referred to 

operative paragraph 4 of resolution WHAI6.36, which, in sub-paragraph ( 三 ) ， r e q u e s t e d 

the Director-General "to'continue the study of the possibility of formulating, and 

of seeking international acceptance of, basic principles and requirements applicable 

to the toxicological, pharmacological and clinical evaluation of drugs"• When he had 

taken part in the discussion of that resolution in the Health Assembly he had regarded 

it as the "green light" for the Director-General to go forward• If it were not so 

regarded he thought that consideration should be given to strengthening it at the 

Seventeenth World Health Assembly, 

Dr HALBACH said that it had been anticipated that information such as that 

envisaged by Dr Evang would arrive, and that had been the Secretariat.'s interpretation 

of operative paragraph 2 (a) (ii) and (iii) of resolution WHAI6.36. 

The Secretariat had not interpreted the resolution as having given the "green 

light" to go forward with the formulation of basic principles of evaluation, but was 

continuing to look into the question and to attempt to obtain useful material. 

Dr WATT said that the word "assessing" still puzzled him a little. If he had 

understood Dr Halbach
1

 s reply correctly, the responsibility would be to look at the 

different sets of information available, and if they were in conflict to point out 

their differences to those that were to receive them. He did not understand therefore 

why it had been found necessary to add the word "assessing" instead of merely keeping 

to the terms of the resolution, which spoke of collecting and disseminating. 
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The CHAIRMAN said that in the French text the word "analyser" appeared to be quite 

clear. He would^ however, ask the. Secretariat for guidance concerning the English 

text. 

Dr DOROLLE said that the translators had evidently found the saine difficulty as 

Dr Watt in understanding the meaning of the word "assessing" in the context in which 

it appeared, which had led them to interpret it in too wide a sense. Perhaps some 

expression that would mean something midway between the English word "assessing" and 

the French word "analyser" would express what the original text had been intended to 

convey,. 

Dr WATT said that he was convinced that there would have been no problem if the 

report had kept to the words of the resolution. 

Dr GAYE, Rapporteur, read out the following draft resolutions 

The Executive Board, 

Having noted resolution WHAI6.56 on the development of a programme 

related to the evaluation of the safety and efficacy of drugs; 

Having considered the report from the Director-General on the clinical 

and pharmacological evaluation of drugs;l 

Emphasizing that international co-operation is essential to achieve 

the objectives of the above-mentioned resolution; 

Appreciative of the assistance given in this respect by Member States, 

the Advisory Committee on Medical Research and the Section on Pharmacology of 

the International Union of Physiological Sciences; 

Document Евзз/12. 



Desirous of ..a rapid development of a rational programme by which WHO 

can contribute to the protection of man against hazards arising out of the 

medical use of drugs, 

RECOMMENDS that the Seventeenth World Health Assembly 

(1) invite Member States: 

(a) to continue to communicate to WHO decisions relating to the 

withdrawal or restriction of the availability of drugs as specified 

in resolution WHAI6.56 and in the Director-General
1

 s circular letter 

C.L.29.I963 of 8 August 196), 

(b) to continue, with a view to eventual international collaboration, 

their arrangements for a systematic collection and evaluation of infor-

mation on serious adverse drug reactions observed during the development 

of a drug and, in particular, after its release for general use, and 

(c) to communicate to the Director-General the text of the 

principles and requirements which they consider essential for the 

evaluation of the safety and efficacy of drugs; and 

(2) request the Director-General: 

(a) to continue the collection and dissemination of decisions 

relating to adverse reactions as specified in resolution WHA16. 

and to report to the Executive Board if and when changes in these 

arrangements appear desirable, 

(b) to pursue, with the assistance of the Advisory Committee on 

Medical Research and with a view to eventual international 

co-ordination, discussion on satisfactory methods for monitoring 

adverse reactions of drugs already in use, and 

(c) to undertake, with the assistance of the Advisory Committee 

on Medical Research, the formulation of generally acceptable 

principles and requirements for the evaluation of drug safety and 

efficacy. 
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Dr EVANG said that in listening to the draft resolution it had seemed to him 

that it was not framed .in such a way that any decision not to accept a new drug 

would be excluded from the reporting • He drew attention to section 3.2 of 

document EB33/12, which contained the words
 T

With regard to the arrangements as 

laid down in resolution WHâl6.36 for the communication of governmental decisions 

on withdrawal or limitation of drugs . • •
n

 • Those words did not correspond with 

resolution WHâl6.36
3
 since they lost sight of the important point concerning the 

refusal to approve a new drugs a drug that had not been in use could not be 

withdrawn. He would be prepared to support the draft resolution but would prefer 

it to be in full compliance with resolution WHA16.36. 

The CHAIRMAN said that the draft resolution would be circulated, and the 

Board should meanwhile pass to item 2,3.2. 

Standards of Drugs s Report by the Direсtor-General % Item 2 . ) o f the Agenda 

Dr BAROYAN said that^ while it was natural that countries should wish to 

obtain assurance of the satisfactory quality of the pharmaceutical preparations 

imported into" tlieir countries^ in most cases such assurances could not be obtained 

simply by requesting certificates of quality from the exporting comitiy, firm or 

agent. The reasons for that could be found in document ЕВЗЗД7. 

Pharmaceutical quality control was vitally Important. Even in countries 

that had a comparatively elaborate feystem of quality control, it was possible for 

mishaps to occur owing to thé bad quality of some pharmaceutical preparations, ̂  

with lethal or very serious side-effects. Dangerous side-effects might arise 

from disintegration products in tablets and other pharmaceutical forms, from lack 



of sterility of injееtibie solutions, inadequate closures, etc. Adequate packing 

and storage conditions were especially important for drugs sent to certain tropical 

areas, and the accelerated tests and other precautions for stability of the drugs 

needed from manufacturers might not have been taken. 

The satisfactory quality of all drugs, whether produced within a country for 

home consmiption or export，or imported
y
 was a necessity for the protection of 

health- The establishment of good quality control would make it possible to 

ensure a comparative level of quality and potency for all drugs in the different 

Member States• 

WHO gave assistance to Member States by proposing specifications and general 

laboratory methods for pharmaceutical and biological quality control
9
 as included 

in the International Pharmacopoeia， and by providing consultants and training 

specialists. 

Dr EVANG drew attention to paragraph 5 of docraient EB33/17， the first sentence 

of which reads "From what has been said，it can be seen, however, that no other 

effective and practical way of controlling the quality of drugs imported exists 

than by checking it in an official control laboratory of the importing country.
tf 

He could not accept that statement, and- was rather disappointed with the line of 

argraient taken in the entire document. A negative result was produced because^ 

as was well known，it would be many years before the majority of the drrig-consOTiing 

cruntries could fini themselves economically and technically in a position to 

establish such laboratories. That was， of course, the ideal solution, and might 

even be claimed to be the only effective one, but to dismiss other possibilities 

to the extent that the report did was something that he found great difficulty in 
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accepting• It would be a great step forward if the drug exporting countries could 

be asked to establish control bodies through their national health services in order 

to give the importing countries the same degree of protection as the populations of 

the exporting countries themselves. It should be a minimum requirement that that 

protection should be given before a drug could move in international trade. 

Dr WATT said that he was somewhat perplexed
 5
 since Dr ®vang appeared to be 

asking for one thing and proposing something quite different. It was the respon-

sibility of the country concerned to protect the consumers in that country. That 

did not necessarily mean that there must be a physical facility within the country 

in the form of a drug-testing laboratory: it could be done by contract or b y the 

acceptance of certification from some other source. However, the manufacturer of 

a drug would have no means of checking on possible adulteration that might take 

place after the drug had ceased to be under his control，and there were many ways 

of tampering with drugs. The only possible protection was to ensure that there 

was adequate local machinery for imposing an adequate penalty in such a case. 

Professor WIDY-WIRSKI said he was inclined to agree that the measures 

advocated in the conclusion to the report (EB33/17， paragraph 6) woiüd provide the 

answer to the problem. He would, however, like to know what would ensue in the 

event, of there being a difference of opinion between the laboratories of the 

exporting and the importing—countries in any given case. For instance, was it 

envisaged that arbitration would be resorted to? 



Dr MORSHED, alternate to Dr Riahy, pointed out that it would take time for many 

of the developing countries to reach the point where they might establish their own 

drug control laboratories. He wondered, therefore, whether WHO might not collect 

and evaluate data, in the same way as was done for vaccines, about important new 

drugs coming on the market, and issue licences to be used in the importing countries. 

Dr SUBANDRIO said she too found that the report ran counter to the spirit of 

resolution WHA16.36. The underlying purpose of that resolution was to protect 

importing countries against receiving drugs which might be dangerous or of little 

value for therapeutic purposes. She cited a number of passages in the report in 

support of her point• 

In response to DrJEvang's request, she had no hesitation in saying that the 

developing countries, which embraced some two-thirds of the whole human race and 

the peoples that were in most urgent need of drugs, did not possess adequate 

facilities to provide the needed protection. Those peoples were largely dependent 

on the producing countries for medicines and drugs, for which they were ready to 

pay. Was it therefore too much to ask that the producing countries should provide 

some form of certification that the drugs being sold were of therapeutic value or 

at the least not dangerous, particularly considering the benefits they were deriving 

from that trade? 

It might be true, as the report maintained, that certification of the kind 

either from the government or from some institution would have no value, but 

complying with some such regulations would at least rule out the greatest disasters. 

The exporting countries should be ready to make some effort in the matter. 
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Secondly, it might also be true that many d^ügs exported were not in use in 

large quantities in the producing countries. Nevertheless some guarantee should 

be given that they were not dangerous^ because the institutions in the receiving 

countries still lacked the qualified staff, material and equipment for testing 

purposes. With their limited facilities, those countries were doing their utmost 

in the matter, but the trade was so large that they could not cover every drug 

import. The present situation was tantamount to using men as guinea-pigs. 

It would seem from the conclusion to the report (paragraph 6) that exporting 

countries were called upon to institute controls and that importing countries 

should organize as soon as possible their own testing facilities. It had been 

rightly said by earlier speakers that WHO should give help and guidance in the 

latter regard. She apologized for her strong feeling on the matter, but two-thirds 

of the human race were at risk and if the developing countries could no.t turn to 

WHO for help, she failed to see where else they could apply• 

Dr EVANG, referring to Dr Watt
1

 s suggestion that a country jnust itself be 

responsible for -the steps to protect its people's health, said the matter could 

be argued in many ways. He took as an example the quarantinabl^ diseases. The 

extent to which the population of a given country was protected in that instance 

depended not only on the steps taken by the country itself but on the steps taken 

under international regulations by the endemic countries. The. stage had been 

reached with regard to the； quarantinab1e diseases where it might seriously be 

asked whether they represented a greater hazard in the world today than the drugs 

moving uncontrolled in international trade, more especially if the trend towards 



unnecessary consumption of toxic compounds was taken into account. A new form of 

drug addiction was abroad in the world. The idea was widespread that every 

disease needed a drug，and many people were unable to get through their day unless 

supported by the knowledge that they had drugs available to them. In the inves-

tigation that had been carried out in Germany on thalidomide^ it had been found 

that significant n m b e r s of pregnant women had been taking up to twenty drugs a day 

with the object of protecting the coming child. 

Every member of the Board was aware of the danger inherent in the present 

situation; hence the disappointment with the somewhat negative conclusion of the 

report. He woiiLd stress that his concern was not based on the situation in his 

own country. It was both an exporter and importer of drugs
3
 and very strict 

regulations were applied in its national control laboratory No problem existed 

therefore， apart from the question of the unnecessary use of drags. 

Professor MUNTENDAM said he was sorry that he too must express disappointment 

about the report. If he recalled aright, the representative of India had raised 

the question in the Sixteenth World Health Assembly of how the populations of 

countries that could not at the moment or in the near future establish drug control 

laboratories might be protected. The Health Assembly had asked the Board to 

examine ways and means of ensuring that exported drugs complied with, drug control 

requirements for the domestic market of the producing country. That being so， 

he was led to query whether the report，and in particular paragraph 5，constituted 

the answer to be given to the next Health Assembly. To his mind it was no answer, 

because many countries at the moment were not in a position to establish control 
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laboratories. It was inconceivable that there was no possible way whereby WHO 

might institute international rontrol to give protection to those c^nmtries. 

Serious thought should be given as to whether the Board could present the report 

to the next Health Assembly in response to resolution WHA16.36. 

Dr GJ5BIN said that, even though most of his points had alreadv been covered 

by earlier speakers, the sübiect was so important that he felt impelled to make a 

few observations. Undoubtedly the best solution would be for everv coimtry to 

have national control authorities. He woxiLd hasten to add that such authorities 

existed in his own country. But the same was not true of most of WHO'S Members, 

and moreover the services needed for control work were costly to run and the work 

was time-consuming - an added disadvantage in passing on the benefit of new drugs 

to the people. 

He felt that WHO could give a lead in the matter. At the present time 

there was a certain duplication in the work, in that often the same tests were 

done by both the exporting and the importing countries• WHO might try to 

introduce a measure of co-ordination^ so that one might relv on the results 

obtained by the other. The potential value of such action would be even greater 

where one of the countries had no control services. WTO should insist on the 

exporting country
!

 s issuing some kind of certificate or guarantee to ensiore that 

drugs not permitted on the domestic market should not be eligible for export, 

as was the case frequently at the moment. 



On a point of detail, he asked for further information on the statement in 

paragraph 2.4 of document EBJ3/17 that certain countries had now introduced 

legislation to make it possible to send inspectors to inspect plants and their 

quality control in the country from which they believed that the drug,originated. 

He himself knew of no such countries. 

Dr AL«WAHBI welcomed the forthright observations of Dr Evang, which had served 

to place the problem squarely before the Board* It was in fact the developing 

countries, as drug importers, that were the most affected, and those were precisely 

the countries that were devoid of the facilities for protecting themselves. He too 

was disappointed that the report did not offer any immediate practical solution. 

The question was what was to be done now. Was it asking too much to expect WHO to 

mediate, if no more, with the producing and exporting countries to assist the 

developing countries in ensuring that drugs be tested prior to exportation until such 

time as the developing countries could set up their own control laboratories? That 

would seem to be a reasonable and modest demand. It would take time particularly 

to train the staff needed, for such facilities in the developing countries. 

Professor CANAPERIA shared the concern expressed by previous speakers. It 

would be very difficult for a number of the drug importing countries to set up their 

own control services, and he was doubtful, even, whether it would be wise for WHO to 

issue such advice, in view of the costliness of such services and the fact that so 

many other problems were awaiting attention. 

He was even inclined to think that the report had gone somewhat beyond the 

task set in resolution WHA 16.38, which was in effect to ensure that drugs 

exported by any country should meet the requirements in their respect for 



domestic consumption. The report mentioned the difficulties involved in effecting 

control of phármaceutical quality. Control was always difficult to achieve; 

nevertheless, an adequate guarantee was offered where a product was registered, 

controlled and licensed for sale in any country, and that was precisely the 

guarantee that previous speakers were asking for. 

At bottom, WHO
!

s task was a simple one; it would suffice to request all 

drug producing and exporting countries to ensure that the exported article was 

of the same quality as was required for domestic consumption, A certificate 

to that effect might even be requested. 

Dr GAYE said he had a few comments to make and he trusted that he would be 

excused for using his own country's experience to illustrate them. His country 

was at present.engaged in reviewing the regulations governing medical and 

pharmaceutical practice. Much attention.had been given to the question of drug 

importation, since control was needed at the point of departure ar>d also at 

arrival. One could not always be certain that control was exercised at the 

point of departure, so that excessive caution in the matter could do no harm. 

Accordingly, a control commission had been set up, and in principle it would have 

a national control laboratory as its working tool. The cost involved, however, 

was by no means negligible and he was unable to say when алй in what conditions 

it would eventually be established. 

A number of outside considerations had to be taken into account in regard to 

pharmaceutical preparations, such as influence of climate and at times intolerance 

in a given group to some specific preparation. Accordingly, the entry permit 

should never be automatically granted. He was therefore glad to learn from the 

report that WHO might be able to furnish substantial help in the matter. 
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Dr WATT thought he might have been talking at cross purposes with other 

speakers because of the practices in his own country. In the United States 

of America, the Government did not itself manufacture drugs nor had it any 

connexion with drug manufacture except in the case where drugs were passing 

in inter-state commerce, and then certain federal laws were applicable. 

Accordingly, a drug might originate in the United States and still not be 

subject to any federal statute. In speaking of country of origin, therefore, 

there were a number of meanings that would apply. 

Over the years, a number of ways had been evolved for meeting situations 

of the kind, and one of them might prove the possible answer to the problem 

under consideration. The Federal Government had developed a series of 

model codes in respect of given matters and any code given sanction under 

all the individual state laws became in effect national legislation. A 

similar mechanism might be the means whereby the importing countries could 

obtain a standard code which in turn might become applicable throughout the 

whole world. 

His earlier remarks had been misinterpreted to some extent, because he 

was in full sympathy with the needs of the developing countries. He had 

not meant to imply that all testing must be done by the importing country 

itself• He had merely meant that the responsibility must be designated or 

applied by that country. 



Dr GUNARATNE agreed that the onus of responsibility for purity and quality-

control of drugs should lie on the importing country itself. Responding to 

Dr Evang
1

s request, he described the experience of his own country in the matter. 

Most exporting countries, in sending out drugs that had been ordered, issued a 

certificate of quality, occasionally backed by the government but mostly emanating 

from the producing firm. The same applied in the case of developing countries that 

were drug producers. The certificate of purity issued by the manufacturer might 

lead to certain difficulties in case of complaints about quality. He accordingly 

agreed that the best way would be for the importing countries to have official 

control laboratories of their own. As that might not prove applicable for all 

importing countries, the alternative - which had already been adopted by some of the 

developing countries - would be to make use of some other agency to carry out the 

necessary analysis and issue a certificate of satisfactory quality• Quite a number 

of such agencies existed in the world, prepared to effect that type of control for 

a small payment. 

Secondly, the situation was conceivable where a country would import drugs in 

excess of its needs, either inadvertently or on purpose to allow of re-exportation. 

In that situation, which certificate should be relied upon: that issued by the 

original country of export or that by the country of re-export? 

Dr MORSHED, alternate to Dr Riahy, wished to make it plain that he had not been 

talking about his own country in his earlier remarks• It was itself producing a 

large part of its drug consumption and no drug was licensed for import that did not 

meet very strict requirements. As a member of the Board he had been appealing to 

WHO to take positive action in the matter; the expenses involved could be charged 

to the pharmaceutical firms. 



Dr GJEBIN observed that the main difficulty in establishing control laboratories 

in the developing countries was lack of 

national control laboratory to serve as 

trained personnel• He accordingly wondered 

an existing 

an international centre covering a number of 

whether, as an experiment, it might not be possible for WHO to designate 

other countries• 

Mr BLANC (Pharmaceuticals), speaking at the invitation of the CHAIRMAN, agreed 

that the situation whereby sometimes drugs of inferior quality could be exported was 

deplorable. The Organization had been examining the problem very closely and the 

first requirement under resolution WHAI6.38 had been to investigate whether the 

exporting countries had the personnel, equipment and facilities, and above all the 

legislation, to ensure adequate quality control of drugs produced for home and export 

use. It had been found that both legislation and adequate facilities were lacking 

in many cases. That being so, the question was what could be done by WHO to 

influence the exporting countries to introduce the requisite legislation, draw up 

regulations, establish laboratories, and take adequate measures for thé purpose. 

And until that was done, was there any other means whereby the exporting country 

might achieve the same object, other than by requiring the manufacturer to give a 

certificate, in which case all dependence must be on his good faith? 

It was very difficult to see what more could be done in that direction 

to help the importing countries. The problem was complicated by the fact that 

the number of exporting countries was large and every day new plants were being 

established in the developing countries which naturally hoped to have a share 



in export trade for their production. The same drug might be made in many 

different countries and by many different manufacturers within the same country. 

Therefore the country wishing to import a drug could ask for a large number of 

tenders, and select the offer best meeting its requirements in quality and price. 

WHO had tried to facilitate the matter of choice by preparing and publishing 

proposed specifications against which the offered drugs could be measured. Its 

work on the International Pharmacopoeia and on special requirements in regard to 

sterility and so on of vaccines were cases in point. 

Assistance was being given and could be given to countries wishing to 

start quality control services of their own through those proposed specifications 

which could be adopted as the national standard for drugs produced for home use. 

In addition, consultant services were being provided to countries as well as 

fellowships for study abroad and help in drawing up programmes for the 

establishment of an adequate pharmaceutical quality control. 

It was satisfying to see that most countries had established laboratories 

for quality control and that those who so far had not were endeavouring to do so. 

Countries could also enter into bilateral and multilateral agreements so that 

they could accept each other
1

 s drugs or the certificates therefor. WHO would 

continue to contribute by assisting countries to establish such quality 

control facilities and through them the current situation could be virtually 

remedied within a few years. 
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He had listened with particular interest to the remarks made by Dr Gaye 

about the establishment of such facilities in his country. As a result it 

would be able to buy the drugs it needed from the manufacturer and country of its 

choice, and ensure that they were of the necessary quality. 

In general, there was good will on the part of exporting firms and 

countries with regard to maintaining the necessary standards, although certain 

of the smaller firms, for financial or other reasons, might experience some 

difficulty in carrying out adequate control. A solution - albeit temporary and 

partial - was perhaps afforded, as an importing country could always apply to the 

exporting country to know whether a proper quality control had been carried out. 

The proposal made by Dr Gjebin with regard to the use of national centres as 

international centres needed study. The difficulty was that no national quality 

control laboratory could afford to analyse all the batches of the drugs being placed 

on its market. Consequently, risks were constantly being taken. What a national 

authority could do was to lay down standards and specifications at the time a new drug 

was introduced and exercise a strict quality control• Thereafter it could send 

inspectors to the manufacturer, to see how control was being carried out there, and to 

pharmacies, hospitals and other distributing centres where samples could be taken and 

analyses made. That represented, of course, only a partial solution: even in countries 

where there was a comparatively strict control, grave mishaps had occurred. 

Professor MUNTENDAM wished to know whether the laboratories set up by countries 

for quality control, to which Mr Blanc had referred, dealt solely with the 

pharmaceutical aspect of drugs or with the pharmacological and clinical aspects 

as well. 



Referring to the remark made by Mr Blanc that it was unfortunate that drugs of 

y 

an inferior quality were exported, Professor GARCIA-ORCOYEN was of the opinion that 

the solution of the problem lay not with the exporter but with the buyer, who was at 

liberty to require such guarantees as he saw fit. First and foremost, there was a 

resolution of the Sixteenth World Health Assembly, which called upon all exporting 

countries to meet certain basic conditions required by the producing country. That 

should enable the buyer to acquaint himself with the standard and guarantees which 

the producing countries could offer. Moreover, he could demand that further 

conditions be filled - for example, where certain packaging for tropical climates 

was concerned - and he could also malee use of the existing facilities in his own 

country to examine the quality of the drug. There was nothing in the Assembly
1

 s 

decisions or in the general commercial regulations which prevented anyone from 

applying stricter guarantees where drugs were concerned. 

It probably happened that on occasions questions of price conditioned the 

acquisition of drugs and at such times guarantees might have less value; but, 

importing countries could obtain all the guarantees they required when they were 

prepared to pay for such drugs. However, it did not seem that WHO could go beyond 

the requirements set by the Assembly, and under no circumstances could the Organization 

itself guarantee to buyers the quality of what they were purchasing. 

Replying to Professor Muntendam, Mr BLANC said that the control to which he had 

referred was pharmaceutical in that it tested the quality of the drugs, and did not 

involve pharmacological or clinical evaluation. 



The DIRECTOR-GENERAL said that the item before the Board was extremely 

important. However, when he had first seen the paper prepared by the Secretariat 

(document EB))/l7) he had had the same impression as many members of the Board and 

it was only after careful reading and further explanation that he had come to the 

conclusion that the document contained a lot of useful information• 

The Board
1

s attention had already been drawn to the fact that, under the terms 

of resolution WHA16.58， it was not a question of a study being prepared by the 

Director-General but of one being prepared by the Executive Board, which in part 

would answer the question raised by Dr Evang. The first idea that sprang to mind 

in that connexion was, as Professor Canaperia had suggested, to send out 

questionnaires and to present the information thus gained to the World Health 

Assembly, However, the Secretariat was of the opinion that such a course would not 

be feasible: it would be extremely difficult to obtain such information from the 

various countries and to draw up any kind of report, and it might therefore be wiser 

if the Secretariat confined itself to outlining certain problems. 

Mr Blanc had mentioned a most important point, namely, that it was often thought 

that there were few producer countries but in actual fact there was a considerable 

number. Certain of the larger companies had factories all over the world, and the 

time had long since passed when the developing countries produced no drugs. That 

fact only increased the complexity of the problem. Moreover, as was mentioned in 

document EB))/l7, countries which might not be using certain drugs within their own 

territories were actually exporting such drugs to other countries. 
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It would be somewhat difficult to present such facts and figures to the World 

Health Assembly: for an organization such as WHO to become involved in international 

trade could only give rise to difficulties. 

What was perhaps needed was an interim solution. Dr Gjebin had suggested that 

certain national laboratories might be used for international work and, in that 

connexion, the Director-General was reminded of a project which was under way in 

Central America to establish one control laboratory to service a group of countries. 

In that way, if it were impossible for one country to act on its own, it could 

co-operate with others and achieve a solution to its problem. 

It was for those reasons that the Secretariat perhaps required a little more 

guidance • The members of the Executive Board should not hesitate to request an 

entirely different document, because it was their study and not the Director-General•s• 

The Secretariat had endeavoured to the best of its ability to assist the Board but 

were of the opinion that there was no simple way of responding to the Assembly's 

request. 

The CHAIRMAN, noting that there were no further comments, invited the Board to 

consider a draft resolution on standards of drugs, which read as follows: 

〜The Executive Board,. 

Having noted resolution WHAl6.)8 on the conformity of pharmaceutical 

preparations to the drug control requirements that apply in the exporting 

country, in the case of imported drugs; 



Having examined the report from the Director-General on the clinical 

and pharmacological evaluation of drugs : standards of drugs；
1 

Considering that it is important that Member States have assurance 

that the pharmaceutical preparations imported into their countries are 

of satisfactory quality; ‘ 

Considering also that this cannot be achieved only by obtaining such 

assurance from outside sources; 

Stressing the need to subject all drugs^ either produced within a 

country for home consumption or for export or imported, to adequate 

pharmaceutical quality control; and 

• • ： 

Recognizing the assistance being afforded by WHO in proposing 

requirements for quality control, in providing consultants and in 

training specialists, 

RECCMVIENDS that the Seventeenth World Health Assembly invite Member 

States to develop or improve, with the assistance of WHO if required, 

(a) the necessary facilities and equipment for adequate quality control 

of all pharmaceutical preparations used in their countries; and 

(b) the training of adequate staff in order to carry out this work 

satisfactorily• 

Professcir CANA FERIA was of the opinion that it would save time if a new resolution 

were drafted to take account of the Board^s discussions .on document EB^/lJ* There 

was no point in considering the draft resolution before them as any discussion on it 

would automatically follow the lines of the discussion on document EB3)/l7, on which 

it had been based, 

Dr EVANG agreed with Professor Canaperia that the draft resolution before the 

Board should not be used as a basis for further discussion. The Director-General 

1

 Document EB33/17. 
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had given a clear analysis of the problem, directing the Board
1

 s attention to the 

terms of resolution WHAI6.38, and in that connexion the Secretariat had prepared 

document EB5)/l7 for its consideration. 

The Board
1

 s discussions had revealed that it did not feel able to respond to 

the request in resolution WHA16.38 in a positive manner; the problem would there-

fore have to be dealt with in a different way and one approach might be, as the 

Director-General had suggested, for the Executive Board to ask the Secretariat to 

approach individual countries with a view to finding a means of protecting the 

importing countries• Despite all the difficulties which had been mentioned, most 

producing countries had to a certain extent found a way of protecting their own 

populations against the harmful effects of drugs• After the replies had been 

received from individual countries, the Executive Board could then report back to 

the World Health Assembly. 

The CHAIRMAN suggested that a working group should be established to prepare a 

new draft resolution. He invited Professor Canaperia, Dr Evang， Dr Gaye, Dr Watt 

and Professor Zdanov to serve on the group, which would meet on the following day at 

8.45 a.m. 

It was so agreed. (For report of the working group, see sixteenth meeting, 

section 2.) 

Clinical and pharmacological evaluation of drugs (resumed) 

The CHAIRMAN then directed the Board's attention to an amendment to the draft 

resolution on the clinical and pharmacological evaluation of drugs, which had been 

prepared by Dr Evang and read as follows : 



TÎ

In the operative, part，.para.l:. delete sub-para* (a) and 

replace by the following； . 

(a) to continue to communicato to WHO decisions relating to the 
refusal to approvo a new drug, and the： withdrawal or restriction 
of the availability of drugs already in use as specified in . 
resolution WHA16•об•

и 

Dr EVANG explained that he was submitting his amendment in order to bring the 

draft resolution into line with the wording of resolution VJHA16.36. 

There being no further comments, the draft resolution read out by the Rapporteur
> 

as amended by the, proposal of Dr Evang
y
 was adoptedД 

2. REPORT OF SCIENTIFIC ADVISERS. ON SPECIAL DEVELOPMENT OF INTERNATIONAL HEALTH AND 
BIOMEDICAL RESEARCH: Item 2Л.2 of the Agenda (Documents EB))/27, ШУ^/ZJ Add.l, 
EB33/WP/6, EB35/WP/7 and EB))/WP/8) (continued from the twelfth meeting, 
section l) 

The CHAIRMAN invited the Board to consider a draft resolution proposed by 

Dr Turbott and Dr Evang in the light of the Board
1

 s discussion that morning • It 

read as follows : 

The Executive Board, 

Realizing the need for a broad co-ordinated and accelerated research 
attack on major health problems; 

Having considered the "Report of Scientific Advisers on Special 
Development of International Health and Biomedical R e s e a r c h "； ^ and • 

Considering that more detailed information is needed before reaching 
a decision, 

1. REQUESTS the Director-General to continue the study of this subject 
for future consideration， and to invite Member States and Associate Members 
to submit comments; 

1

 Resolution EBJ3.R21. 

2

 Documents EB33/27 and EB))/27 Add.l. 
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2. TRANSMITS the report to the Seventeenth World Health Assembly for its 
information, together-with the. record of the discussions of the subject in 
the Board at its thirty-third session; and 

3. THANKS the Director-General and the scientific advisers for the study 
conducted. 

Expressing his full agreement with the substance of the draft resolution, 

Professor CANAPERIA said that he would like to suggest the following minor editorial 

amendment to paragraph 1， in order to provide a more logical sequences 

1. REQUESTS the Director-General to invite Member States and Associate 
Members to submit comments and to continue the study of this subject for 
future consideration. 

There being no further comments^ the draft resolution, as amended， was adopted/ 

3. CONFIRMATION OF AMENDMENTS TO THE STAFF RULES: Item 6.7 of the Agenda 
(Documents EBJ5/l4 and Ш^ / l k Corr.l) j

4
 . 

The CHAIRMAN invited Mr Siegel to introduce the Director-General
1

 s resport 

2 
(document ЕВЗЗД̂) • 

Mr SIEGEL, Assistant Director-General, said that the members of the Board would 

note that document ЕВ))/]Л contained a number of amendments to the Staff Rules which 

had been issued by the Director-General. In the annex to the document there were 

explanatory notes concerning the individual Staff Rules referred to, giving the 

reasons for the amendments. The Secretariat would be pleased to provide any 

additional information required. If the Board agreed with the report, then, in 

accordance with Staff Regulation 12.2, it would wish to adopt a resolution confirming 

the amendments• . • . 

1

 Resolution EB33.R22. 

2 
See Off. Rec, Wld Hlth Org. 1J2, Annex 20 



In reply to Mr BAUER, alternate to Dr Layton, Mr SIEGEL confirmed that the 

amendments proposed were consistent with the inter-agency agreements that had been 

reached among the organizations applying the common system of salaries and allowances. 

The CHAIRMAN then read out the text of the proposed draft resolution: 

The Executive Board, 

CONFIRMS, in accordance with Staff Regulation 12.2, the amendments 
to the Staff Rules as reported by the Director-GeneralД 

2 
In the absence of further comment, the draft resolution was adopted. 

Having thanked the members of the Board for their co-operation, the CHAIRMAN, 

Dr Andriamasy, invited Dr Layton to resume the Chair. 

Dr Layton took the Chair, 

The CHAIRMAN thanked Dr Andrdamasy for acting as Chairman in his absence and 

congratulated him upon the splendid way in which he had directed the Board
1

 s 

deliberations that afternoon. 

斗. ORGANIZATIONAL STUDY ON METHODS OP PLANNING AND EXECUTION OF PROJECTS: 
Item 2.9.1 of th^ Agenda (Resolutions WHAI5.59, WHAI6.3O and EBJ2.R10; 
Document EB))/)) 

The CHAIRMAN invited,Mr Siegel
:
 to introduce the Director-General

1

 s report 

(document EB33/5)• 

1

 Off, Rec, Wlci Hlth Org, 1^2, Annex 20. 

2

 Resolution EB33.H23. 
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.Mr SIEGEL said that the. Board would have noted the references in document 

EB35/3 to the various decisions which had led to the Organization's present position 

with regard to its study on methods of planning and execution of projects. The 

Board would recall that at its thirty-second session a report had been submitted by 

the Director-General on the way in which he proposed that the study should proceed. 

In paragraph of the document before the Board, reference was made to the fact 

that it was planned to approach the study on the basis of obtaining
 n

a reasonable 

sample, from all regions, of projects recently begun and currently being assisted, 

and representing a broad spectrum as to type of project". For that purpose, 

Annexes 1 and 2 of the document listed 86 projects from 47 countries, all of which 

had been initiated in i960 and 19б1. 

All the questionnaires that had been sent out to obtain the necessary 

information had now been received. Six different types of questionnaire had 

originally been prepared, one designed to cover paragraph 1(a) of resolution 

EB32.R10, four to cover paragraph 1(b) and one to cover paragraph 1(£). The 

information contained in the questionnaires was currently being reviewed. 

With regard to the time-table for the further stages of the Director-General's 

action on the study, during the month of January 1964 work on processing the data had 

begun, and by April it was hoped that confirmation of all the information would have 

been completed. In May or perhaps June the analyses of the various tabulations would 

be completed and a start would be made on the preparation of tentative conclusions for 

discussion. In July and August consultations would be held with the regional offices 

and the headquarters staff on the conclusions reached. The preparation of the first 



draft of the final report would be ready by October and, at the end of November, the 

report would be dispatched to members of the Board. In January 1965 the Board 

would presumably be in a position to deal with the organizational study on the basis 

of the analysis which had been submitted to it. 

The Secretariat considered that insufficient information was available to 

warrant the item being placed on the agenda for the Board
1

 s thirty-fourth session: 

at that time there would not be available any information over and above that 

already indicated. … 

There was one further point that concerned the paper presented by Dr Omura 

("Detailed Studies on the Operation of the Organization"). The present item, 

2,9.1> or perhaps the following one, 2,9*2, might be an appropriate point at which 

to consider that paper. 

The CHAIRMAN invited members of the Board first to consider document EB))/，. 

Professor ZDANOV said that he did not fully understand document EB35/3 but 
• ‘ . • . " - • -1 .... 

presumed that it was an interim report giving information on the progress achieved• 

Dr Omura
1

s paper was of great interest and he supported the proposal to appoint 

a group of consultants which would provide the Executive Board with the possibility 

of considering the Organization
1

s work in great detail and, consequently, of 

assessing it more efficiently. He would, however, like to ask Dr Omura if he did 

not think it would be more practical for the group of consultants to be convened at 

the present stage of the study referred to in document EB33/), and to provide the 

Bpurd with its conclusions. 
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Dr AL-WAHBI said that Conference Document No. 5 (containing Dr Ctoura's paper) 

had been circulated only that day. Thus he, and possibly many other members^ had 

not had sufficient time to study what was a very important question. He would there-

fore request that consideration of the proposal should be postponed until a later date, 

although he agreed with Mr Siegel that it was connected with the item under discussion. 

However, it was precisely because he wished to have time to study the matter that he 

had originally asked that Dr Omura should put his proposal in writing. 

Dr OMURA expressed his appreciation to the Board for having allowed him to present 

his paper and he wished to say a brief word about his reasons for so doing. 

Successive World Health Assemblies had added ever more to the work of the Board 

and had rarely dropped or curtailed any programme. Neither the Assembly nor the 

Executive Board could produce the scientific and objective criteria with which to 

form an opinion on the matter without some expert advice. 

The CHAIRMAN said that he would gladly agree to Dr Al-Wahbi
f

s request to post-

pone consideration of the paper presented by Dr Omura and at the same time Suggested 

that consideration of item 2.9*2 (Selection of a subject for the future organizational 

study to be made by the Executive Board) could also be postponed. 

He went on to ask if the Board would then agree to express its appreciation and 

approval of the report of the Director-General in document including the 

tentative time-table therein. . 

It was so agreed> (Por continuation of the discussion, see minutes of the 
seventeenth meeting, section 7-) 
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5, CONDUCT OF THE GENERAL DEBATE IN PLENARY MEETINGS OF THE ASSEMBLY: Item 
of the Agenda (Resolution EB32.R28; Documents EB))/l5， EB35/15 Corr.l and 
KB35/WP/1) 

The CHAIRMAN asked Mr Siegel to introauce the item. 

Mr SIEGEL, Assistant Director-General, said that the subject was on the Board
1

 s 

agenda as the result of a discussion that had taken place in the General Committee 

during the Sixteenth World Health Assembly. The Board had considered the matter at 

its thirty-second session and had adopted resolution EB32,R28
e
 In accordance with 

that resolution the Director-General had sent a letter on 31 July 1963 to all 

members of the Board containing the references and/or records of discussions in the 

Health Assembly and Board, and the report of an ad hoc committee of the United 

Nations General Assembly that had dealt with a similar matter in the United Nations. 

The letter requested members of the Board to submit their comments in writing; two 

replies had been received and were reproduced in document ЕВЗЗ/WP/l. A number of 

other international organizations had felt the need to examine the procedure for the 

conduct of general debates in their governing bodies, and the action they had taken 

was summarized in Annex 工 工 to document EB35/15- FAO was still dealing with the 

matter; that organization had made attempts at its recent conference to limit the 

time allotted to speakers, but the measure had been only partly successful. Towards 

the end of the United Nations General Assembly in 1963 the Chairman of the Second 

Committee had submitted to that committee a document containing suggestions for 

limiting the time allowed to speakers or limiting the general debate to plenary-

sessions of the Assembly. From the action so far taken, it was clear that nearly 

all the international organizations were facing a problem in connexion with the 

conduct of general debates, and that they were trying to solve it. WHO was 

maintaining contact with those organizations on the matter• 
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Professor ZDANOV said that the discussion at the Board
1

 s thirty-second session 

had shown that the problem was difficult to solve, mainly because it was not possible 

to run counter to the provisions of the Constitution by introducing rules that would 

limit the right of expression of some lumbers. The most that could be done would be 

to make certain recommendations, for no one could deprive representatives of Members 

of the Organization of their right to speak. Por that reason, he proposed that the 

procedure at present in force should be maintained, and that the Board should mere ly-

re quest the Director-General to keep in touch with other organizations on the matter• 

Dr TURBOTT seconded Professor Tdanov 1 s proposal. 

Dr WATT agreed with the previous speakers• He considered, however, that the 

Board might examine its own Rules of Procedure with a view to finding a solution to 

any similar problem that might exist in the Board; if its experiments were successful, 

they might serve to guide the Health Assembly• 

The CHAIRMAN agreed with Professor Tdaxiov that the Board could not give directives 

to the Health Assembly, 

He was one of the two Board members v/ho had replied to the Director-General
1

 s 

letter, and his suggestions had been made on the assumption that any recommendations 

which the Board thought fit to forward to the Health Assembly would be brought to the 

attention of the General Committee for use in planning the programme of work of some 

future Assembly, If, however, the Board preferred to make no recommendation, he would 

have no objection. 
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Dr AL-WAHBI did not think that any directives in the matter were desirable or 

necessary in a democratic institution such as WHO, whose reputation stood high in the 

дагМ. The present procedure was satisfactory, and should be retained. Moreover, 

the Rules of Procedure of the Health Assembly provided that the time allowed to speakers 

could be limited, if that proved necessary at any time. 

Dr ANDRIAMASY said that he had attempted to draft some suggestions, but had 

finally come to the conclusion that they were inappropriate. He considered not only 

that the time allotted to speakers should not be limited, but that the previous practice 

of allowing them to speak from the rostrum in the general debate in plenary meetings 

of the Health Assembly should be reintroduced. 

Dr ЕУАШ, referring to Dr Al-Wahbi
1

 s remarks, said that in his opinion the 

prestige of the Organization was suffering from the way in which it conducted its 

business• It was becoming increasingly difficult for delegates to attend the whole 

of the Assembly
1

 s sessions, and, since the first week of the Assembly was devoted 

to the general debate and the technical discussions, more and more of them tended to 

come only at the beginning of the second week. He agreed that the right of delegates 

to speak had to be respected, but some attempt at self-discipline would be of benefit 

to all« There was therefore much to be said for the suggestions made by Dr Layton 

in his reply to the Director-General's letter• He supported the Director-General
1

 s 

efforts to cut down the time spent on the general debate in the Assembly and considered 

that to limit the time allowed to speakers would be the best way of doing so. The 

other solution would be to allow delegates to submit a written statement which would be 



included in full in the records, whilst limiting the time allotted to them for 

its presentation. Such a solution would enable delegates to retain their 

Interest in the proceedings - which was impossible under the present system. 

Dr WATT said that the time allotted to speakers was in fact limited by the 

time limit set for the duration of the Assembly. The problem was how best to 

distribute the time available• The matter should be left as it was for the 

time being, but should be kept under review by the Board and the Health Assembly. 

Many Member States had not yet expressed an opinion. 

In reply to a reminder from the CHAIRMAN that only members of the Board had 

been asked for comments, Dr WATT said that the views of all Member States would 

be welcome. 

The CHAIRMAN reminded members that the matter had been referred to the Board 

because of the concern of certain delegates to the Health Assembly at having to 

interrupt committee meetings in order to finish the general debate in plenary 

meeting. The Board should therefore try to find some suggestion that would 

assist the Assembly. 

Professor CANAPERIA recalled that, at the thirty-second session of the Board, 

some members had expressed dissatisfaction with the way the general debate was 

conducted in the Health Assembly• However, since they appeared to have changed 

their opinion since then, it was perhaps futile to continue the discussion. 
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Dr KAREFA-SMART said that, since the matter had appeared twice on the Board's 

agenda, and since the Director-General had received comments on it from some members, 

it would be only fair for the Board to adopt a resolution asking the Director-General 

to transmit his report, and those comments, to the Assembly. It was certain that 

the Health Assembly would itself consider the matter further• He suggested that 

the Rapporteur should be asked to draft a resolution along the lines he had indicated • 

Dr TURBOTT reminded members that Professor Zdanov had made a proposal, which 

he had seconded. 

At the invitation of the CHAIRMAN, Mr SIEPEL suggested the following draft 

resolution to give effect to the proposals made : 

The Executive Eoard, 

Considering that, as a result of the increase in membership of the 
Organization, the number of delegations attending the World Health Assembly 
has grown considerably; and 

Considering further that the duration of the session and the time 
available for its plenary meetings, committees and other sub-divisions are 
limited, and that it is essential that all delegations should be able to 
participate fully and freely in the work of the Health Assembly, 

BELIEVES that decisions regarding limitations on time allowed to each 
speaker, or other arrangements to govern general debate, should be in 
accordance with the Rules of Procedure of the Health Assembly； 

2. REQUESTS the Director-General to continue to study this matter and 
report to the Executive Board and/or the Health Assembly any new arrangements 
which could usefully be followed» 

In reply to a question by the CHAIRMAN, Professor ZDANOV said that, to save time, 

he would agree to the text read by Mr Siegel. However, he saw no reason to keep the 

matter under study. 
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Dr AL-WAHBI proposed that paragraph 2 of the draft resolution be de le ted • 

The CHAIRMAN asked Professor ïdanov and Dr Karefa-Smart if the draft resolution, 

amended by the deletion of paragraph 2, would be acceptable to them. 

Professor ZDkWV and Dr KAREPA-SMART signified their agreements 

The CHAIRMN then put the draft resolution, thus amended, to the vote. 

Decision; The draft resolution was adopted unanimously/丄 

6. REPORT ON THE FOURTEENTH SESSION OF THE REGIONAL СОММПТЕЕ POR THE WESTERN PACIFIC 
Item 5.6.1 of the Agenda (Document EB))/5) 

The CHAIRMN asked the Regional Director for the Western Pacific to introduce 

the Regional Committee
1

 s report on its fourteenth session (document EB53/5)• 

Dr РАЮ, Regional Director for the Western Pacific, said that the fourteenth 

session of the Regional Committee had been held at Port Moresby； the session had 

been opened, on 5 September 196), by Sir Robert Г-fenzies, the Prime Minister of 

Australia• The session had been particularly interesting, in that it had been the 

first to be held in a South Pacific island territory• 

The Committee had examined the thirteenth annual report of the Regional Director, 

and had expressed satisfaction with the progress made• A short summary of the main 

items discussed appeared as Part 工 of the Regional Committee
r

 s report • During the 

discussion, particular attention had been drawn to the work in maternal and child 

health, and it had been suggested that such work provided an opportunity for bringing 

together a number of related professional skills. The Committee had recommended that 

attention be concentrated on the nutrition aspects of maternal and child health, 
‘

 1

 _ • 
1

 Resolution EB33.R24. 
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The proposed programme and budget estimates for the' Region for 1965 had been 

reviewed by a Sub-Committee on Programme and Budget, and the Sub—Committee
1

 s report 

was reproduced in Annex 3 of the Regional Committee
1

 s report. 

Three technical papers had figured on the Committee
1

 s agenda: on the fluoridation 

of water supplies, on the disease known as "kuru" in the Territory of Papua and 

New Guinea, and on studies carried out in the Region on cholera El Tor. With regard 

to "kuru", the Committee had reviewed a report presented by the Director of Public 

Health of the Territory of Papua and New Guinea; the disease occurred in a well-defined 

area of the territory; there was at present no effective treatment for it and it was 

almost always fatal• The Government of Australia had established medical services 

in the affected area and had taken steps to prevent the disease from spreading to 

other areas• As regards cholera El Tor, so far Australia, China (Taiwan), Japan 

and the Philippines had carried out studies. The Committee had drawn attention to 

the importance of further studies on carriers of the disease and had proposed that 

any problem relating to the adequate vaccination of the personnel of fishing boats 
j* 

and similar ships moving from one country to another for emergency reasons be referred 

to the Regional Director• The need for adequate vaccination of such personnel had 

been drawn to the attention of health administrations in the Organization' s 

Weekly Epidemiological Record• 

The Regional Committee had also adopted a resolution urging governments in the 

Region to encourage the organization of refresher courses and in-service training 

for health personnel, and a resolution emphasizing the importance of genetic studies 

”•、.：.〜。 . . . . . . ‘ 
of isolated groups living in developing countries and recommending that WHO take the 

••• - , … • � . . . . ' 

initiative in exploring the possibilities of such research• 
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Technical discussions had been held on the role of the local health services 

in leprosy control. The report on those disotissions appeared as Annex 4 of the 

Committee
 1

 s report• The subject selected for the technical discussions at the 

Committee
1

 s fifteenth session was "The use of statistics in public health adminis-

tration" • 

The CHAIRMAN thanked Dr Fang for his report. He informed members of the Board 

that a draft resolution, noting all the reports of the regional committees, would 

be submitted for its consideration when they had all been discussed. 

Dr TURBOTT asked whether the Chairman would agree to adjourning the meeting 

until the following day. 

The CHAIRMAN read Rule У\ of the Rules of Procedure, in accordance with which 

any motion for suspension or adjournment of the meeting had immediately to be put to 

the vote. 

Dr KAREPA-SMART said that he had not interpreted Dr Turbott
1

 s remarks as a 

formal proposal for adjournment of the meeting• 

The CHAIRMAN agreed, but thought it would be appropriate to obtain the views of 

members on his request. 

Dr WATT having moved the suspension of the debate, the CHAIRMAN put that motion 

to the vote• 

Decision; The motion was carried by 15 votes in favour, 5 against, and 
no abstentions• 



The CHAIRMN said that the Board would resume its discussion the following morning. 

Dr KAREPA-SMART, speaking on a point cf order, said that Dr Watt had proposed 

the suspension of the debate, whereas the Chairman seemed to have interpreted the 

proposal as one for adjournment of the meeting. 
• h 

In reply to a question by the CHAIRMN, Dr WATT said that his intention had 

been that the meeting should be adjourned for the day, and that discussion on the 

report of the Regional Committee for the Western Pacific should continue at the next 

meeting. 

It was therefore agreed to adjourn the meeting. 

The meeting rose at 6>50 
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1. CLINICAL AND PHARMACOLOGICAL EVALUATION OF DRUGS: Item 2 O of the Agenda 
(Resolutions WHAI606 and WHAI6.3S; Documents ЕВ̂З/12 and EB53/17) 

Clinical and pharmacological evaluation of drugs; report by the Directór^Cj¿neral 

At the invitation of the CHAIRMAN, Dr BAROYAN, Assistant Director-General, 

introduced document EB))/l2, a report by the Director-General which had originated 

from the request contained in resolution WHA16•36• The first section of the report 

briefly explained the terms of that resolution and the second part contained the 

Director-General
1

 s observations• 

In compliance with operative paragraph (2)…”of the. resolution the…transmittal, 

through WHO, of governmental decisions on withdrawal or limitation of drugs as a 

result of adverse reactions had begun, and further experience might enable useful 

suggestions to be made for its possible improvement at a later date. 

After further exploration, it appeared that the recommendation of the Scientific 

Group on the Evaluation of the Safety and Efficacy of Drugs, endorsed by the . 

Advisory Committee on Medical Research/ to the effect that WHO should assume activity 

and responsibility in organizing a systematic collection of information on adverse 

drug reactions was as pertinent as ever. 

An examination of the usefulness of an international system of information on 

the names, e t c” of new drugs had indicated that it did not at present appear 

feasible within the existing limitations of manpower and that, in view of the 

existing means of obtaining such information, the considerable administrative and 

financial implications could hardly be justified. 



The last point which the Health Assembly had recommended for further study was 

the formulation by WHO of generally acceptable principles for the evaluation of the 

safety and efficacy of drugs at the various stages. A recommendation by the 

Scientific Group to the same effect had meanwhile been endorsed by the Advisory 

Committee on Medical Research, The Second International Pharmacological Meeting 

(organized by the Section on Pharmacology of the International Union of Physiological 

Sciences in consultation with WHO) had also discussed the question and had considered 

it desirable that WHO should tackle it. 

The substance of the points he had mentioned was summarized under the heading 

"Conclusions" on page 5 of document EB))/l2，and the Board might wish to take them 

into consideration for the possible formulation of a resolution. 

Professor ZDANOV congratulated the Director-General and his staff on the very 

interesting report.
 # 

In a number of countries, including the Soviet Union, special groups had been 

set up to study the question of the toxic effect of drugs
f
 and had established 

contact with WHO, He emphasized the usefulness and importance of the work and 

hoped that it would be increasingly developed. 

Dr EVANG recalled that at the time when resolution WHAl6.)6 had been drafted 

there had been a great deal of difficulty in finding a wording to satisfy everyone. 

On the one hand there had been a desire to avoid turning the Secretariat into a 

kind of post-office handling a tremendous amount of material, and on the other hand 

it had been felt by all participants, as Professor Zdanov had pointed out, that the 

activity was an extremely important part of the Organization's work. Operative 

paragraph 2 of the resolution read: 



(a) to communicate immediately to WHO 

(i) any decision to prohibit or limit the availability 
of a drug already in use, 

(ii) any decision to refuse the approval of a new drug, 

(iii) any approval for general use of a new drug when 
accompanied by restrictive provisions, 

if these decisions are taken as a result of serious adverse reactions； . . .
Tf 

He would be glad if the Secretariat would indicate how it interpreted that 

wording in the light of the experience gained so far. For example, a certain drug 

that a country had accepted and had had in use for some time might, in the opinion 

of the pertinent authorities, have been shown to have adverse reactions as a result 

of which a decision would be taken to prohibit or limit its availability, in which 

case the government would be requested to report the matter to WHO. That case was 

quite straightforward. In the case envisaged in paragraph 2(ii) of the resolution, 

however, which referred to "any decision to refuse the approval of a new drug", 

countries would not have' haà any possibility for observing adverse reactions since 

they would not have had the drug in use. Nevertheless, the appropriate authorities 

of the country, before making their decision not to approve the drug, would have gone 

through all the available scientific literature to discover that adverse reactions 

had been found somewhere in the world. He had interpreted that paragraph of the 

draft resolution in its widest sense, since in any other sense it would be meaningless. 

A great number of countries, in coming to a decision to prohibit or limit the 

availability of a drug, had to base themselves on experience gained in other countries. 

He would be glad if the Secretariat could indicate whether any conclusion had been 

arrived at on that matter; if not, an attempt should be made to clear it up at the 

Seventeenth World Health Assembly. 



Не referred to paragraph of document EB53/12厂 which read: "The researcti 

for and formulation of generally acceptable principles on which to base requirements 

for the evaluation, of drug safety and. efficacy should be pursued by WHO with the 

assistance of the Advisory Committee on Medical Research". He was not quite clear 

about the meaning of that paragraph. WHO, in pursuing certain topics, had already 

accepted various types of approach: it might be by means of an expert committee, a 

conference, a symposium, etc., and he would be glad to know what the intention was• 

He wondered whether the stage, had not been reached where an attempt might be made in 

the interest of the protection of health to introduce a further study on the inter-

national control of drugs, in accordance with the opinion voiced on several occasions 

to the effect that no drug should be permitted to move in internaticnal trade from a 

producing to an importing country until it had been approved by the proper authorities 

of the producing
(
 country. 丄 . r :í , 

Professor MUNTENDAM； referring to section 2.2 of document EB^/12, said that 

» ‘ • • 

although the aim of operative paragraph 2 of resolution WHAl6.)6 was very clear, it 

could be seen from the observations of the Director-General that its execution was 

difficult and partly impracticable
e
 An attempt should be made to limit the plan to 

its practicable aspects, involving mainly the communication of decisions to prohibit 

the availability of a drug already in use. 

With regard to section 2.3 of the report, efforts should be made to establish 

as soon as possible a generally acceptable scheme for the collection of data on 

adverse drug reactions. Such a scheme could be used by those countries that had 

not yet set up a system of their own for the purpose, and co-operation on a world-

wide scale would be much easier if the various countries used the same system. 



Possible schemes for the collection and screening of data could be divided into 

three categories: the collection by inquiry of data on certain drugs or groups 

of drugs suspected of causing adverse reactions; the collection bj a limited 

number of hospital centres of information on adverse reactions which might be 

caused by drugs, and its communication to a single rational agency; and the 

collection of information from practising physicians, for which purpose special 

forms should be devised. After expert agreement had been reached on the 

feasibility of one of those three schemes, an international, WHO-sponsored 

communication system could be considered. 

With regard to section 3,4 of the report, the conclusion on the subject of 

collection and dissemination of non-proprietary and other names appeared to be 

correct. The need for such activity would decrease if the efforts to establish 

international non-proprietary names for all drugs at the moment of introduction 

into general use proved successful. Still more emphasis should be placed on 

speedy, action with regard to the establishment of such names. 

Referring to section of the report, he said that the formulation of 

generally acceptable principles and requirements applicable to the various stages 

of the experimental evaluation of drug safety and efficacy would be a very 

important achievement. Since various countries were independently trying to 

establish their own standards, an effort by WHO to combine those activities would 

be very useful. 



Dr WATT referred to paragraph 3.3 of document EB)3/l2, which contained the words: 

"A further step for WHO would then be the co-ordination of relevant national activities 

with a view to pooling, assessing and disseminating the evidence available as a result 

of such activities". He would be glad of some elucidation concerning the use of the 

word "assessing". Was it intended, for example, to relate to a report whose 

reliability had been determined by an agency established to evaluate it, or to a 

report simply based on suspicion, and with no evaluation. The second case would 

obviously mean quite a different activity for WHO. He would be interested to know 

what had been in the minds of the Scientific Group and the Director-General when using 

the word "assessing". 

Dr HALBACH (Addiction-producing Drugs), speaking at the invitation of the 

CHAIRMAN, said that of communications so far received concerning thirty-one drugs, 

about one-third referred to prohibition or restriction after the drugs had been in 

use for some time in the countries concerned. No case had yet arisen to invoke the 

provisions of paragraph 2 (a) (ii) of resolution WHA16.36. 

As was explained in document certain difficulties might be expected in 

tlçie proper functioning of those provisions, in that the information that might lead to 

the immediate rejection of a drug might in some cases be subject to certain limitations 

and it might not be possible to handle the case in a very clear manner. Those diffi-

culties had not, however, so far appeared in practice. 

Dr Evang*s next question had referred to paragraph 3.5 of document EB33/l2
e 

He had asked how the research for and formulation of generally acceptable principles 

on which to base requirements could be pursued. The question had to be left open, 

because what was needed first was a "green light" for the Organization to go ahead in 



that respect. He thought the best approach would be first through informal consultant 

groups, and then when the time came for the formulation of hard and fast texts to be 

submitted to governments for their comments and approval, perhaps an expert body could 

formulate them. 

Professor Muntendam had spoken in favour of a possible amendment of the 

provisions of operative paragraph 2 (a) (i) of resolution WHAI6.36 by omitting the 

reference to limiting the availability of a drug. It was true that reference had 

been made in the report to the lack of complete clarity concerning the meaning of the 

term "limitation" in a given case. Por example, from the thirty-one communications 

that had been received about one-third concerned drug warning letters issued by 

pharmaceutical firms advising physicians against the use of a particular drug in 

particular circumstances. That type of information was often rather lengthy and 

needed careful examination in order to understand it completely, and that was one of 

the reasons why it had been proposed that the Secretariat be given a certain time to 

observe the working of the provision under operative paragraph 2 of resolution WHAI6.36 

before submitting observations for a possible improvement. 

He had noted that Professor Muntendam agreed with the conclusion in paragraph 5•斗 

of document EB33.12 that the information services contemplated in resolution WHAI6.56 

should not at present be undertaken, and also with paragraph concerning the 

research for and formulation of generally acceptable principles. Such principles 

would have to be of a fairly general character, as was clear from the many reports of 

professional meetings that were available. On the other hand, it was clear from the 

discussions at those meetings that there was a desire in scientific circles to see 

some such basic principles formulated and accepted. 



With regard to paragraph 3*2 of document EB33.12, Prófessor Muntehdam had outlined 

three ways in which information on adverse di?ug reactions' could be obtained, which 

indicated that he agreed in principle that'the Secretariat should do something on the 

lines proposed in the report. •• 

• .. . .. ...... ,』、.， ，.. .....- ;...:. -• . V； - •.' -

With regard to Dr Watt
1

 s point concerning the meaning of the word "assessing" 

in paragraph Ц the question was one that had been raised on previous occasions. 

The Scientific Group had taken the word to mean'the collating and comparing of 

observations tô be passed to WHO after having been screened for their reliability by 

an expert body in the particular country or region. The objective was to obtain a 

balanced opinion on the'basis of available information from all countries willing to 

supply it. The desirability for such a course had been emphasized both by the 

Advisory Committee on Medical Research and the Second International Pharmacological 

Meeting. 

Dr EVANG asked whether some indication could be given of how the Secretariat 

itself had interpreted' operative paragraph 2 (a) (ii) and (iii) of resolution WHAI6.56. 

He had already cited a possible example under (ii), and he now had one to offer under 

(iii)• A country might be faced with the question of restricting the use of a 

preparation for, say, contraception because of its serious virilizing effects on girl 

babies that had been observed in certain, countries. .'The countries making those 

observations might have taken no steps to limit or prohibit the use of the drug because 

their pertinent authorities, did not regard the effects as serious. . The country 

concerned might, however, take a different position ^id wish to restrict the изе of 

the preparation to purposes other than contraception.. Would the Secretariat interpret 

the resolution to
:
 mean that the country in such a case should report or not? 
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Не had understood Dr Halbach's explanation with regard to section 3-5 of the 

report to mean that the reason why the point had not been spelt out more specifically 

had been that the "green light
11

 was awaited. The Health Assembly was the body-

responsible for showing that "green light’、and in that connexion he referred to 

operative paragraph 4 of resolution WHAI6.56, which, in sub-paragraph (c), requested 

the Director-General "to continue the .study of the possibility of formulating, and 

of seeking international acceptance of, basic principles and requirements applicable 

to the toxicological, pharmacological and clinical evaluation of drugs"• When he had 

taken part in the discussion of that resolution in the Health Assembly he had regarded 

it as the "green light" for the Director-General to go forward• If it were not so 

regarded he thought that consideration should be given to strengthening it at the 

Seventeenth World Health Assembly. 

Dr HALBACH said that it had been anticipated that information such as that 

envisaged by Dr Evang would arrive, and that had been the Secretariat's interpretation 

of operative paragraph 2 (a) (ii) and (iii) of resolution WHAI6.36. 

The Secretariat had not interpreted the resolution as having given the "green 

light" to go forward with the formulation of basic principles of evaluation, but was 

continuing to look into the question and to attempt to obtain useful material. 

Dr WATT said that the word “assessing" still puzzled him a little. If he had 

understood Dr Halbach
1

 s reply correctly, the responsibility would be to look at the 

different sets of information available, and if they were in conflict to point out 

their differences to those that were to receive them. He did not understand therefore 

why it had been found necessary to add the word "assessing" instead of merely keeping 

to the terms of the resolution, which spoke of collecting and disseminating. 



The CHAIRMAN said that in the French text the word "analyser" appeared to be quite 

clear. He would, however, ask the Secretariat for guidance concerning the English 

text. 

Dr DOROLLE said that the translators had evidently found the same difficulty as 

Dr Watt in understanding the meaning of the word “assessing" in the context in which 

it appeared, which had led them to interpret it in too v/ide a sense. Perhaps some 

expression that would mean something midway between the English word "assessing" and 

the French word ”analyser" would express what the original text had been intended to 

convey• 

Dr WATT said that he was convinced that there would have been no problem if the 

report had kept to the words of the resolution、 

Dr GAYE, Rapporteur, read out the following draft resolution: 

The Executive Board, 

Having noted resolution ША16.36 on the development of a programme 

related to the evaluation of the safety and efficacy of drugs; 

Having considered the report from the Director-General on the clinical 
1 

and pharmacological, evaluation of drugs; 

Emphasizing that international co-operation is essential to achieve 

the objectives of the above-mentioned resolution; 

Appreciative of the assistance given in this respect by Member States, 

the Advisory Committee on Medical Research and the Section on Pharmacology of 

the International Union of Physiological Sciences; 

1

 Document SB53/l2 



Desirous of a rapid development of a rational programme by which WHO 

can contribute to the protection of man against hazards arising out of the 

medical use of drugs, 

RECOMMENDS that the Seventeenth World Health Assembly 

(1) invite Member States: 

(a) to continue to communicate to WHO decisions relating to the 

withdrawal or restriction of the availability of drugs as specified 

in resolution WHAI6.36 and in the Director-General
1

 s circular letter 

C.L.29.1963 of 8 August 196)， 

(b) to continue, with a view to eventual international collaboration, 

their arrangements for a systematic collection and evaluation of infor-

mation on serious adverse drug reactions observed during the development 

of a drug and, in particular, after its release for general use, and 

(c) to communicate to the Director-General the text of the 

principles and requirements which they consider essential for the 

evaluation of the safety and efficacy of drugs; and 

(2) request the Director-General: 

(a) to continue the collection and dissemination of decisions 

relating to adverse reactions as specified in resolution WHAI6.36 

and to report to the Executive Board if and when changes in these 

arrangements appear desirable, 

(b) to pursue, with the assistance of the Advisory Committee on 

Medical Research and with a view to eventual international 

co-ordination, discussion on satisfactory methods for monitoring 

adverse reactions of drugs already in use, and 

(c) to undertake, with the assistance of the Advisory Committee 

on Medical Research, the formulation of generally acceptable 

principles and requirements for the evaluation of drug safety and 

efficacy. 



Dr EVANG said that ‘in listening to the draft resolution it had seemed to him 

that it was not framed in such a way that any decision not to accept a new drug 

would be excluded from the reporting. He drew attention to section 3¿:2 of 

document EB33/12, which contained the words "With regard to the arrangements as 

laid down in resolution WHA.16,36 for the communication of governmental decisions 

on withdrawal or limitation of drugs . • Those words did not correspond with 

resolution WHAl6
#
36^ since they lost sight of the important point concerning the 

refusal to approve a new drugs a drug that had not been in use could not be 

withdrawn. He would be prepared to support the draft 

it to be in full compliance with resolution ¥HAl6.36. 

The Œ A i m m said that 

Board should meanwhile pass 

Standards of Drugs: report 

the draft resolution would 

to item 2.3.2. 
— -

by the Director-General 

resolution but would prefer 

be circulated
 3
 and the 

Dr BAROYAN said that
5
 while it was natural that countries should wish to 

obtain assurance of the satisfactory quality of the pharmaceutical preparations 

imported into their co-untries^ in most cases such assurances could not be obtained 

simply by requesting certificates of quality from the exporting country, firm or 

agent. The reasons for that could be found in document ЕВЗЗД7. 

Pharmaceutical quality control was vitally important. Even in countries 

that had a comparatively elaborate system of quality control, it was possible for 

mishaps to occur owing to the bad quality of some phaimaceutical preparations, 

with lethal or very serious side-effects. Dangerous side-effects might arise 

from disintegration products in tablets and other pharmaceutical forms, from lack 



of sterility of injectibie solutions, inadequate closures, etc. Adequate packing 

and storage conditions were especially important for drugs sent to certain tropical 

areas, and the accelerated tests and other precautions for stability of the drugs 

needed from manufacturers might not have been taken. 

The satisfactory quality of all drugs, whether produced within a country for 

home consumption or export, or imported, was a necessity for the protection of 

health. The establishment of good quality control would make it possible to 

ensure a comparative level of qualitj^ and potency for all drugs in the different 

Member States• 

WHO gave assistance to Member States by proposing specifications and general 

laboratory methods for pharmaceutical and biological quality control
9
 as included 

in the International Pharmacopoeia， and by providing consultants and training 

specialists. 

Dr EVANG drew attention to paragraph 5 of docwient EB33/17，the first sentence 

of which read: "From what has been said, it can be seen, however，that no other 

effective and practical way of controlling the quality of drugs imported exists 

than by checking it in an official control laboratory of the importing country" • 

He coiild not accept that statement, and was rather disappointed with the line of 

argument taken in the entire dociiment. A negative result was produced because) 

as was well known, it would be many years before the majority of the drug-consming 

countries could find themselves economically and technically in a position to 

establish such laboratories. That was, of ccmrse, the ideal solution， and might 

even be claimed to be the only effective one, but to dismiss other possibilities 

to the extent that the réport did was something that he found great difficulty in 



accepting• It would be a great steD forward if the drug exporting countries could 

be asked to establish control bodies through their national health services in order 

to give the importing countries the same degree of protection as the populations of 

the exporting countries themselves• It should be a minirrrum requirement that that 
• . • • \ - “ 

protection should be given before a drug co-uld move in international trade. 

Dr WATT said, that he was somewhat perplexed
 5
 since Dr Evang appeared to be 

asking for one thing and proposing something quite different. It was the respon-

sibility of the country concerned to protect the consumers in that country. That 

did not necessarily mean that there must be a physical facility within the country 

in the form of a drug-testing laboratory: it could be done by contract or by the 

acceptance of certification from some other source. However， the manufacturer of 

a drug would have no means of checking on possible adulteration that might take 

place after the drug had ceased to be under his control, and there were many ways 

of tampering with drags. The only possible protection was to ensure that there 

was adequate local machinery for imposing an adequate penalty in such a case. 

Professor WIDY-WIRSKI said he was inclined to agree that the measures 

advocated in the conclusion to the report (EB33/17， paragraph 6) would provide the 

answer to the problem. He would, however^ like to know what would ensue in the 

event of there being a difference of opinion between the laboratories of the 

exporting and the importing couriories in any given case* For instance, was it 

envisaged that arbitration would be resorted to? 
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Dr MORSHED pointed out that it would take time for many of the developing 

countries to reach the point where they might establish their own drug control 

laboratories. He wondered, therefore, whether WHO might not collect and evaluate 

data，in the same way as was done for vaccines, about important new drugs coming 

on the market， and issue licences to be used in the importing countries. 

Dr SÏÏBA.NDRIO said she too found that the report ran counter to the spirit of 

resolution WHA.16.36. The underlying purpose of that resolution was to protect 

importing countries against receiving drugs which might be dangerous or of little 

value for therapeutic purposes. She cited a number of passages in the report in 

support of her point. 

In response to Бг Evang
f

s request^ she had no hesitation in saying that the 

developing countries^ which embraced some two-third s of the whole h-uman race and 

the peoples that were in most urgent need of drugs， did not possess adequate 

facilities to provide the needed protection. Those peoples were largely dependent 

on the producing countries for medicines and drugs, for which they were ready to 

pay. Was it therefore too much to ask that the producing countries should provide 

some form of certification that the drugs being sold were of therapeutic value or 

at the least not dangerous, particularly considering the benefits they were deriving 

from that trade? 

It might be true, as the report maintained
9
 that certification of the kind 

either from the government or from some institution woiild have no value^ but 

complying with some such regulations would at least rule out the greatest disasters. 

The exporting countries should be ready to make some effort in the matter• 



Secondly，it might also be true that many drugs exported were not in use in 

large quantities in the producing countries. Nevertheless some guarantee should 

be given that they were not d a n g n u j , because the institutions in the receiving 

countries still lacked the qualified staff^ material and equipment for testing 

purposes• With their limited facilitiec^ those countries were doing their utmost 

in the matter, but the trade was so "large that their could not cover every drug 

import. The present situation was tantainbunt to using men as guinea—pigs• 

It wo"uld seem from the conclusion to the report (paragraph 6) that exporting 

countries were called upon to institute controls and that importing countries 

shoxxld organize as soon as possible their own testing facilities. It had been 

rightly said by earlier speakers that WHO should give help and guidance in the 

latter regard. She apologized for her strong feeling on the matter^ but two-thirds 

of the h m a n race were at risk and if the developing countries could not turn to 

WHO for help, she failed to see where else they could apply. 

Dr EVANG
5
 referring to Dr Watt

T

 s suggestion that a country must itself be 

responsible for the steps to protect its people
1

s health， said the matter conld 

be argued in many ways, He took as an example the quarantinable diseases. The 

extent to which the population of a given country xras protected in that instance 

depended not only on the steps taken by the country itself but on the steps taken 

under the international regulations by the endemic countries. The stage had been 

reached with regard to the quarantinable diseases where it might seriously be asked 

whether they represented a greater hazard in the world today than the drugs moving 

uncontrolled in international trade， more especially if the trend towards 



unnecessary consumption of toxic compounds was taken into account. A new form of 

drug addiction was abroad in the world. The idea was widespread that every 

disease needed a drug, and many people were unable to get through their day unless 

supported by the knowledge that they had drugs available to them. In the inves-

tigation that had been carried out in Germany on thalidomide， it had been found 

that significant members of pregnant women had been taking up to twenty drugs a day 

with the object of protecting the coming child. 

Every member of the Board was aware of the danger inherent in the present 

situation; hence the disappointment with the somewhat negative conclusion of the 

report. He would stress that his concern was not based on the situation in his 

own country. It was both an exporter and importer of drugs
9
 and very strict 

regulations were applied in its national control laboratoiy. No problem existed 

therefore, apart from the question of the unnecessary use of drugs. 

Professor MUNTENDAM said he was sorry that he too must express disappointment 

about the report. If he recalled aright, the representative of India had raised 

the question in the Sixteenth World Health Assembly of how the poptilations of 

countries that could not at the moment or in the near future establish drug control 

laboratories might be protected. The Health Assembly had asked the Board to 

examine ways and means of ensuring that exported drugs complied with drug control 

requirements for the domestic market of the producing country. That being so^ 

he was led to query whether the report，and in particular paragraph 5，constituted 

the answer to be given to the next Health Assembly. To his mind it was no answer, 

because many countries at the moment were not in a position to establish control 
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laboratories. It was inconceivable that there was no possible way whereby WHO 

might institute international control to give protection to those countries. 

Serious thought should be given as to whether the Board could present the report 

to the next Health Assembly in response to resolution WHA16.36. 

Dr GJEBIN said that^ even though most of his points had alreadv been covered 

by earlier speakers,• the subiect was so important that he felt impelled'to make a 

few observations. Undoubtedly the best solution would be for every country to 

have national control authorities. He would hasten to add that such authorities 

existed in his own country. But the same was not true of most of WHCMs Members, 

and moreover the services needed for control work were costly to run and the work 

was time-consuming 一 an added disadvantage in passing on the benefit of new drugs 

to the people. 

He felt that WHO could give a lead in the matter. At the тэге sent time 

there was a certain duplication in the work, in that often the same tests were 

done by both the exporting and the importing countries • Ш0 might try to 

introduce a measure of co-ordination, so that one might rely on the resiiLts 

obtained by the other. The potential value of such action would be even greater 

where one of the countries had no control services. WHO should insist on the 

exporting country
1

s issuing some kind of certificate or guarantee to ensure that 

drugs not permitted on the domestic market should not be eligible for export， 

as was the case frequently at the moment. 



On a point of detail, he asked for further information on the statement that 

certain countries had now introduced legislation to make it possible to send 

inspectors to inspect plants and their quality control in the country from which 

they believed that the drug originated. He himself knew of no such countries. 

Dr AL-WAHBI welcomed the forthright observations of Dr Evang, which had 

served to place the problem squarely before the Board. It was in fact the 

developing countries, as drug importers, that were the most affected, and those 

were precisely the countries that were.devoid of the facilities for protecting 

themselves. He too was disappointed that the report did hot offer any 

immediate practical solution. The question was what was to be done now. Was 

it asking too much to expect WHO to mediate, if no more, with the producing 

and exporting countries to assist the developing countries in ensuring that 

drugs be tested prior to exportation until such time as the developing countries 

could set up their own control laboratories? That would seem to be a reasonable 

and modest demand. It would take time particularly to train the staff needed 

for such facilities in the developing countries. 

Professor CANAPERIA shared the concern expressed by previous speakers• It 
• .•广..• 

would be very difficult for a number of the drug importing countries to set up 

their own control services, and he was doubtful, even, whether it would be wise 

for WHO to issue such advice, in view of the costliness of such services and the 

fact that so many other problems were awaiting attention. 

He was even inclined to think that the report had gone somewhat beyond the 

task set in resolution WHA16•；58, which was in effect to ensure that drugs 

exported by any country should meet the requirements in their respect for 



domestic consumption. The report mentioned the difficulties involved in effecting 

control of pharmaceutical quality» Control was always difficult to achieve； 

nevertheless, an adequate guarantee was offered where a product was registered, 

controlled and licensed for sale in any country, and that was precisely the 

guarantee that previous speakers were asking for. 

At bottom, WHO'S task was a simple one; it would suffice to request all 

drug producing and exporting countries to ensure that the exported article was 

of the same quality as was required for domestic consumption, A certificate 

to that effect might eve置 be requested. 

Dr GAYE said he had a few comments to make and he trusted that he would be 

excused for using his own country
f

s experience to illustrate them. His country 

was at present engaged in reviewing the regulations governing medical and 

pharmaceutical practice. Much attention had been given to the question of drug 

importation, since control was needed at the point of departure and also at 

arrival• One could not always be certain that control was exercised at the 

point of departure, so that excessive caution in the matter could do no harm. 

Accordingly, a control commission had been set up, and in principle it would have 

a national control laboratory as its working tool. The cost involved, however, 

was by no means negligible and he was unable to say when and in what conditions 

it would eventually: be established• 

A number of outside considerations had to be taken into account in regard to 

pharmaceutical preparations, such as influence of climate and at times intolerance 

in a given group to some specific preparation. Accordingly, the entry permit 

should never be automatically granted. He was therefore glad to learn from the 

report that WHO might be able to furnish substantial help in the matter. 



Dr WATT thought he might have been talking at cross purposes with other 

speakers because of the practices in his own country. In the United States 

of America, the Government did not itself manufacture drugs nor had it any 

connexion with drug manufacture except in the case where drugs were passing 

in inter-state commerce, and then certain federal laws were applicable. 

Accordingly, a drug might originate in the United States and still not be 

subject to any federal statute. In speaking of country of origin, therefore 

there were a number of meanings that would apply• 
t . 

Over the years, a number of ways had been evolved for meeting situations 

of the kind, and one of them might prove the possible answer to the problem 

under consideration. The federal government had developed a series of 

model codes in respect of given matters and any code given sanction under 

all the individual state laws became in effect national legislation. A 

similar mechanism might be the means whereby the importing countries could 

obtain a standard code which in turn might become applicable throughout the 

whole worl(i. 

His earlier remarks had been misinterpreted to some extent, because he 

was in full sympathy with the needs of the developing countries. He had 

not meant to imply that all testing must be done by the importing country 

itself. He had merely meant that the responsibility must be designated or 

applied by that country. 



that the onus of responsibility for purity and _ .. 

should lie on the importing country itself, 

request, he described the experience of his own 

Most exporting countries, in sending out drugs that 

a certificate of quality, occasionally backed by 

the government but mostly emanating from the producing firrru The same 

applied in the case of developing countries that were drug producers. The 

certificate of purity issued by the manufacturer might lead to certain 

difficulties in case of complaints about quality. He accordingly agreed that 

the best way would be for the importing countries to have official control 

. . . . . . • •.' • •(. • 

laboratories of their, own. As that might not prove applicable for all importing 

countries, the alternative - which had already been adopted by some of the 

developing countries - would be to make use of Some other agency to carry out 

the necessary analysis and issue a certificate of satisfactory quality: Quite 

a number of such agencies existed in the world, prepared to effect that type of 

control for a small payment. 

Secondly, the situation was conceivable where a country would import drugs 

in excess of its needs, either inadvertently or on purpose to allow of re-

exportation. In that situation, which certificate should be relied upon: that 

issued by the original country of export or that by the country of re-export? 

Dr MORSHED wished to make it plain that he had not been talking about his own 

country in his earlier remarks. It was itself producing a large part of its drug 

consumption and no drug was licensed for import that did not meet very strict 

requirements• As a member of the Board he had been appealing to WHO to take 

positive action in the matter; the expenses involved could be charged to the 

Dr GUNARATNE agreed 

quality control of drugs 

Responding to Dr Evang
1

s 

country in the matter, 

had been ordered, issued 

pharmaceutical firms• 



Dr GJEBIN observed that the main difficulty in establishing control 

laboratories in the developing countries was lack of trained personnel. He 

accordingly wondered whether, as an experiment, it might not be possible for 

WHO to designate an existing national control laboratory to serve as an 

international centre covering a number of other countries. 

Mr BLANC (Pharmaceuticals) agreed that the situation whereby sometimes 

drugs of inferior quality could be exported was deplorable. The Organization 

had been examining the problem very- closely and the first requirement under 

resolution WHAI6.38 had been to investigate whether the exporting countries had 

the personnel, equipment and facilities, and above all the legislation, to 

ensure adequate quality control of drugs produced for home and export use. 

It had been found that both legislation and adequate facilities were lacking 

in many cases. That being so, thé question was what could be done by WHO to 

influence the exporting countries to introduce the requisite legislation, 

draw up regulations, establish laboratories, and take adequate measures for 

the purpose• And until that was done, was there any other means whereby the 

exporting country might achieve the same object, other than by requiring the 

manufacturer to give a certificate, in which case all dependence must be on his 

good faith? 

It was very difficult to see what more could be done in that direction 

to help the importing countries. The problem was complicated by the fact that 

the number of exporting countries was large and every day new plants were being 

established in the developing countries which naturally hoped to have a share 



in export trade for their production. The Same drug might be made in many 

different countries and .by шалу different iiianufacturers within the same country. 

Therefore the country wishing to import a drug could ask for a large number of 

tenders, and select the. offer best meeting its requirements in quality and price. 

WHO had tried to facilitate the matter of choice by preparing and publishing 

proposed specifications against which the offered drugs could be measured; Its 

work on the International Pharmacopoeia and on- special requirements in regard to 

sterility and so on of vaccines were cases in point. 

Assistance was being given and could be given to countries wishing to 

start quality control services of their own through those proposed specifications 

which could be adopted as the national standard for drugs produced for home use. 

In addition, consultant services wePe being provided to countries as well as 

fellowships for study abroad and help In drawing up programmes
4

' for the 

establishment of an adequate pharmaceutical quality control. • 

It was satisfying-to see that most countries had established laboratories 

for quality control and that those who so far had not were endeavouring to do so. 

Countries could also enter into bilateral and multilateral agreements so that 

they could accept each other's draigs or the certificates therefor. WHO would 

continue to contribute by assisting countries to establish such quality 

control facilities and through them the current situation could be virtually 

remedied within a few years. 



He had listened with particular interest to the remarks made by Dr Gaye 

about the establishment of such facilities in his country. As a result it 

would be able to buy the drugs it needed from the manufacturer and country of its 

choice, and ensure that they were of the necessary quality. 

In general, there was good will on the part of exporting firms and 

countries with regard to maintaining the necessary standards, although certain 

of the smaller firms, for financial or other reasons, might experience some 

difficulty in carrying out adequate control. A solution - albeit temporary and 

partial - was perhaps afforded, as an importing country could always apply to the 

exporting country to know whether a proper quality control had been carried out. 

The proposal made by Dr Gjebin with regard to the use of national centres as 

international centres needed study. The difficulty was that no national quality 

control laboratory could afford to analyse all the batches of the drugs being placed 

on its market. Consequently, risks were constantly being taken. What a national 

authority could do was to lay down standards and specifications at the time a new drug 

was introduced and exercise a strict quality control• Thereafter it could send 

inspectors to the manufacturer, to see how control was being carried out there, and to 

pharmacies, hospitals and other distributing centres where samples could be taken and 

analyses made. That represented, of course, only a partial solutions even in countries 

where there was a comparatively strict control, grave mishaps had occurred. 

Professor MUNTENDAM wished to know whether the laboratories set up by countries 

for quality control, to which Mr Blanc had referred, dealt solely with the 

pharmaceutical aspect of drugs or with the pharmacological and clinical aspects 

as well. 



Referring to the remark made by Mr Blanc that it was unfortunate that drugs of 

inferior quality were exported, Processor GARCÍA-ORCOXEN was of the opinion.that 

the solution of the problem lay not with the exporter but with the buyer, who was at 

liberty to require such guarantees as he saw fit. First and foremost, there was a 

resolution of the Sixteenth World Health Assembly, which called upon all exporting 

countries to meet certain basic conditions required by the producing country. That 

should enable the buyer to acquaint himself with the standard and guarantees which 

the producing countries could offer， Moreover,, he could demand that further ...conditions 

be filled - for example, where certain packaging for tropical climates was concerned or 

for photographic material - and he could also make use of the existing faciiities in 

his own country to examine the quality of the drug. ： There was nothing :the 

Assembly
r

s decisions or in the general commercial regulations which prevented anyone 

from applying stricter guarantees where drugs were concerned. 

It probably happened that on occasions questions of price conditioned the 

acquisition of drugs and at such times guarantees would, lose their value• However
# 

importing countries should not complain that there were no guarantees when they were 

prepared to pay for such drugs• Whatever requirements existed could be applied, but 

it was not for WHO to go beyond the requirements set by the Assembly. Under no 

circumstances should the Organization provide to buyers a guarantee of what they had 

purchased • 

Replying to Professor Muntendam^ Mr BLANC said that the control to which he had 

referred was pharmaceutical in that it tested the quality of the drugs, and did not 

involve pharmacological or clinical evaluation. 



The DIRECTOR-GENERAL said that the item before the Board was extremely important. 

However, when he had first seen the paper prepared by the Secretariat (document EB33/17) 

he had had the same impression as many members of the Board and it was only after 

careful reading and further explanation that he had come to the conclusion that the 

document contained a lot of useful information
# 

The Board
1

 s attention had already been drawn to the fact that, under the terms 

of resolution WHAl6*)8, it was not a question of a study being prepared by the 

Direct or-General but of one being prepared by the Executive Board, which in part would 

answer the question raised by Dr Evang. The first idea that sprang to mind in that 

connexion was, as Professor Canaperia had suggested, to send out questionnaires and 

to present the information thus gained to the World Health Assembly. However, the 

Secretariat was of the opinion that such a course would not be feasible : it would be 

extremely difficult to obtain such information from the various countries and to draw 

up any kind of report， and it might therefore be wiser if the Secretariat confined 

itself to outlining certain problems. 

Mr Blanc had mentioned a most important point, namely, that it was often thought 

that there were few producer countries but in actual fact there were a considerable 

number. Certain of the larger companies had factories all over the world, and the 

time had long since passed when the developing countries produced no drugs. That 

fact only increased the complexity of the problem. Moreover, as was mentioned in 

document EB33/17, several countries which were not licensed to use drugs within their 

own territories were actually exporting such products to other countries. 



It would be somewhat difficult to present such facts and figures to the World 
' . . . ； . • .•• • . ； . 

Health Assembly: for an organization such as WHO to become involved in international 

trade could only give rise to difficulties. 

What was perhaps needed was an interim solution. Dr：Gjebin had suggested that 

certain national laboratories might be used for international work arid, in that 

connexion, the Director-General was reminded of a project which was under way in 

Central America to establish one control laboratory to service a group of countries. 

In that way., if it were impossible for one country to act on its own, it could 

co-operate with others and achieve a solution to its problem. 

It was for those reasons that the Secretariat perhaps required a little more 

guidance. The members of the Executive Board should not hesitate to request an' 

entirely different document, because it was their study and not the"Director-General
1

 s. 

The Secretariat had endeavoured to the best of its ability to assist the Board but 

were of the opinion that there was no simple way of responding to the Assembly's 

requests 

The CHAIRMAN，noting that there were no further comments, invited the Board to 

consider a draft resolution on standards of drugs, which read as follows : 

"The Executive Boards 

Having noted resolution WHAl6.)8 on the conformity of pharmaceutical 

preparations to the drug control requirements that apply in the exporting 

country, in the case of imported drugs; 



Having examined the report from the Director-General on the clinical 

and pharmacological evaluation of drugs : standards of drugs ； 

Considering that it is important that Member States have assurance 

that the pharmaceutical preparations imported into their countries are 

of satisfactory quality; 

Considering also that this cannot be achieved only by obtaining such 

assurance from outside sources； 

Stressing the need to subject all drugs, either produced within a 

country for home consumption or for export or imported， to adequate 

pharmaceutical quality control; and 

Recognizing the assistance being afforded by WHO in proposing 

requirements for quality control, in providing consultants and in 

training specialists， 

RECOVMENDS that the Seventeenth World Health Assembly invite Member 

States to develop or improve, with the assistance of WHO if required, 

(a) the necessary facilities and equipment for adequate quality control 

of all pharmaceutical preparations used in their countries; and 

(b) the training of adequate staff in order to carry out this work 

satisfactorily•" 

Professor CANAPERIA was of the opinion that it would save time if a new resolution 

were drafted to take account of the Board
1

 s discussions on document There 

was no point in considering the draft resolution before them as any discussion on it 

would automatically follow the lines of the discussion on document EB3)/l7, on which 

it had been based, 

Dr EVANG agreed with Professor Canaperia that the draft resolution before the 

Board should not be used as a basis for further discussion. The Director-General 

1

 Document ЕВЗЗ/17 



had given a clear analysis of the problem
л
 directing the Board

1

s attention to the 

terms of resolution WHA.16^38., and in that connexion the Secretariat had prepared 

document EB)〕/l7 for its consideration. 

The Board * s discussions had revealed that it did not feel able to respond to the 

request in resolution WHAI6.38 in a positive manner; the problem would therefore have 

to be dealt with in a different way and one approach might be, as the Director-General 

had suggested, for the Executive Board to ask the Secretariat to approach individual 

countries with a view to finding a means of protecting the importing countries. 

Despite all the difficulties which had been mentioned， most producing countries had 

to a certain extent found a way of protecting their own populations against the harmful 

effects of drugs. After the replies had been received from individual countries, the 

Executive Board could then report back to the World Health Assembly, 

The CHAIRMAN suggested that a working group should be established to prepare a 

new draft resolution. He invited Professor Canaperia, Dr Evang^ Dr Gaye, Dr Watt 

ч/ 

and Professor Zdanov to serve on the group, which would meet on the following day 

at 8
#
45 a.m. 

It was so agreed> 

Clinical and pharmacological evaluation of drugs (resumed) 

The CHAIRMAN then directed the Board's attention to an amendment to the draft 

resolution on the clinical and pharmacological evaluation of drugs，which had been 

prepared by Dr Evang and read as follows : 



"In,the operative part, para.1 : delete sub-para, (a) and 

replace by the following: 

(a) to continue to communicate to WHO decisions 
refusal to approve a new drug, and the withdrawal 
of the availability of drugs already in use as specified in 
resolution WHAl6,56.

M 

relating to the 
or restriction 

Dr EVANG explained that he was submitting his amendment in order to bring the 

draft resolution into line with the wording of resolution WHAl6
#
56. 

There being no further comments, the draft resolution read out by the Rapporteur 
as amended by the proposal of Dr Evang, was adopted. 

.2. REPORT OP SCIENTIFIC ADVISERS ON SPECIAL DEVELOPMENT OF INTERNATIONAL HEALTH 
AND BIOMEDICAL RESEARCH: Item 2.4.2 of the Agenda (Documents EB))/wp/6, 
EB33/WP/7 and EB35/WP/8) (continued) 

The CHAIRMAN invited the Board to consider a draft resolution proposed by 

Dr Turbott and Dr Evang in the light of the Board
T

s discussion that morning. It 

read as follows: 

The Executive Board, 

Realizing the need for a broad co-ordinated and accelerated research 
attack on major health problems； 

Having considered the "Report of Scientific Advisers on Special 
Development of International Health and Biomedical Research" ； 1 and 

Considering that more detailed information is needed before 
reaching a decision, 

1. REQUESTS the Director-General to continue the study of this 
subject for future consideration, and to invite Member States and 
Associate Members to submit comments; 

1

 Documents EB55/27 and Add.l 



2» TRANSMITS the report to the Seventeenth World Health Assembly for its 
information, together with thê record of the discussions of the subject in 
the Board at its thirty-third session; and 

3. THANKS the Director-General and the scientific .advisers for the study 
conducted. 

Expressing his full agreement with the substance of the draft resolution, 

Professor CANAPERIA said that he would like to suggest the following minor editorial 

amendment to paragraph 1，•in order to provide a more logical sequence : 

"1. REQUESTS the Director-General to invite Member States and Associate 
Members to submit comments and to continue the study of this subject for 
future -consideration"•. 

There being no further comments, the draft resolution^ as amended, 
was adopted> 

CONFIRMATION OP AMENDMENTS TO THE STAFF RULES: Item 6.7 of the Agenda 
(Documents EB)3/l4 and EB33/14 Corr.l (English only)) 

The CHAIRMAN invited Mr Siegel to introduce the Director-General's report. 

Mr SIEGEL said that the Members of the Board would note that document EB35/14 

contained a number of amendments to the Staff Rules which had been issued by the 

Director-General. In the annex to thé document there were explanatory notes 

... .....、—‘ • • . 
concerning the individual Staff Rules referred to， giving the reasons for the 

amendments. The Secretariat would be pleased to provide any additional information 

required• If the Board agreed with the report, then, in accordance with Staff 

Regulation 12.2， it would wish to adopt a resolution confirming the amendments• 



In reply to Mr BAUER, alternate to Dr Layton, Mr SIEGEL confirmed that the 

amendments proposed were consistent with the inter-agency agreements that had been 

reached among the organizations applying the common system of salaries and allowances. 

The CHAIRMAN then read out the text of the proposed draft resolution: 

The Executive Board， 

CONFIRMS, in accordance with Staff Regulation 12..2, the amendments to the 
Staff Rules as reported by the Director-General. 

In the absence of further comment, the draft resolution was adopted> 

Having thanked the members of the Board for their co-operation, the CHAIRMAN, 

Dr Andriamasy, invited Dr Layton to resume the Chair. 

Dr Layton took the Chair 

The CHAIRMAN thanked Dr Andriamasy for acting as Chairman in his absence and 

congratulated him upon the splendid way in which he had directed the Board ' s 

deliberations that afternoon。 

4. ORGANIZATIONAL STUDY ON METHODS OF PLANNING AND EXECUTION OF PROJECTS 
(PROGRESS REPORT)； Item 2.9.1 of the Agenda (Handbook of Resolutions and 
Decisions^ 7th e d” resolutions ША15.59, WHA16.50 and EB32.R10; Document EB53/5) 

The CHAIRMAN invited Mr Siegel to introduce the Director-General
1

 s reports 

1

 Босгдшеп-с 



Mr SIEGEL said that the Board would have noted the references in document EB35/3 

to the various decisions which h^d led to the Organization
1

s present position with 

regard to its study on methods of planning and execution of projects. The Board 

would recall that at its thirty-second session a report was submitted by the Director-

General on the way in which he proposed that the study should proceed. In paragraph 

3*1 of the document before the Board, reference was made to the fact that it was 

planned to approach the study on the basis of obtaining "a reasonable sample, from 

all regions, of projects recently begun and currently being assisted, and representing 

a broad spectrum as to type of project". For that purpose. Annexes 1 and 2 of the 

document listed 86 projects from 47 countries, all of which had been initiated in 

I960 and I96I. -

All the questionnaires that had been sent out to obtain the necessary information 

had now been received. Six different types of questionnaire had originally been 

prepared, one designed to cover paragraph 1(a) of resolution EB32,R10> four to cover 

paragraph 1(b) and one. to oover paragraph 1(c). The information contained in the 

questionnaires was currently being reviewed. 

With regard to the timetable for the further stages of the Director-General
1

 s 

action on the study^ during the month of January 1964 work on processing the data had 

begun， and by April it was hoped that confirmation of all the information would have 

been completed. In May or perhaps June the analyses of the various tabulations would 

be completed and a start would be made on the preparation of tentative сonelusions for 

discussion. In July and•August consultations would be held with the regional offices 

and the headquarters staff on the conclusions reached. The preparation of the first 



draft of the final report would be ready by October and, at the end of November, the 

report would be dispatched to members of the Board. In January 1965 the Board would 

presumably be in a position to deal with the organizational study 011 the basis of the 

analysis which had been submitted to it. 

ïîie Secretariat considered that insufficient information was available to warrant 

the item being placed on the agenda for the Board
1

 s thirty-fourth session: at that 

time there would not be available any information over and above that already indicated. 

There was one further point that concerned the paper presented by Dr Omura 

("Detailed Studies on the Operation of the Organization"). The present item, 2 . 9山 

or perhaps the following one, 2.9*2, might be an appropriate point at which to consider 

that paper» 

The CHAIRMAN invited members of the Board first to consider document EB53/3. 

Professor Zdanov said that he did not fully understand document EB33/3 but 

presumed that it was an interim report giving information on the progress achieved. 

Dr Omura
1

 s paper was of great interest and he supported the proposal to appoint 

a group of consultants which would provide the Executive Board with the possibility 

of considering the Organization
1

 s work in great detail and, consequently, of assessing 

it more efficiently. He would, however/ like to ask Dr Omura if he did not think it 

would be more practical for the group of consultants to be convened forthwith, under 

the terms of the project referred to in document EB33/3. One of the duties of the 

group could then be to study the project itself and to provide the Board with its 

conclusions. 



Dr AL-WAHBI said th^t Conference Document No. 5 (containing Dr Omura's paper) 

had been circulated only that day. Thus he, and possibly many other members, had 

not had sufficient time to study what was a very important question. He would there-

fore request that consideration of the proposal should be postponed until a later date, 

although he agreed with Mr Siegel that it was connected with the item under discussion. 

However, it was precisely because he wished to have time to study the matter that he 

had originally asked that Dr Omura should put his proposal in writing. 

Dr OMURA expressed his appreciation to the Board for having allowed him to present 

his paper and he wished to say a brief word about his reasons for so doing. 

Successive World Health Assemblies had added ever more to the work of the Board 

and had rarely dropped or curtailed any programme. Neither the Assembly nor the 

Executive Board could produce the scientific and objective criteria with which to 

form an opinion on the matter without some expert advice. 

The CHAIRMAN said that he would gladly agree to Dr Al-Wahbi
f

s request to post-

pone consideration of the paper presented by Dr Omura and at the same time Suggested 

that consideration of item 2.9.2 (Selection of a subject for the future organizational 

study to be made by the Executive Board) could also be postponed. 

He went on to ask if the Board would then agree to express its appreciation and 

approval of the report of the Director-General in document including the 

tentative timetable therein* 

It was so agreed> 



5. CONDUCT OF THE GENERAL DEBATE IN PLENARY MEETIMJS OF THE ASSEMBLY: Item k A 
of the Agenda (Resolution EB32,428; Documents EB))/l5 and Corr.l, ЕВ^З/WP/l) 

The CHAIRMAN asked Mr Siegel to introduce the item. 

Mr SIEGEL, Assistant Director-General, said that the subject was on the Board's 

agenda as the result of a discussion that had taken place in the General Committee 

during the Sixteenth World Health Assembly. The Board had considered the matter 

at its thirty-second session and had adopted resolution EB)2.R28, In accordance 

with that resolution the Director-General had sent a letter on July 1963 to all 

members of the Board containing the references and/or records of discussions in 

the Health Assembly and Board, and the report of an ad hoc committee of the 

United Nations General Assembly that had dealt with a similar matter in the 

United Nations• The letter requested members of the Board to submit their comments 

in writing； two replies had been received and were reproduced in document EH53/WP/l. 

A number of other international organizations had felt the need to examine the 

procedure for the conduct of general debates in their governing bodies, and the 

action they had taken was summarized in Annex II to document EB))/l5. FAO was still 

dealing with the matter； that organization had made attempts at its recent conference 

to limit the time allotted to speakers, but the measure had been only partly successful. 

Towards the end of the United Nations General Assembly in 1963 the Chairman of the 

Second Committee had submitted to that committee a document containing suggestions 

for limiting the time allowed to speakers or limiting the general debate to plenary 

sessions of the Assembly. From the action so far taken, it was clear that, nearly 

all the international organizations were facing a problem in connexion with the conduct 

of general debates, and that they were trying to solve it, WHO was maintaining 

contact with those organizations on the matter• 



Professor ZDANOV said that the discussion at the Board's thirty-second session 

had shown that the problem was difficult to solve, mainly because it was not possible 

to run counter to the provisions of the Constitution by introducing rules that would 

limit the right of expression of some Members. The most that could be done would be 

to make certain recommendations, for no one could deprive representatives of Members 

of the Organization of their right to speak. For that reason, he proposed that the 

procedure at present in force should be maintained, and that the Board should mere ly-

re quest the Director-General to keep in touch with other organizations on the matter• 

Dr TURBOTT seconded Professor Manov's proposal. 

Dr WATT agreed with the previous speakers• He considered, however, that the 

Board might examine its own Rules of Procedure with a view to finding a solution to 

any similar problem that might exist in the Board； if its experiments were successful, 

they might serve to guide the Health Assembly, 

The CHAIRMAN agreed with Professor Zdanov that the Board could not give directives 

to the Health Assembly• 

He was one of the two Board members v/ho had replied to the Director-General
1

 s 

letter, and his suggestions had been made on the assumption that any recommendations 

which the Board thought fit to forward to the Health Assembly would be brought to the 

attention of the General Committee for use in planning the programme of work of some 

future Assembly, If, however, the Eoard preferred to make no recommendation, he would 

have no objection. 



Dr AL-WAHBI did not think that any directives in the matter were desirable or 

necessary in a democratic institution such as WHO, whose reputation stood high in the 

World• The present procedure was satisfactory, and should be retained. Moreover, 

the Rules of Procedure of the Health Assembly provided that the time allowed to speakers 

could be limited, if that proved necessary at any time. 

Dr ANDRIAMASY said that he had attempted to draft some suggestions, but had 

finally come to the conclusion that they were inappropriate. He considered not only 

that the time allotted to speakers should not be limited, but that the previous practice 

of allowing them to speak from the rostrum in the general debate in plenary meetings 

of the Health Assembly should be reintroduced. 

Dr EVAMj, referring to Dr Al-Wahbi
1

 s remarks, said that in his opinion the 

prestige of the Organization was suffering from the way in which it conducted its 

business• It was becoming increasingly difficult for delegates to attend the whole 

of the Assembly's sessions, and, since the first week of the Assembly was devoted 

to the general debate and the technical discussions, more and more of them tended to 

come only at the beginning of the second week. He agreed that the right of delegates 

to speak had to be respected, but some attempt at self-discipline would be of benefit 

to all. There was therefore much to be said for the suggestions made by Dr layton 

in his reply to the Director-General
1

 s letter• He supported the Director-General's 

efforts to cut down the time spent on the general debate in the Assembly and considered 

that to limit the time allowed to speakers would be the best way of doing so. The 

other solution would be to allow delegates to submit a written statement which would be 



included in full in the records, whilst limiting the time allotted to them for 

its presentation» Such a solution would enable delegates to retain their 

interest in the proceedings - which was impossible under the present system. 

. '.''.. .... -V . . ........ . • , . .. . / 

Dr WATT said that the time allotted to speakers was in fact limited by the 

time limit set for the duration of the Assembly. The problem was how best to 

distribute the time available• The matter should be left as it was for the 

time being, but should be kept under review by the Board and the Health Assembly. 

Many Member States had not yet expressed an opinion. 

In reply to a reminder from the. CHAIRMAN that only members of the Board had 

been asked for comments, Dr WATT said that the views of all Member States would 

be welcome. 

The CHAIRMAN reminded members that the matter had been referred to the Board 

because of the concern of certain delegates to the Health Assembly at having to 

interrupt committee meetings in order to finish the general debate in plenary-

meeting. The Board should therefore try to find some suggestion that would 

assist the Assembly. 

Professor CANAPERIA recalled that， at the thirty-second session of the Board 

some members had expressed dissatisfaction with the way the general debate was 

conducted in the Health Assembly. However, since they appeared to have changed 

their opinion since then, it was perhaps futile to continue the discussion. 
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Dr IvAREPA-SMART said that, since the matter had appeared twice on the Board's 

agenda, and since the Director-General had received comments on it from some members, 

it would be only fair for the Board to adopt a resolution asking the Director-General 

to transmit his report, and those comments, to the Assembly• It was certain that 

the Health Assembly would itself consider the matter further« He suggested that 

the Rapporteur should be asked to draft a resolution along the lines he had indicated• 

Dr TURBOTT reminded members that Professor Zdanov had made a proposal, which 

he had seconded» 

At the invitation of the CHAIRMN, Mr SIEPEL suggested the following draft 

resolution to give effect to the proposals made: 

The Executive Board, 

Considering that, as a result of the increase in membership of the 
Organization, the number of delegations attending the World Health Assembly 
has grown considerably; and 

• i • • • . 

Considéring further that the duration of the session and the time 
available for its plenary meetings, ccmmittees and other sub-divisions are 
limited, and that it is essential that all delegations should be able to 
participate fully and freely in the work of the Health Assembly, 

1% BELIEVES that decisions regarding limitations on time allowed to each 
speaker, or other arrangements to govern general debate, should be in 
accordance with the Rules of Procedure of the Health Assembly; 

2. REQUESTS the Direc tor-General to continue to study this matter and 
report to the Executive Board and/or the Health Assembly any new arrangements 
which could usefully be followed• 

In reply to a question by the CHAIRMN, Professor ZDANOV said that, to save time, 

he would agree to the text read by Mr Siegel. However, he saw no reason to keep the 

matter under study. 



j . 、 . . . . - . ； ‘ : • . . . . : . • 、 . . • . ‘ 一 ' • . . . . 

Dr Alr-WAHBI proposed that paragraph 2 of the draft resolution be deleted• 

The CHAIRMAN asked Professor Zdanov and Dr Karefa-Smart if the draft resolution, 
. . � - - • 

amended by the deletion of paragraph 2, would be acceptable to them. 

••••• ： • - . - “
：
 ' • •• 

Professor a?ANOV and Dr KAREPA-SMART signified their agreement• 

The CHAIRMAN then put the draft resolution, thus amended, to the vote• 

Decision: The draft resolution was adopted unanimously. 

6. REPORT ON THE FOURTEENTH SESSION OP THE REGIONAL СОМЖТГЕЁ POR THE WESTERN PACIFIC : 
Item 5-6.1 of the Agenda (Document EB))/5) 

The. QHAIRMAN asked, the Regional Director for the Western Pacific to introduce 

the Regional Committee
1

 s report on its fourteenth session (document EH53/5) • 

Dr FAKi, Regional Director for the Western Pacific, said that üie fourteenth 

session of the Regional Committee had been held at Port Moresby; the session had 

been opened, on 5 September I963, by Sir Robert ifenzies, th,e Prime Ministier' of 

Australia, The session had been particularly interesting, that it had been the 

first to be held in a South Pacific island territory• 

The Committee had examined the thirteenth annual report of - the Regional Director, 

and had expressed satisfaction with the progress made. A short summary of the main 

items discussed appeared as Part 工 of the Regional Committee
1

 s reports During the 

discussion, particular attention had been drawn to the work in- maternal and child 

. r - • •：•••. •• o-•： 'Л . 、 . ' • . 
.w -.. •••- . 

health, and it had been suggested that such work provided ал opportunity for bringing 

together a number of related professional skills. The Committee had recommended that 
attention be concentrated on the nutrition aspects of maternal and child health. 



The proposed programme and budget estimates for the Region for 1965 had been 

reviewed by a Sub-Committee on Programme and Budget, and the Sub~Committee
}

s report 

was reproduced in Annex 3 of the Regional Committee
1

 s report. 

Three technical papers had figured on the Committee
1

 s agenda : on the fluoridation 

of water supplies, on the disease known as "kuru" in the Territory of Papua and 

New Guinea, and on stiidies carried out in the Region on cholera El Tor. With regard 

to
 ,!

kuru", the Committee had reviewed a report presented by the Director of Public 

Health of the Territory of Papua and New Guinea; the disease occurred in a well-defined 

area of the territory; there was at present no effective treatment for it and it was 

almost always fatal• The Government of Australia, had established medical services 

in the affected area and had taken steps to prevent the disease from spreading to 

other areas• As regards cholera El Tor, so far Australia, China (Taiwan), Japan 

and the Philippines had carried out studies• The Committee had drawn attention to 

the importance of further studies on carriers of the disease and had proposed that 

any problem relating to the adequate vaccination of the personnel of fishing boats 

and similar ships moving from one country to another for emergency reasons be referred 

to the Regional Director• The need for adequate vaccination of such personnel had 

been drawn to the attention of health administrations in the Organization's 

Weekly Epidemiologic al Record > 

The Regional Committee had also adopted a resolution urging governments in the 

Region to encourage the organization of refresher courses and in-service training 

for health personnel, and a resolution emphasizing the importance of genetic studies 

of isolated groups living in developing countries and recommending that WHO take the 

initiative in exploring the possibilities of such research. 



Technical discussions had been held on the role of the local health services 

in leprosy control. The report on those discussions appeared as Annex 4 of the 

Committee
1

 s report• The subject selected for the technical discùssions at the 

Committee
1

 s fifteenth session was "The use of statistics in public health adminis-

tration" • 

The CHAIRMAN thanked Dr Fang for his report. He informed members of the Board 

that a draft resolution, noting all the reports of the regional committees, would 

be submitted for its consideration when they had all been discussed. 

Dr TURBOTT asked whether the Chairman would agree to adjourning the meeting 

until the following day. — 

The CHAIRM/VN read Rule У\ of the Rules of Procedure, in accordance with which 

any motion for suspension or àd'jourainent • of the meeting had immediately to be put to 

the vote, 

Dr KAREPA-SMART said that he had not interpreted Dr Turbott
1

 s remarks as a 

formal proposal for adjournment of the meeting. 

The CHAIRMAN agreed, but thought it would be appropriate to obtain the views of 

members on his request• 

Dr WATT having moved the suspension of the debate, the CHAIRMAN put that motion 

to the vote» 

Decision: The motion was carried by 15 votes in favour, 5 against, and 
no abstentions• 



The CHAIRMAN said that the Board would resume its discussion the following morning• 

Dr KAREPA-SMART, speaking on a point of order, said that Dr Watt had proposed 

the suspension of the debate, whereas the Chairman seemed to have interpreted the 

proposal as one for adjournment of the meeting. 

In reply to a question by the CHAIRMAN, Dr WATT said that his intention had 

been that the meeting should be adjourned for the day, and that discussion on the 
, л . . 

report of the Regional Committee for the Western Pacific should continue at the next 

meeting. 

It was therefore agreed to adjourn the meeting. 

The meeting rose at 6>50 P，m, 


