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1. STUDY OF THE CRITERIA FOR ASSESSING THE EQUIVALENCE OF MEDICAL DEGREES IN DIFFERENT 
COUNTRIES: Item 2.10 of the Agenda (Resolutions WHA19.53, WHA20.46 and EB41.R27; 
Documents А21 /P &B /11 and Corr.l; A21 /P &B /Conf.Doc. Nos 10 and 11) (continued) 

The CHAIRMAN said that copies of the draft resolution had been distributed to delegates; 

he requested the delegate of the United Kingdom, one of the co- sponsors of the resolution, 

to introduce it to the Committee. 

Dr WYNNE GRIFFITH (United Kingdom of Great Britain and Northern Ireland) recalled that 
the draft resolution drew attention to some of the main points in the Director -General's 

report (document А21 /P &B /11). It reaffirmed the importance of exchanges between countries 

for post -graduate medical training; it noted the problems to be solved in promoting those 

exchanges; and it invited the Director -General to report again on the matter to the next 

Health Assembly. The resolution read as follows: 

The Twenty -first World Health Assembly, 

Noting the information on existing legislation on medical qualifications and 
the practice of medicine in forty countries or territories; 

Noting the information on the number of years of education required for obtaining 
a medical degree and a licence in different countries; 

Noting further the compilation of degrees and diplomas corresponding to additional 
qualifications in special fields referred to in the legislation of twenty -seven 

countries; 

Agreeing with the need to differentiate between: 

(a) the legal aspect of the right to practise medicine in different countries; 
and 

(b) the comparability of standards of professional competence resulting from 
different systems of medical education; 

Reaffirming the importance of promoting exchanges between countries for post -graduate 
training and experience provided that doctors from developing countries are encouraged 
to return to those countries where their skills are most required; 

Welcoming the decision to convene an advisory group to consider what further steps 

are desirable in studying the equivalence of medical degrees, 

1, THANKS the Director -General for the report of his study of the criteria for 

assessing the equivalence of medical degrees in different countries; 

2. INVITES the Director -General to consider holding the first meeting of the 

advisory group when the report is available of the UNESСO committee meeting on the 

international comparability and equivalence of secondary school certificates, diplomas 

and university degrees; 

3. REQUESTS the Director -General: 

(a) to study those factors in medical education which promote or hinder the 

capacity of newly qualified doctors to adapt their medical skills to the needs of 

different countries and situations; 

(b) to consider what steps should be taken by employing authorities to 

familiarize with local needs medical men trained in other countries; and 



A21 /Р &В /SR /14 
page 3 

(c) to promote further study to develop methods of assessing the comparability of 
different programmes of medical education. 

4. REQUESTS the Director -General to report to the Twenty- second World Health Assembly. 

He suggested that a drafting change might be made in operative paragraph 3(b) in order 
to avoid the exclusive connotation of the word "men" in the second line: the word "men" 
could be altered to read "personnel ". 

It was so agreed. 

Dr WYNNE GRIFFITH (United Kingdom of Great Britain and Northern Ireland) requested that 
an amendment formulated by the delegate of Cameroon should be heard before further considera- 
tion of the draft resolution. His delegation had seen the amendment in question and had 
found it entirely acceptable. They had, however, not had an opportunity to discuss it with 
the co- sponsors of the resolution. 

Dr ELOM (Cameroon) proposed that the following paragraph should be inserted, after the • third paragraph of the preamble: 

"Noting that the Regional Committee for Africa at its seventh session adopted a 
resolution relating to the problem of uniformity of standards in recruitment and training 
of candidates in the medical and paramedical professions" 

He was referring to resolution AFR /RC17 /R4 of the Regional Committee. 

The aim of his amendment was not to impose any standardization of candidates, but rather 
to allow candidates from developing countries to be admitted to medical schools under the 
same conditions as nationals of the country in question. 

Dr ёЕРIN (Union of Soviet Socialist Republics) asked for clarification concerning the 
standards referred to in the proposed amendment. 

Dr ELOM (Cameroon) said that certain standards were required in order to avoid situations 

such as one which had been experienced in Cameroon. Students from that country who had not 
attained a sufficient level and who did not possess the linguistic qualifications required, 
had gone to study medicine in another country where they obtained a degree. Upon their 

return their level of training had been recognizably low, and they had been given a test, which 
had confirmed that observation. At the Regional Committee, therefore, the Regional Director 
had been asked to call the attention of the Director -General to the problem, so that countries 

offering medical and paramedical training might ensure that the level of training of candidates 
from developing countries was equivalent to that of their own nationals. 

Professor REXED (Sweden) expressed his delegation's support of the draft resolution and 

of the proposed amendment. The explanation given by the delegate of Cameroon had revealed a 
problem which ought to be covered by the resolution. 

Dr STEWART (United States of America), as one of the co- sponsors of the draft resolution, 

expressed his delegation's acceptance of the draft amendment. 

The CHAIRMAN inquired whether the USSR delegation would also accept the amendment pro- 

posed by the Cameroon delegation. 

VV 
Dr SCEPIN (Union of Soviet Socialist Republics) replied that his delegation endorsed the 

amendment. 
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The CHAIRMAN said that in view of the general acceptance of the draft amendment, it 

would be considered as an integral part of the draft resolution, which could thus be treated 
as a single draft. 

Decision: The draft resolution was approved. 

2. SECOND REPORT OF THE COMMITTEE (Document А21 /Р &x/23) 

At the request of the CHAIRMAN, Dr AKWEI (Ghana), Rapporteur, read out the draft second 
report of the Committee. 

Decision: The report was adopted. 

З. THIRD REPORT OF THE COMMITTEE (Document А21 /Р&В /24) 

At the request of the CHAIRMAN, Dr AKWEI (Ghana), Rapporteur, presented the five 

resolutions in the draft third report. 

Decision: The report was adopted. 

4. REVIEW AND APPROVAL OF THE PROGRAMME AND BUDGET ESTIMATES FOR 1969: DETAILED REVIEW OF 

THE OPERATING PROGRAMME: Item 2.2.3 of the Agenda (Resolution EВ41.R14; Official 

Records Nos 163 and 166; Document A21 /Р&В /Conf.Doc. No..7) (continued) 

Inter -regional and Other Programme Activities (continued) 

The CHAIRMAN said that other items in the detailed review of the operating programme had 

been covered at the previous meeting, and that only the draft resolution (document 

А21 /P&В /Conf.Doe. No. 7) remained to be discussed. 

Dr GJEBIN (Israel) drew attention to the fact that Security Council resolution 237, 

mentioned in the resolution under discussion, had been dated 14 June 1967. It was his view 

that a document drafted only three days after the cessation of hostilities naturally showed 

the Concern of the Council at that time for the safety, welfare and security of the inhabitants 

in that region. 

It was his impression that the mention of "obstruction to the return" (paragraph 1) in 

a draft resolution considered after the return of those who had fled since the outbreak of 

hostilities, implied that the resolution was intended to serve propaganda purposes rather 

than the promotion of health. As such, it should be dealt with by the competent authorities 

of the United Nations and not by a World Health Assembly. 

Referring to paragraph 2 of the draft resolution which included an extract from a 

resolution adopted by Sub -Committee A of the Regional Committee for the Eastern Mediterranean, 

which had requested the World Health Organization "to continue to exert all possible efforts 

in providing effective health assistance to refugees in order to ensure their overall health 

protection and care ", he pointed out that Israel had not been represented on Sub -Committee A. 

As only Arab States had been represented, their resolution had been easily adopted. Sub - 

Committee B, however, had endorsed a non- political resolution, thanking UNRWA for its work 

and expressing satisfaction at the close co- operation between international organizations in 

that connexion. He therefore suggested that operative paragraph 2 of the draft resolution 

should not request the Director -General to implement resolution EM /RC17A/R.3 of Sub - 

Committee A, but rather that it should use the wording already contained in the second 
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paragraph of the preamble, namely, request the Director -General "to continue to exert all 
possible efforts in providing effective health assistance to refugees in order to ensure their 

overall health protection and care ". Those words had nothing to do with politics and could 
be whole -heartedly endorsed by all Members. 

He further noted that, had WHO's programme in the Region suffered as a result of recent 
events, the Regional Director's report would have contained information to that effect. 

Dr MAMMERI (Algeria) recognized that, although it was desirable to avoid polemics on 
political issues, an important assembly could not be insensitive in the face of certain 
consequences which had resulted from political action. Health, in its most complete sense, 
meant physical, social and mental well -being; and it must be conceded that the possibility 
of returning to one's home, to one's living environment, was perhaps the prime factor for 
finding a stability which was lacking in displaced persons' camps, and was thus an essential 
condition making for health. 

The draft resolution, which had been prepared with great care, deserved to bear the 
signatures of all who claimed to have concern for human misery, whatever its cause, its time 

or its place. In that resolution the source documents had been faithfully reflected, and 

there could be no misunderstanding as to their relevance to health. 

The Algerian delegation expressed the hope that all Members would show understanding and 
would help UNRWA in its vital mission. To assist one's neighbour, whenever he was a victim of 
disaster, was the task of all: it was performed in certain ways by the Red Cross and the 
Red Crescent, and in other specific ways by WHO. To divide the Health Assembly along 
political lines would jeopardize the assistance it could give to populations in distress. 

Solidarity with those who suffer should not be identified with the help given by the 
powerful to the weak, but should rather be understood in a context of the community and the 
dignity of all men. WHO should exert an influence upon the physical, social, economic and 
cultural aspects of life. To do so would be a dynamic means of promoting man's health, and 
might also prove to be the best politics. 

Dr EL -KADY (United Arab Republic) noted that the delegate of Israel had raised three 
objections to the draft resolution. First, it had been objected that the resolution was a 
political document. The delegation of the United Arab Republic wished to emphasize the 
non -political character of the document. Its authors had endeavoured to avoid political 

issues. An illustration of that was the fact that they had not referred to a resolution 
adopted at Teheran on 8 May 1968 by the International Conference on Human Rights, which had 
called "on the Government of Israel to desist forthwith from acts of destroying homes of 

Arab civilian population inhabiting areas occupied by Israel, and to respect and implement 

• the Universal Declaration of Human Rights and the Geneva Convention of 12 August 1949 in 

occupied territories;" affirmed "the inalienable rights of all inhabitants who have left 

their homes as a result of the outbreak of hostilities in the Middle East to return, resume 
normal life, recover their property and homes, and rejoin their families, according to the 

provision of the Universal Declaration of Human Rights;" and requested "the General Assembly 

to appoint a special committee to investigate violation of human rights in the territories 

occupied by Israel and to report thereon; ". No reference had been made to that document in 
the resolution under discussion, despite its adoption by an important conference on human 

rights and despite its relevance to health criteria. 
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Secondly, it had been objected that the situation had changed since the adoption of the 

Security Council resolution on 14 June 1967. However, the situation was in fact no different 

in May 1968. Those who had taken flight had not been allowed to return to their homes. It 

should be recalled that the situation would indeed have been different had Israel heeded that 

resolution. Although UNRWA had asked for the return of the displaced persons on health 

grounds, only some 2.5 per cent, had in fact returned to their homes. As stated in the 

Annual Report of the Director of Health of UNRWA for 1967 (page xiv): 

"In accordance with the UN Security Council and General Assembly resolutions, and in 

these circumstances of dire distress, UNRWA, under advice from WHO, and on health and 

humanitarian grounds, strongly advocated the urgent need for the return of the displaced 

persons to their former places of residence in towns, villages and camps where essential 

facilities already established by UNWRA (health, relief, social welfare, and education 

and supplementary feeding facilities for children) were now lying unused. Arrangements 

were made in August for the displaced persons from the West Bank to apply for permission 

to return, but in fact only a small fraction (some 14 000 persons) succeeded in going 

back. Some others returned subsequently under arrangements for family reunion," 

His delegation wished particularly to call attention to the distinction which had been 

made between refugees and displaced persons. The draft resolution reflected a concern for 

displaced persons who had fled from their homes or from refugee camps: it did not take up 

the question of the Palestine refugees. 

Thirdly, it had been objected that Sub -Committee A had not included Israel and that it 

had been made up of representatives of Arab States. It could be assumed, however, that if 

Israel had been a member of the Sub -Committee it would also on that occasion have obstructed 

the return of the displaced Arabs to their homes. It should be pointed out that the United 

Kingdom and France, as well as Somalia and Ethiopia, had been members of that sub -committee, 

it had not therefore been composed solely of Arab countries. Furthermore, the resolution in 

question had been unanimously adopted by the competent Regional Committee. 

It should be considered the duty and the moral responsibility of an international 

organization to respect the decisions of its sub -committees, whose members were particularly 

well -informed about specific situations. 

Dr GOMEZ LINCE (Ecuador) recalled that Ecuador had at times been a victim of aggression 

by other powers. Its delegation thought, however, that WHO should deal first of all with 

items furthest removed from political issues. The many problems resulting for millions of 

human beings from wars and political reprisals were too numerous to be taken into consideration 

by the World Health Assembly. Instead of discussing the draft resolution, the Health Assembly 
should ask the Director -General to stress the plight of all refugees and to recommend their 
return to their homes under the best conditions, 

Mr EL FASSI (Morocco), speaking on behalf of the co- sponsors of the resolution, 

reminded delegates that humanitarian aims and not political issues had guided the authors of 

that document. Those voting for the adoption of the resolution would be promoting man's 
right to health, which was the Health Assembly's prime concern, 

Dr FOlнA (Mali) recalled that every physician was in duty bound to help persons 

confronted by suffering or by the threat of illness. He asked whether in fact it was 

necessary to look for political intent, in every resolution, even one which, as the relevant 

document indicated, had been designed to assist thousands of people who were exposed to 

disease. The Mali delegation expressed its entire support of the draft resolution, 

The CHAIRMAN said that, in the interests of preserving the excellent spirit of co- 

operation which had hitherto governed all the deliberations of the Assembly, he would ask 

the meeting to consider whether it might be possible to arrive at a compromise and redraft 

the resolution in such a way that it could be accepted by all. 
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Mr EL RIEDI (United Arab Republic), while grateful to the Chairman for the intention 

underlying his appeal, nevertheless felt obliged to emphasize that the draft resolution was 

already worded in the mildest possible way. For example, when referring to "obstruction ", 

it did not mention any country by name. He believed in compromise in political situations, 

but facts could not be a matter for compromise. Either the displaced people should be 

allowed to return to their homes, or they should not. On health and humanitarian grounds 

it was obvious that they should be allowed to return. 

Time taken up in an effort to reach a compromise would be wasted and, in view of the 

time factor, he would prefer that the draft resolution should be voted on as it stood. 

Dr OTOLORIN (Nigeria) supported the Chairman's suggestions. His delegation had always 
been opposed to discussion of purely political questions, which were matters for the United 

Nations, but equally it believed that the World Health Assembly could not shirk its duty to 
discuss the health implications of political situations. The welfare of any group of people 

could not be considered controversial and he was in favour of exploring all possible means 

of reaching agreement, bearing in mind that a resolution, once adopted, must be implemented 

by action, otherwise it was merely propaganda. • He therefore proposed that the debate be adjourned to enable the interested parties to 

• 

hold exploratory talks. 

Dr NABUISI (Jordan) maintained that the draft resolution dealt with purely humanitarian 
matters. As he had explained the previous day, hundreds of thousands of people were living 
in deplorable conditions and representing a threat to health conditions in the entire Region; 

and the draft resolution merely asked that those people should be helped to return to their 
homes. He requested that it should be put to the vote. 

The CHAIRMAN assured the Committee that his intention had not been to suggest adjournment 
of the debate; his hope had been that the delegates concerned might take some initiative 
in an attempt to reconcile the opposing views. He would like to know the opinion of 
Dr Otolorin. 

Dr OTOLORIN (Nigeria) said that the delegate of Israel had not expressed himself as 
being against the improvement of the health and welfare of displaced persons, nor had he 
said that his country would definitely obstruct any measure designed to bring about such 
improvement. It therefore seemed possible that, by introducing certain modifications, the 
draft resolution might be made acceptable. For example, the delegate of Israel had raised 
some objection to the reference to Sub -Committee A on the grounds that the majority of its 
members were interested parties. Amendments might be made to the second and third paragraphs 
of the preamble, and possibly the reference to "obstruction" in operative paragraph 1 might be 
deleted. Perhaps the delegate of Israel could submit amendments which would be acceptable 
to the sponsors of the draft resolution and which would ensure that some sort of action would 
follow its adoption. 

Dr GJEBIN (Israel) thanked the Chairman and Dr Otolorin for their efforts to find a 

solution acceptable to all. He would be prepared either to submit amendments or to take 
part in any group set up to redraft the text. He agreed that everything possible should be 
done to care for Palestine refugees, wherever they were; that was the point that should be 
emphasized in the resolution, leaving out the political aspects. If the Arab countries 
could agree to make certain changes he would be only too happy to assist in any way he could. 

Mr EL RIEDI (United Arab Republic) again stressed that the draft resolution was based 
purely on health and humanitarian grounds. Although he appreciated the good intentions of 
the Nigerian suggestion, he had grave misgivings as to its wisdom. On the previous day, 
a group of Committee members had approached the sponsors of the resolution with some ideas, 
and it had been agreed that their suggestions should be discussed, If the Nigerian delegate 
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had had certain proposals for modification of the draft resolution he could have brought them 

before the sponsors of the resolution at the same time, when he would have been heard and 

explanations given. 

It was difficult to see any way of compromise between the views of those who were working 

for the return of the displaced persons and those who had kept them away from their homes for 

one year. The delegation of the United Arab Republic believed that it would be in the best 

interests of all to proceed to the vote. 

Dr OTOLORIN (Nigeria) proposed the following amendment, subject to revision of wording 

by the Rapporteur: that operative paragraphs 1 and 2 should read: 

1. CALLS upon Member States to do everything possible to effect the return of the 

displaced inhabitants to their homes in the occupied territories in order to remove 

the serious impediment to their health conditions and to ameliorate the grave public 

health problems in the area; 

2. REQUESTS the Director -General of WHO to give every assistance in this regard. 

Consequential modifications would, of course, have to be made in the opening paragraphs. 

The amendment, if adopted, would remove the references to "obstruction" and to Sub -Committee A. 

The CHAIRMAN thanked Dr Otolorin for his suggestion and requested him to submit the text 

in writing, so that it could be circulated. 

Dr ARIF (Iraq), referring to the deletion of the phrase regarding "obstruction ", said 

that the report of the Regional Director for the Eastern Mediterranean, and that of the 

Director of Health of UNRWA, clearly established that obstruction existed. He reserved the 

right to ask for the floor again when the Nigerian amendment had been circulated. 

Dr ТАВА, Regional Director for the Eastern Mediterranean, asked leave to clarify one point. 

Reference had been made to his statement, but that had concerned the programme for 1969. He 

had not given a report on the work in the Region: that was included in the Director -General's 

Report. 

The CHAIRMAN asked the Committee to take note of Dr Taba's correction. 

He proposed that the meeting be suspended to allow some time for preparation of the 

Nigerian draft amendment. 

The meeting was suspended at 10.40 a.m. and resumed at 11.05 a.m. 

The CHAIRMAN announced that the proposed amendment had been drafted. He was very 

grateful to Dr Otolorin for his work and for the contribution he had made to the harmony of 

the meeting. While the amendment was being prepared for distribution, the Committee might 

proceed to the next item on the agenda. 

5. COMMUNITY WATER SUPPLY PROGRAMME: Item 2,9 of the Agenda 

(Resolution WHA19.50; Documents А21 /P &B /10 Rev.1 and Corr,1) (continued) 

Dr AKWEI (Ghana), Rapporteur, presented the draft resolution, which read as follows: 

The Twenty -first World Health Assembly, 

Having considered the progress report of the Director -General on the community 

water supply programme; 
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Noting that the rate of progress in the global effort to improve community water 

supplies while substantial is still not commensurate with the increasing demand for more 

and better quality water for healthful living, consequent to the natural growth of popu- 

lation and the continuing urbanization processes in developing countries; 

Noting with satisfaction that the International Bank for Reconstruction and 
Development, the International Development Agency, the Inter -American Development Bank 

and bilateral assistance programmes recognize community water supply as a field of 

investment contributing to social and economic development; 

Recognizing the valuable contribution to the solution of rural water supply problems 
made possible by the co- ordinated efforts of the World Health Organization, Member States, 
and the United Nations Children's Fund; 

Re-affirming the recommendations to Member States included in Resolution WHA19.50, 

1. NOTES with appreciation the report of the Director -General and endorses the 

general principles and programme therein; 

2. RECOMMENDS to Member States: • (1) that in carrying out their health protection role due attention be given 
inter alia to: 

(a) the stimulation and promotion of safe community water supplies to all 
people; 

(b) the establishment of national standards for drinking -water quality; 

(c) the supervision of the sanitary design of water systems and their operation 
as well as continuing surveillance of water quality; 

(d) the provision of qualified personnel to carry out these functions; 

(2) that they intensify efforts to strengthen national urban and rural community water 
supply programmes and to include provision for these programmes in national economic 
and development plans; 

(3) that they continue to seek support for projects to improve community water supplies 
under the Technical Assistance and Special Fund components of the United Nations 
Development Programme. 

3. DRAWS the attention of the Regional Banks for Asia and for Africa to the needs of 
Member States for long -term low interest loans for improved community water supplies. 

4. REQUESTS the Director -General: 

(1) to provide for continuing leadership in community water supply by intensifying 
programme activities as presented in his report in co- operation with international and 
other agencies; 

(2) to give all possible support and assistance to Member States in connexion with 
their rural water supply programmes, maintaining close co- operation with UNICEF and 
other relevant agencies for that purpose; 

(3) to report on the progress of the programme to the Twenty -third World Health 
Assembly. 
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Dr AHMETELI (Union of Soviet Socialist Republics) said that his delegation had put 
forward its views on the community water supply programme at the previous day's meeting. 

It would abstain from voting on the draft resolution, since the latter approved the programme 
outlined in the report of the Director- General. 

Decision: The draft resolution was approved by 84 votes to none, with one abstention. 

6• QUALITY CONTROL OF DRUGS: Item 2.11.1 of the Agenda (Resolutions WHA20.34 and EB41.R28 
(Document А21 /P &B /13) 

Dr BERNARD, Assistant Director -General, Secretary, introducing the item, said that the 

Committee would recall the discussions on the quality control of drugs which had taken place 
in 1967, and had led to the adoption of resolution WHА20.34, requesting the Director -General 

to take certain measures for further development of the Organization's work in that field 

and to report to the Twenty -first World Health Assembly, through the Executive Board and 

with its comments, as set out in paragraph (iv) of the resolution. In pursuance of that 

request, the Director -General had submitted his report in document A21 /P &B /13, which contained 

two appendices: Appendix 1 was his report to the Executive Board, and contained an annex 

setting out the text of the draft requirements for good manufacturing practice in the pro- 

duction and quality control of drugs and pharmaceutical specialities; Appendix 2 was an 

extract from the summary record of the tenth meeting of the Executive Board at its forty -first 

session, at which the subject had been discussed. 

The Director -General's report to the Executive. Board being contained in Appendix 1, the 

covering document consisted basically of additional information which he felt might be of 

interest on certain other aspects, and a report on the action he had taken on other parts of 

the resolution, in particular the measures he proposed to assist Member States in setting up 

national or regional laboratories for the quality control of drugs or to make it possible 

for them to have access to such laboratories. 

The important point in resolution WHA20.34 was the request for the formulation of certain 

principles, which could be included in regulations under Article 21 of the WHO Constitution, 

supplemented as necessary by recommendations under Article 23. The Director -General's 

suggestions in that connexion would be found in Appendix 1, paragraphs 2 -8. 

Three main suggestions which might be examined for possible inclusion in regulations 

were set out in paragraph 2 of that appendix: (i) certification by WHO that the drugs 

destined for export complied with international standards of quality; (ii) certification 

by the government of the exporting country that the drug complied with standards not less 

than those imposed for consumption in the country of origin; and (iii) certification by 

the government of the exporting country that the drug had been produced in compliance with 

good manufacturing practice. 

It would be seen that the Director-General was in favour of the third possibility and, 

for that reason, he had given priority to the development of requirements for good manu- 

facturing practice, as set out in the annex to Appendix 1. Those requirements might be 

the subject of a recommendation. They had been drawn up by the Secretariat, with the 

assistance of a group of consultants, had been submitted to the Executive Board in January 

1968, and had been sent out to governments with a circular letter on 2 April 1968, so that 

they could be studied. Governments had been invited to give their observations either in 

the course of the discussions in the present Health Assembly or in writing, in which case 

their communications were to be sent before 1 July 1968.. The intention was that, when all 

the comments had been received, the Director -General would submit the proposed Regulations 

to the Expert Committee on Specifications for Pharmaceutical Preparations for a final 

examination with a view to the establishment of a text which would be generally acceptable. 
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Those were the essential measures which had been taken by the Director -General. The 
representative of the Executive Board would perhaps wish to inform the Committee of the Board's 

conclusions. 

Dr RAO, Chairman of the Executive Board, said that the Board's discussions were recorded 
in Appendix 2 of document А21 /P &B /13. The three alternatives given in paragraph 2 of the 

Director -General's report to the Board had been considered. It had been pointed out that 

Article 23 of the Constitution should be borne in mind, also that opportunities should be given 
for the developing countries to establish control laboratories, possibly through the use of 
UNDP funds, or to havé access to laboratories, as indicated in the Director -General's report. 
It appeared to be most important for the developing countries that WHO should give maximum 
assistance to that end. In that connexion, he drew attention to resolution EB41.R28. Some 
delegates were present from the main drug manufacturing countries, who would be able to give 
their advice as to how best to find a solution to that problem. 

The CHAIRMAN invited discussion. 

Mr IBRAHIM (Sudan) commended the Director -General and his staff on the report before the 

Committee. 

Most drug -importing countries were developing countries with limited resources and 
inadequate or non -existent quality control facilities and their position was very serious - 

indeed tragic. A survey of the situation by the Secretariat would, therefore, have been 
invaluable and would have highlighted the urgent need for an internationally recognized 
control system as well as for national control in both the importing and the producing countries. 

Of the hundred foreign drug exporters replying annually to Somalia's tenders, only about 
twenty were of international repute, and unfortunately, it was usually the unknown manufacturers 
who were, the more willing to offer attractive prices and quick delivery and to conform to 

conditions of supply. Five years before, and after bad past experience, Somalia had decided 
to establish a small quality control laboratory, as a result of which it had been found that 
20 -40 per cent.of the drugs imported annually were either sub -standard or unfit for medical 
use. 

National and regional control laboratories were not the whole answer, though they did 

afford protection for the patient, because a replacement had to be obtained for every 

consignment rejected - always a lengthy, or costly, process. Often, too, there was a marked 
deterioration in drugs only two or three months after their receipt which meant additional 

financial loss. The imposition of strict conditions of liability, such as the requiring of 
a deposit, would have merely led to the withdrawal of contracts. 

Some drug suppliers on the black list offered their wares again under new names, from 

different countries and through different agents; others were satisfied with one substantial 

profit in each country. Some of the consignments Somalia had rejected had been re- exported 

to other African and Asian countries. There was a widespread trade in condemned drugs. 

Drugs of such poor quality would not, of course, have been allowed on the markets of their 

country of origin, nor would their export have been possible if a system of national control 

existed in those countries. For that reason, it was absolutely vital - and the moral 

obligation of the manufacturing countries - to ensure such control. International control for 

pharmaceutical drugs was no less important than for narcotic drugs. 
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In conclusion, he said that he trusted that all manufacturing countries would accept 
the suggestion in respect of Regulations to be established under Article 21 of the 
Constitution, made in paragraph 6 of Appendix 1 to document А21 /P &B /13. 

Dr BROTHERSTON (United Kingdom of Great Britain and Northern Ireland) said that his 
delegation subscribed to the principles laid down in the report before the Committee, but 
considered that, in present -day circumstances, the Director -General could more appropriately 
translate those principles into action under the terms of Article 23 of the Constitution rather 
than of Article 21 - in other words, by recommendations rather than by regulations - which 
would afford the best possibilities of securing rapid and flexible action in a changing and 
developing field.. He would be grateful for the Secretariat's confirmation of its agreement 
with that approach. 

Mr CIELECKI (Poland) said that WHO's increased attention during the past year to the 

quality control of drugs was a matter of satisfaction to his delegation. He thanked the 

Director -General for his clear presentation of the present situation as outlined in document 

А21 /P &B /13. 

Since the European technical meeting on the quality control of pharmaceutical preparations 
in 1961 in Warsaw, his Government had further developed its activities. He recalled that, 
at the previous Health Assembly, his delegation had stated that the Polish Drug Institute, 

which had developed a control system for the whole country, was willing to receive interested 
individuals or teams and to provide other governments with data, if need be. He was pleased 

to be able to reiterate that offer. 

Quality control of drugs was not a pharmaceutical matter alone, since advances in medicine 

should be accompanied by speedy development of both basic and clinical pharmacology. The 

latter subject, he considered, should be dealt with by the WHO Division of Pharmacology and 

Toxicology, which should take account of such new problems as pharmacogenetics and develop- 

ment pharmacology of the aged. At the same time, the social and psychological aspects of 

the abuse of many psychotropic drugs merited thorough study by the Organization. 

His delegation was gratified that WHO had been dealing with the important question of 
legislation for drug control, both in the laboratory and in the clinic, and in recent years 

Poland had been actively engaged in such work. 

Referring to resolution EB41.R28, he said that his Government would welcome the visit 

of a WHO expert to view the facilities and control system in Poland. It further considered 

that WHO should establish guiding principles for global application. 

Further WHO support for training in control methods and in the technical aspects of 

establishing new national or international control laboratories was needed, in which vital 

matter his Government was fully prepared to co- operate. Every effort should be made to 

regulate the trade in drugs which, as yet, was still inadequately controlled. 

Dr SIDERIUS (Netherlands) congratulated the Director -General and his staff on the 

excellent report before the Committee. 

Since the adoption of resolution WНА20.34, considerable progress had been made in respect 

of the quality control of drugs: Draft Requirements for Good Manufacturing Practice had been 

submitted to the Health Assembly and the WHO Expert Committee on Specifications of Pharmaceutical 

Preparations would assist in drawing up the final text later in 1968. By all expectations, 

the pharmaceutical and technical aspects of the matter would have been dealt with by the time 
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of the next Health Assembly. That being so, his delegation considered that a closer look 

should be taken at the legislative measures that would be required to precede or accompany 

the incorporation of the Draft Requirements in national legislations. Possibly, national 

measures would have to be taken before the international scheme outlined by the Director - 

General in the document before the Committee could be put into operation. 

Compliance with the Requirements, however, which reflected a sophisticated attitude 

towards drug manufacture, could only be enforced by experts trained for the purpose. In view 

of the need for such experts, and also for trained scientists to deal with the question of 

pharmaceuticals, his delegation was gratified to note the emphasis laid on training activities 

as a preliminary step to institutional development. Without adequate staff, laboratory 

facilities and equipment, it would be difficult to imagine an efficient inspection system. 

His delegation had also noted the emergence of projects for the establishment of control 

institutes and the plan for co- operation in that respect among Member States - a trend which, 

it was to be hoped, would grow stronger in the future. 

Referring to the discussion at the Executive Board's previous session on the relative 

merits of Articles 21 and 23 of the Constitution in respect of the quality control of drugs, 

he said that he considered a decision on the matter would be premature at that time since 

the technical knowledge now available would have to be complemented by a study of the legal 

measures required at the national level. To judge the extent of that problem, it would first 

be necessary to agree on the details of the final scheme. In that connexion, his delegation 

considered the third alternative for a certification scheme, of the three suggested in paragraph 
2 of Appendix 1 of document А21 /P &B /13, to be the most practicable and worthy of further study. 

The development of a system, as announced by the Director -General, to allow frequent 

publication of recent specifications of new drugs was a welcome improvement in policy and 
would guarantee a more continuous operation of the present WHO system, which was still entirely 
dependent upon the International Pharmacopoeia, 

His Government, which fully endorsed the provisions of operative paragraph (v) of 

resolution WHA20.34, had already refused a licence to a manufacturer who wished to market his 

products exclusively abroad, on the grounds that his product did not comply with the standards 
valid for the domestic market. 

In conclusion, he said that his delegation, together with those of Czechoslovakia, 
Indonesia, Iraq, Nigeria, Norway and Sudan, had prepared a draft resolution on the quality 
control of drugs for the Committee's consideration at an appropriate time. 

Dr EVANG (Norway) said that the Sudanese delegate's moving account of the situation in 
respect of the quality control of drugs in the developing countries had undoubtedly made a 
deep impression on all Members, and he wholeheartedly agreed that international control was 
now as essential for pharmaceutical as for narcotic drugs. 

Despite the fact that, as was evident from operative paragraph (iv) of resolution WНА20.34, 
the Twentieth World Health Assembly had decided to apply the principle of regulations as 
envisaged under Article 21 of the Constitution, somewhat surprisingly the Executive Board - in 

resolution EB41:R28 - had made no mention of "health regulations ". He had read the report of 
the Executive Board's discussions on the matter with great interest and had noted the widely 
differing positions in respect of the use of that term; his own views however, were closely 
allied to those of Dr Otolorin of Nigeria, as recorded in Appendix 2 of document А21 /P &B /13. 
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Reverting to resolution EB41.R28, he said that he was glad to note that operative 
paragraph 2 called for the establishment of control laboratories on a regional, as well as 
on a national basis, since, in his opinion, it would be out of the question for the smaller 
developing countries, with limited resources and population, to establish national control 
laboratories of a sufficiently high standard. 

The Health Assembly would either have to abide by its earlier decision or reverse it. 

If the former were to be the case, then regulations would have to be applied, but they would 
of course be supplemented by recommendations. The argument advanced in the Director -General's 
report in that connexion (Appendix 1 to document А21 /P&В /13, first paragraph on page 2 and 
paragraph 8 on page 3) seemed to be against regulations. It seemed to him, however, that the 
approach there was wrong for, while regulations in respect of quarantine would admittedly be 

of little value unless accepted by the majority of countries, the contrary was the case in 

respect of drugs. For example, if only ten countries accepted regulations in regard to 
manufacturing practice, all purchasing countries without control laboratories would 
immediately turn to those ten countries, and other manufacturing countries would then hasten 
to accept the regulations. In fact, it would be effective if even only one country accepted 
the regulations. For that reason, he considered that the Health Assembly should uphold its 
decision. 

Lastly, he said that he had been glad to co- sponsor the draft resolution referred to by 

the Netherlands delegate and in which the words "regulations" and "recommendations" were both 

used. 

Dr SAUTER (Switzerland) joined previous speakers in thanking the Director -General for a 

very interesting report, which would undoubtedly serve as a useful basis for the Organization's 

future work and at the same time help governments to introduce, or bring up to date, their 

legislation in respect of drug control. 

His delegation considered that the prime responsibility for the quality of drugs rested 

with manufacturers and that any international regulations should be drawn up on that 
principle. Similarly, the Draft Requirements for Good Manufacturing Practice seemed to 

provide a good basis for action by the Organization. 

His delegation was also in full agreement with the principles outlined in Part A of the 

Draft Requirements, which principles formed the basis for the preparatory work in Switzerland 

to introduce legislation to control drugs. 

On the actual application of the Draft Requirements, he said that he considered it 

incumbent upon the manufacturing country to decide whether finished products should be 

registered both for domestic use and for export. While the application of the Draft 

Requirements should not raise any major problem for the large manufacturers, the smaller or 

medium -sized manufacturers, some of whose products might be impeccable, might have some more 

difficulty. That was, however, more a question of detail. 

Professor SIWABESSY (Indonesia) said that, uhder Indonesian law, drugs on the home 

market had to conform to the standards stipulated in the Pharmacopoeia of Indonesia, which 

was based on the International Pharmacopoeia published by WHO. Adjustments were made to 

allow for local climate and conditions, and certain original and foreign monographs were 

added. Since October 1966, the Government had allowed private enterprise to import drugs, 

many of which had since entered the country both in the form of finished products and as raw 

materials. It was now felt that a new law to control quality was needed, and the Medical 

Advisory Council had initiated preliminary discussions in that connexion in November 1967. 
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In Indonesia, manufacturers were held responsible for the quality of their drugs, except 

in the event of fakes or stolen drugs. The Government had, however, prohibited pharmaceutical 
industries, wholesalers and retailers from processing or selling drugs whose origin was 
uncertain. In some provinces, the local health authorities and laboratory services carried 
out random checks of drugs sold by retailers but, unfortunately, only a few provinces had 
sufficient funds and facilities to do so. Often, therefore, samples had to be sent to 
Djakarta for analysis. 

Because of the inadequate facilities at the Central Laboratory in Djakarta, extreme 
caution was exercised in using new drugs. As that laboratory did not have facilities to 

determine the teratogénicity of drugs, it was necessary to have recourse to the literature for 
such data. New drugs, whose effects were as yet unknown, were automatically classified as 
dangerous and could only be obtained on medical prescription. In 1963, when the terato- 
genicity of thalidomide became known, Indonesia had prohibited the import of all drugs of which 
thalidomide, meclizine and phenmetrazine were compounds. 

Under its five -year development plan, the Government was to improve the facilities of 
existing laboratories and also to build new laboratories. 

In conclusion, he said that his Government, which would be glad of any assistance from 
WHO in improving its quality control of drugs, considered that an internationally recognized 
body was urgently needed for that purpose, and also to deal with reporting and recording. 

Dr DURAISWAMI (India) expressed his country's appreciation for the excellent reports in 
respect of the quality control of drugs prepared by the Director -General and for the 
Organization's activities in safeguarding the interests of the developing countries. 

His country, which considered that the establishment of well -equipped analytical 
laboratories was an essential pre -requisite for improving the quality control of drugs, was 
endeavouring to establish such laboratories with a view to exercising greater vigilance over 
firms' products and ensuring that all the necessary precautions were observed during manu- 
facture. 

India, and possibly other developing countries too, laboured under two handicaps: first, 
lack of analysts trained in the latest techniques and, secondly, lack of the foreign exchange 
needed for importing equipment. It would be helpful if WHO could increase the number of 
fellowships it awarded for training analysts, especially in microbiology and immunology, and 
also if it could help with the supply of analytical equipment and chemicals that were not 
manufactured domestically. 

His country was anxious to participate in any scheme of monitoring of adverse reactions 
to drugs, to which WHO had been paying considerable attention. The Organization's assistance 
in establishing a centre for the purpose in India would be gratefully accepted. 

WHO could also render valuable help by arranging to evaluate new drugs for their safety 
and efficacy, and his country would be glad to collaborate in that connexion by making available 
suitable hospitals for the purpose. 

Professor SEIQAULT (France) said that the Draft Requirements for Good Manufacturing Practice, 
prepared by the Organization, would seem to apply particularly to those countries where 
regulations in respect of the quality of drugs were either inadequate or non -existent; at the 
same time they took account of the position of countries with regulations. His delegation 
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was particularly gratified to note that a certain number of those requirements had in fact 
long been applied by law in France, where quality control was effected at several stages - 

control of the qualifications and competence of those responsible for the drugs, of the 
places where the drugs were manufactured, of the drugs proper, and then checking during and 
after manufacture. Besides that series of control measures, which obviously provided ample 
guarantee, certain other measures were also taken. 

He fully agreed with the Swisв delegate that the prime responsibility rested with the 
manufacturers themselves and, considered that inspection carried out at the factory stage was 
not incompatible with that required under government regulations. 

Dr QUAMINA (Trinidad and Tobago) said that the position of her delegation, which shared 
the views of the Norwegian delegate, could be summed up in three main points. First, in 

developing countries, it might not be possible for official agencies to recruit personnel 
with the required experience to supervise all aspects of drug quality control. In such 

cases, therefore, provision should be made for quality control laboratories in other countries 
or a regional laboratory to act as a reference centre. Secondly, her delegation supported 
the suggestion that schemes should be organized to train personnel for the quality control of 
drugs. Thirdly, developing countries anxious to diversify their economy should not encourage 
pharmaceutical industries until some measure of quality control had been achieved, either 
through government inspection of factories or through the regional laboratory arrangement 
referred to above. 

In conclusion, she said that Trinidad and Tobago was considering draft regulations for 
drug manufacture along the lines submitted by the Director- General. If those regulations 
became law, it would not be possible for any wholesaler to import drugs into the country 
without a certificate stating that they had been produced in accordance with the requirements 
of good manufacturing practice. 

Dr OLGUIN (Argentina) said that quality control of drugs was a matter of concern to all 
governments, whose responsibility..in that connexion was considerable. In his opinion, the 
points set forth in the operative part of resolution WНА20.34 constituted an excellent 
programme for solving the problem. The Executive Board's decision in respect of the 

formulation of generally acceptable requirements for good manufacturing practice for the 
quality and control of drugs was also worthy of international support. 

He thought that the problem should be approached by formulating regulations, as provided 
for under Article 21 of the Constitution, and to supplement those regulations as necessary by 
recommendations, as provided for under Article 23. 

In view of the difficulties certain countries would have in setting up an adequate 
control system, because of lack of equipment, funds and personnel, it would be advisable to 
develop a system of regional laboratories, In Argentina, the National Institute of 
Pharmacology and Standardization of Drugs and Medicaments was assuming growing importance 
because it was extending its assistance to other countries, on a regional basis. 

• The efforts of some coцntries.to ensure that the standard of drugs for export was equal 
to that for domestic consumption would be particularly appreciated by countries that did not 
have the facilities to carry out inspection themselves. 

Quality control effected through manufacture, and supervision thereafter, would help 
countries to standardize their respective legal requirements and the Executive Board's 
recommendations in that connexion, as outlined in the report before the Committee, would also 
contribute to such standardization. 

In conclusion, he said that he would submit his remaining suggestions on the item in 

writing to the Secretariat. 
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Dr CUММING (Australia) said that his country welcomed the Director -General's valuable 
report on the quality control of drugs. 

Referring to paragraph 6 of Appendix 1 to document А21 /P &B /13, he said that from his own 

country's experience in the past ten years, when parallel operations had been in use, it would 
appear that the manufacturer should provide the authorities of the importing country with the 
following three documents: first, a quality control protocol - usually only provided with the 
first import - which should be kept up to date; secondly, an attestated certificate of 
analysis; and, thirdly, the endorsement of the national control authority of the exporting 
country. Also, random testing of samples by the importing country was needed to ensure that 

the standardization laid down in the protocol was being met and that no substitution of pro- 

ducts was being made. 

The customs authority of the importing country obviously required an adequate number of 

experienced staff to assess such documents and to carry out sampling. Unfortunately, the 

countries most at risk were likely to have difficulties in carrying out such a scheme 
efficiently. 

To avoid the cumbersome procedure of import protocols, his delegation felt that priority 

should be given to the further development of the International Pharmacopoeia, the publication 
of up -to -date specifications, and the provision of international reference substances - to 

which end maximum co- operation would have to be secured from national authorities and 
manufacturers. 

Referring to the principles of good manufacturing practice, he said that, in Australia, 

such essential measures as regular inspection, random sampling and testing were carried out by 

the National Biological Standards Laboratories. The principles set forth in the annex to the 
report before the Committee were excellent but might possibly be interpreted in widely 
different ways. To achieve uniformity of practice, therefore, the annex should be expanded 
and should also be the subject of frequent revision. For that reason, while his delegation 
regarded those principles as a major step forward, it considered that it would be premature 
to convert them into regulations at the present stage. 

The meeting rose at 12.35 p.m. 


