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1. QUALITY CONTROL OF DRUGS: Item 2.11.1 of the Agenda (Documents Á21/P &B /13 and 
A21 /P&B /Conf.Doc. No.15) (continued) 

The CHAIRMAN drew attention to the draft resolution on quality control of drugs proposed 
by the delegations of Czechoslovakia, Indonesia, Iraq, Netherlands, Nigeria, Norway and Sweden 
(А21 /Р&B /Conf.Doc. No.15). 

Dr VASSILOPOULOS (Cyprus) said that the existence of so many pharmaceutical preparations, 
some of unknown origin or of doubtful effect, had led the Government of Cyprus to introduce 
legislation for control and to take steps for the establishment of a control laboratory. He 
thanked the Regional Director for the assistance given through the provision of fellowships, 

experts, and laboratory equipment. It would not be possible for all control operations to be 

completed with the new laboratory, but it would supplement the control in the exporting country 
of drugs imported into Cyprus, thus implementing the recommendations of the Executive Board on 
the use of existing laboratories for regional control. 

Dr POPESCO (Romania) said that the rapid increase in pharmaceutical preparations on the 

international market, some having side -effects, called for effective control. In Romania an 
institution existed for the control of domestic and imported drugs in international trade. 

The experience gained indicated that WHO should take into account the need for certain 
principles. First, drugs should be given a certificate guaranteeing quality and issued by 
national control laboratories. Secondly, producing countries with developed pharmaceutical 
industries and control laboratories should draw up agreements with importing countries that 
lacked such laboratories. Thirdly, all drugs in international trade should be mentioned in 
the International Pharmacopoeia or in national pharmacopoeias; if not, there should be an 

indexed file for the use of importers giving details of control procedures used. Fourthly, 

a national control methodology should be established for international acceptance. Until 

that was done, drug control must be effected in accordance with the specifications of the 

International Pharmacopoeia, or in accordance with a plan agreed between importers and exporters 

or producers and consumers. The control should also be effected in the national laboratory of 
the country requesting the drugs. 

He expressed his delegation's support for the proposed draft resolution reproduced in 

A21/P&B /Conf.Doc. No.15. 

Dr DANNER (Federal Republic of Germany) said that his delegation had no technical 

objections to the draft requirements contained in the annex to document А21/Р&B /1З, in view of 

the fact that the quality of pharmaceutical products was considered very variable. The • 
requirements should be adhered to by all countries. But since general rules would have to be 

adapted to particular situations in different countries, he was of the opinion that they should 

be adopted not as regulations but as recommendations in accordance with Article 23 of the WHO 

Constitution. 

Professor PENS° (Italy) said that his delegation was completely in agreement with the 

policy of WHO in that matter. Italy had strict laws governing the production of drugs and the 

quality of the finished product, and they applied equally well to those for home consumption 

and export. In addition, the Italian pharmaceutical producers' association had developed rules 

of good manufacture. The provisions of those rules were very similar to the requirements 

annexed to the Director -General's report. 
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The Italian delegation did not consider it necessary for all importing countries to 

establish control laboratories; that would be too expensive, and the necessary equipment for 

complete control was very complicated. Regional control laboratories were more recommendable. 

Until they were established, certificates of control issued by national public health services 

should be sufficient. That method was also in use in Italy for consumers abroad, in addition 

to the issue of a producer's certificate. 

He drew attention to the problem of storage of imported pharmaceutical preparations, 

which might deteriorate in quality after certification. 

His delegation supported the draft resolution before the Committee. 

Dr АММUNDSEN (Denmark) said that the report of the Director - General represented a 
significant step towards ensuring that the populations of the world were provided with drugs of 
a sufficiently high standard. The Danish delegation was in agreement with the views expressed 
by the Director- General (Á21/P &B /13, Appendix 1) concerning certification by WHO, under 

paragraph 2(i) and certification by the government of the exporting country concerning the 

standard of quality, as mentioned in paragraph 2(ii). For the moment, it would seem less • advisable to embark upon the proposal made in 2(iii). The term "good manufacturing practices" 
in itself would have a good psychological effect. The glossary of terms regarding pharmaceu- 
tical preparations in part C of the annex was a useful inclusion. 

She was more hesitant concerning paragraph 4 of part C of the annex to document A21 /P &B /13. 
Those matters must obviously be discussed at greater length by the competent experts. It was 
hoped that her Government would submit its written comments to meet the deadline set by the 
Director -General. 

In her opinion, contrary to what many other delegations had said, the requirements were 
rather too specialized and too detailed. Room should be left for the adjustment of more general 
provisions to conditions and premises in different countries. She wondered whether it was 
indeed possible to draw up detailed rules to apply both to larger and smaller producers, who 
might both be producing good pharmaceuticals. 

She said that the first international course on the control of drug quality held in 

Copenhagen in 1967 had been a most encouraging experience for all Danish participants. Another 
was to be held in 1969, and she was sure that such courses did much to speed up development in 

that field. 

In principle, her delegation was in favour of the draft resolution, but the provisions for 
certification of drugs were incompatible with present legislation in Denmark. However, that • would be taken up in connexion with the new Danish law on drugs being prepared. 

Dr NOVGORODCEV (Union of Soviet Socialist Republics) said that the important matter under 
discussion was of interest not only to developing countries but also to developed, exporting 
countries. The number of studies completed and reports presented by the Director- General was 
a natural consequence of the concern to ensure that the flow of pharmaceutical preparations on 

the market was kept up to high standards of quality. The doctors' professional conscience 
dictated that all measures should be taken to protect the health of consumers. Hippocrates 
had said that the most important consideration in medicine was to avoid doing unnecessary harm. 
The present discussions should be guided by that principle. 
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He emphasized that the control measures recommended in the Director -General's report 
would not ensure good quality without accompanying provision for good delivery and storage 
procedures. 

He supported the remarks of the delegate of India on the need for the training of proper 
personnel for control laboratories. The USSR was ready to help with such training. There 
was a wide control network making no distinction between drugs for home and foreign consump- 
tion in the USSR, with various stages of control assured by control commissions under 
different ministries. 

The tenth edition of the Pharmacopoeia of the USSR derived much benefit from the 
International Pharmacopoeia. He stressed that pharmaceutical quality control depended very 
much on the existence of good pharmacopoeias. 

He agreed with those delegations that had emphasized the importance of the requirements 

annexed to the Director -General's report, but said that they were still not final. His 

delegation supported the draft resolution. 

Dr FELКAI (Hungary) said that his delegation accepted in principle the findings of the 

Director -General's report and the proposed draft requirements. The provisions of 

paragraphs 2(i) and 2(ii) of Appendix 1 of document А21 /P &B /13 were, however, not realistic; 

those of paragraphs 2(iii) and 5 and 6 would be more satisfactory. 

The annex to document A21 /P &B /1З should include provision for tests of identity, 

quality and purity of all substances, including auxiliary substances used in the preparation 

of the final product. The definition of intermediate products should be more precise, 

since those were often not developed in the same laboratory as the final product. The 

provisions of part C of the annex were already applied in his country, where main and 

auxiliary components of pharmaceutical preparations were checked at all stages of production 

by the national control body, which had authority to take samples at any stage. The control 

laboratories were subject to the surveillance and guidance of the national pharmaceutical 

institute. 

In addition, his country maintained direct relations with the reference centre in 

Copenhagen and adhered to the WHO reference standards. He was sure that the use of WHO 

reference substances would facilitate international control. 

On labelling, he said that the declaration of ingredients marked on labels of 
pharmaceutical preparations in Hungary already corresponded in large part to international 

nomenclature, and new labels were being prepared to conform entirely. 

Hungary would welcome WHO fellowship holders to study control techniques in the interests • 
of drug safety. 

Professor PESONEN (Finland) said that the Finnish delegation supported the draft 

resolution before the Committee. 

Dr BLAGOJEVIL( (Yugoslavia) agreed that the best way of ensuring the quality of imported 

drugs was the establishment of regional laboratories for control. In Yugoslavia each series 

of drugs inported was analysed, and exporters were required to include on the certificate 

complete data on the original substances, final product and methods of analysis. She insisted 

on the importance of fellowships for trainees in drug analysis. 
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She was a little sceptical about the paragraph in the draft resolution, concerning 

international control, but her delegation was in agreement with paragraphs (i) and (iii). 

Dr RATNASINGНAM (Ceylon) said that in his country drugs and dressings were purchased on 

worldwide tenders or through Crown agents. Each consignment supplied on a tender had to be 

accompanied by a certificate issued by a general superintendent. The producer informed the 
superintendents when the consignment was ready, at which stage the representative of a general 

superintendent drew samples from the packed goods before they were sealed. Once the samples 

were tested, a certificate was issued to the producer, who could only then ship the goods. 
In the case of Crown agents, the latter's guarantees were accepted. 

The Government of Ceylon was to set up a drug control laboratory on the recommendation of 

a WHO consultant. Two more consultants had recently visited the country to advise on 
implementation of the plan, and WHO was also helping in the training of a pharmacologist to 
take charge of the laboratory. The Government of Japan had agreed to supply the necessary 

equipment. 

Professor МАС СН (Czechoslovakia) said that the Director -General had rightly stressed in 

his report that high standards of quality in drugs could only be guaranteed by permanent 

satisfactory production. The recommendations drawn up by an international group of experts 

convened by WHO were to be welcomed. With regard to the draft requirements themselves, he 

considered it very pertinent that the purchaser should define his requirements on the original 
materials, and that control should follow production at all stages, so that the manufacturer 
was given indisputable responsibilities for the quality of the finished product. 

He emphasized that the establishment and running of control laboratories was not a simple 
process. It was generally necessary that the principles of control and the conditions for 

satisfactory production should be laid down by legislation. Some developed countries had 
special laws on drugs. Quality control required up -to -date application of developments in 
scientific disciplines such as analytical and physical chemistry, biology, immunobiology, and 
pharmacology, and more sophisticated techniques were continually necessary. That indicated 

the need for training of scientific staff, as well as post -graduate training of experts. 
Any country wishing seriously to deal with drug control must take into account - as the 
delegate of Norway had mentioned - the expense and long -term planning necessary in developing 
control laboratories. 

The cost of world pharmaceutical production had recently been estimated at $ 90 000 million 
a year, about one-third 'of which was the cost of pharmaceuticals in international trade, showing 
that most countries imported drugs. 

The best illustration of the need for drug control was the existence of some 35 national 

pharmacopoeias which needed integration, taking into account geographical and ecological 
differences between countries. The second edition of the International Pharmacopoeia, and 
the work of WHO on specifications for quality control, were of special importance in view of 
the fact that many national pharmacopoeias were approaching completion. WHO's work on 
chemical reference substances and biological standardization was also of great importance 
for the unification of control requirements for different parts of the world. The second 

edition of the International Pharmacopoeia was being carefully studied in Czechoslovakia, 

which offered its co- operation in the quality control of drugs, especially in the establish- 
ment of control in regions or countries where it was lacking. It was important that countries 
with a tradition of drug control should undertake it for others, either by sending workers to 
those countries or by offering facilities on a non -commercial basis, with WHO assistance. 
He recommended that WHO consider the possibility of organizing selected control laboratories 
to give such assistance, setting an example for the establishment of drug control in other 
countries. 
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The annex to document А21 /Р &В /13 had been carefully studied by specialists and directors 
of pharmaceutical industries in Czechoslovakia. Manufacturing practices conformed entirely 
to WHO requirements in that country. He looked forward to a final drafting of the 

requirements and their circulation to Member countries. They would be the backbone of future 
activities for the quality control of drugs. 

Dr WEISS (Afghanistan) said that the problem of the sale and distribution of drugs was 
different in developing and developed countries. In the former there were both old and new, 
and good and bad drugs: owing to the lack of well -trained personnel and of well -equipped 
laboratories and the unavailability of relevant literature such countries were at a 

disadvantage. The publication of the first edition of the International Pharmacopoeia had 
been valuable in stimulating world -wide interest in the quality control of drugs. But 

developing countries imported most of their drugs, and they would not be able to improve 

the quality of drugs unless they established manufacturing laboratories or laboratories for 
control. It was time that WHO devised adequate means of controlling imported drugs and 
protecting the developing countries against abuses. There should also be a strengthening 
of local laboratories in those countries and a redoubling of efforts to train their staff, 

or a group of laboratories should be established in each region, to which developing countries• 
could send samples of drugs for testing. 

Mr CRESPO (Panama) said that he agreed with much that had been said, but more stress 

should be placed on the responsibility of the producer for keeping the quality of drugs to 

a high standard, although drugs should also be tested by the purchasers. At the producers' 

end good manufacturing principles should be observed; at the consumers' end good control 

laboratories were needed. That was an expensive proposition, but WHO should support projects 
for laboratories, like the one in Panama, to serve a group of countries. The analytical 

laboratory in the University of Panama, which was being supported by РАНО and the United States 

Agency for International Development, had technical equipment comparable to that of the 

United States Food and Drug Administration. So far 10 000 products had been analysed for 

Panama and other Central American countries. By increasing the capacity of the laboratory, 
WHO assistance could make it large enough to serve the whole of Latin America, including the 

Caribbean area and Mexico. 

He proposed that the words "on a national or regional basis" in operative paragraph (iii) 

of the draft resolution proposed by the delegations of Czechoslovakia, Indonesia, Iraq, 

Netherlands, Nigeria, Norway and Sweden be amended to "on a zonal or regional basis ". 

Dr BERNARD, Assistant Director -General, Secretary, said that, following the concern 

expressed at the Twentieth World Health Assembly on the subject, an attempt had been made 

to do more in the field under discussion, and he had been pleased to hear that delegates 

considered that the report represented a step forward. Note would be taken of all the 

observations made. 

With regard to the requirements for good manufacturing practice, the Secretariat had 

noted with pleasure that the Committee had generally approved the orientation of the work. 

However, the fact that some had expressed the opinion that the draft requirements were too 

succinct while others felt they were too detailed showed that much remained to be done. 

The Secretariat would be grateful to receive by 1 July 1968 the remarks of governments, 

which would help in the drawing up in final form of requirements for good manufacturing 

practice for submission to the Committee of Experts on Pharmaceutical Specifications. 

• 
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A second point recommended by the Health Assembly concerned the control specifications 

at the international level, in which connexion a number of delegations had referred to the 
International Pharmacopoeia and to the related question of reference substances. In 

accordance with the desire expressed by two delegations, studies were continuing with the aim 
of developing a more flexible system of periodic publication of specifications than that of 
the publication of the International Pharmacopoeia. 

The third point upon which the Director -General had been requested to take action 

concerned the important problem of aid to be given to the national or regional quality control 
laboratories. The Secretariat had taken note of the offer made by a number of delegations, 
including those of Poland and Argentina, of control facilities for the use of other countries. 

A fundamental point that had emerged during the discussion was the need for adopting 
the concept of regional or multi -national laboratories. The delegate of Panama had given 
a good example of a laboratory of that type in use in Central America and Panama. 

Emphasis had been placed upon training, and during the discussion on the programme and 
budget he had had an opportunity to indicate the importance the Organization attached to that 
subject. The setting up of control laboratories even on a regional level required long 

preparation and development, and it was never too early to begin training of personnel. 
The programme and budget contained details of fellowships, courses and seminars for producing 
the qualified staff to run the control laboratories. 

Emphasis had also been placed on bilateral assistance, of which the delegate of Ceylon 
had given an illustration. WHO was aware of the need for such assistance if rapid progress 
was to be made. 

The delegations of the United Kingdom and Norway had asked for information concerning 
the crucial question of the principles to be applied in regulations adopted under Article 21 

or in recommendations under Article 23 of the Constitution. With regard to the point raised 
by the delegate of Norway, the Director -General, in drafting his report, had attempted to 

conform to the Health Assembly resolution, and had not declared himself for or against either 
formula, but had merely set forth what seemed most practical and realistic for inclusion in 
regulations or recommendations. That was the purpose of paragraph 6 of the report submitted 
to the Executive Board. When the Director -General stated that international regulations 
would meet the objectives only if applied in the same manner by all exporting countries, he 
simply meant that the regulations would have greater validity if generally applied. 

In reply to the question raised by the United Kingdom delegate, he said that under 
Article 21 of the Constitution it was possible to apply a regulation. The Health Assembly 
had already taken advantage of that possibility with regard to the Nomenclature of Diseases 
and Causes of Death and the International Sanitary Regulations. The Health Assembly was 
aware of the fact that the problem of reservations was dealt with under Article 22 of the 

Constitution. In the case of recommendations concerning the Nomenclature of Diseases and 
Causes of Death, reservations were not controlled, whereas in the case of the International 

Sanitary Regulations they had to be accepted by WHO after consideration by the Health Assembly. 
There was therefore a good deal of scope in the matter. Article 23 offered the possibility 
of recommendations, under which the requirements for good manufacturing practice could 
usefully be included. 

He thanked delegates for their expressions of appreciation. 
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Dr SIDERIUS (Netherlands) introduced the following draft resolution on behalf of his 

delegation and those of Czechoslovakia, Indonesia, Iraq, Nigeria, Norway and Sweden: 

The Twenty -first World Health Assembly, 

Recalling resolution WHA20.34; 

Having noted resolution EB41.R28 of the Executive Board; 

Having considered the report of the Director -General on the quality control of 

drugs; 

Noting with satisfaction that progress has been made in the establishment of 

principles for good manufacturing practice; 

Considering the further action as outlined in the Director -General's report with 

particular reference to the suggestions concerning the principles which might be 

included in regulations and recommendations, 

REQUESTS the Director -General: 

(i) to report to the Twenty- second World Health Assembly on the final formulation 

of generally acceptable requirements for good manufacturing practice in the production 

and quality control of drugs; 

(ii) to report to the Twenty- second World Health Assembly on the inclusion of a 

certification scheme on the quality of pharmaceutical products in international 

commerce and the requirements for good manufacturing practice in regulations and 

recommendations respectively; and 

(iii) to continue assistance in the establishment or development of control 

laboratories on a national or regional basis complying with the need of those 

countries which do not yet have the facilities necessary for this purpose. 

He said that the amendment proposed by the delegation of Panama would be acceptable. 

Mr CRESPO (Panama) said that the exact wording he would propose for his delegation's 

amendment to replace the wording "on a national or regional basis" in operative paragraph (iii) 

was "on a national or preferably on a zonal or regional basis ". 

Professor SENAULT (France), referring to operative paragraph (ii) of the draft resolution, 

said that he was not sure that the words "faisant l'objet d'un contrôle international" 

corresponded to the English wording. 

The SECRETARY said that the French text should read "faisant l'objet de commerce 

international ". He thanked the delegate of France for having pointed out the error, which 

would be corrected. 

In reply to a question by the CHAIRMAN, Professor MACUCH (Czechoslovakia), Dr SAROS° 

(Indonesia), Dr ARIF (Iraq), Dr SIDERIUS (Netherlands), Dr OTOLORIN (Nigeria). Dr EVANG 

(Norway) and Professor REXED (Sweden) indicated their acceptance of the amendment proposed by 

the delegate of Panama. 
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The CHAIRMAN put to the Committee the draft resolution, as amended. 

Decision: The draft resolution was approved. 

2. DETAILED REVIEW OF THE OPERATING PROGRAMME: Item 2.2.3 of the Agenda (Document 

А21 /Р&В /Conf.Doс. No.7; A21 /Р&В /Conf.Doc. No.14) (continued) 

The CHAIRMAN called upon the delegate of Nigeria to introduce the draft resolution 

contained in A21 /P&B /Conf.Doc. No.14, and reading as follows: 

The Twenty -first World Health Assembly, 

Having considered the annual report of the Director of Health of the United 
Nations Relief and Works Agency for Palestine Refugees in the Near East (1967); 

Considering that the World Health Organization should continue to exert all 

possible efforts in providing effective health assistance to refugees and displaced 

persons in order to ensure their overall health protection and care; 

Recalling that the General Assembly of the United Nations in its resolution 

2252 (ES -V) endorsed "the efforts of the Commissioner- General of UNRWA to provide 
humanitarian assistance, as far as practicable, on an emergency basis and as a 

temporary measure, to other persons in the area who are at present displaced and 

are in serious need of immediate assistance as a result of the recent hostilities "; 

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

of displaced persons in order to ameliorate their health conditions; 

2. REQUESTS the Director -General of the World Health Organization to study the 

health conditions amongst displaced persons in the area and to report to the 
Twenty- second World Health Assembly; and 

3. COMMENDS the Director of the Health Department of UNRWA and his staff for 
their valuable assistance provided to the refugees. 

Dr OTOLORIN (Nigeria) said that his delegation had been impressed by the Chairman's 
willingness to try to establish a compromise. He had consulted with the two principal 
parties and had succeeded in producing a draft resolution which he thought would be acceptable 
to the majority. He emphasized that the Health Assembly was being called upon to adopt the 
resolution because of concern with the humanitarian principles it embodied. The important 

point was that displaced persons should be helped to return to their countries so that their 
health problems would be alleviated. One of the principal parties had indicated that it 

would still like a particular clause to be inserted, but his delegation did not consider that 
that would be helpful. It had felt that if both parties could endorse the resolution the 
chances of its successful implementation would be so much the greater. 

One of the parties had also asked that a particular resolution of the Security Council 
should be quoted, but it was considered that such mention would be immaterial to the principle 
of giving assistance to displaced persons. 
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He hoped that the draft resolution would obtain the support of most delegations. 

Mr EL RIEDI (United Arab Republic) thanked the Chairman and the delegate of Nigeria for 
their attempts to reach a compromise. His delegation had been in touch with the delegate 
of Nigeria and had indicated its opinion that a reference to the Security Council resolution 
adopted after the cease -fire in the Middle East was important in that it dealt with 
humanitarian, not political, aspects. 

The Director of the Health Committee of UNWRA, acting upon the Security Council resolution, 
had indicated his organization's need for WHO's advice, and had strongly advocated the urgent 
return of the displaced persons on health and humanitarian grounds. The reasons why their 

return had been prevented were obvious. 

The Security Council and General Assembly resolutions were legitimate documents. He 

drew attention to the fact that the Committee on Administration, Finance and Legal Matters had 

referred to resolutions of the General Assembly when approving a resolution on the question of 

the inhabitants of the Portuguese territories. Nigeria, among others, had supported the 

Security Council resolution to which he had referred. 

The resolutions of the Regional Committee would be meaningless unless endorsed by the 

mother organ. Regional Committees had been established to act on its behalf within the 
local circumstances arising with regard to health, and the resolutions of Sub -Committee A of 
the Regional Committee for the Eastern Mediterranean were legitimate resolutions. The 

resolution approved by the Committee on Administration, Finance and Legal Matters, to which he 

had referred and which his delegation had supported, referred in its preamble to the Regional 

Committee for Africa. 

His delegation therefore believed that the draft resolution it had submitted was a 

reasonable one, based on health and humanitarian principles, and he hoped it would receive 

unanimous support. 

Dr ARIF (Iraq), supporting the remarks of the delegate of the United Arab Republic, said 

that the assumption of the delegate of Nigeria that his draft resolution would command the 

support of most delegations was unfounded. 

The draft resolution submitted by his own delegation and others was not propaganda, but 

was based on humanitarian and health grounds, with a reference to other bodies that had 

discussed the same matters. 

Dr LINCE (Ecuador) said that the draft resolution submitted by the delegation of Nigeria • 
fully covered the humanitarian and health aspects, and his delegation would therefore support 

that amendment. 

Dr ARIF (Iraq) said that the proposal of the delegation of Nigeria was not an amendment 

but a new draft resolution. 

The CHAIRMAN said that the proposal of the delegate of Nigeria, being the one furthest 

removed from the proposal first presented, would be voted upon first in accordance with 

Rule 66 of the Rules of Procedure. 
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Mr EL REIDI (United Arab Republic) said that he understood that resolutions were voted 
upon in the order of their submission. Since the joint proposal of his delegation and others 
had been submitted before that of the delegation of Nigeria, it should be voted upon first, since 
the latter was a draft resolution and not an amendment. 

The DEPUTY DIRECTOR -GENERAL said that the proposal submitted by the delegate of Nigeria 
was, as the delegate of the United Arab Republic had observed, a separate draft resolution. 
As such it was covered by Rule 66 of the Rules of Procedure, under which it should be voted 
upon first, as stated by the Chairman. 

Mr EL REIDI (United Arab Republic) proposed that the draft resolution submitted by the 

delegation of Nigeria should be amended by the insertion of the following paragraph after the 
second paragraph of the preamble: 

Recalling that the Security Council in its resolution No. 237 (1967)of June 1967 
has "called upon the Government of Israel to ensure the safety, welfare and security 
of the inhabitants of the areas where military operations had taken place and to 

facilitate the return of those inhabitants who had fled the areas since the outbreak of 
hostilities ". 

He asked that the vote on the amendment be taken by roll -call. 

In reply to a question by Dr Otolorin (Nigeria) the SECRETARY said that, in accordance 
with Rules 65 and 66 of the Rules of Procedure, the voting order should be, first, the 
amendment proposed by the delegation of the United Arab Republic, secondly, the draft 
resolution submitted by the delegation of Nigeria, and thirdly, the draft resolution proposed 
by the delegations of Algeria, Iraq, Jordan, Kuwait, Lebanon, Libya, Morocco, Saudi Arabia, 
South Yemen, Sudan, Syria, Tunisia, United Arab Republic and Yemen. 

A vote on the amendment proposed by the delegation of the United Arab Republic was taken by 
roll -call, the names of the Member States being called in the French alphabetical order, 
starting with Afghanistan, the letter A having been determined by lot. 

The result of the vote was as follows: 

In favour: Afghanistan, Algeria, Saudi Arabia, Bulgaria, Cambodia, Ceylon, China, Cyprus, 
Congo (Brazzaville), Ivory Coast, Cuba, El Salvador, France, Upper Volta, Hungary, India, 

0 Indonesia, Iraq, Iran, Jordan, Kuwait, Lebanon, Libya, Mali, Morocco, Mauritania, Mongolia, 
Niger, Pakistan, Poland, United Arab Republic, Central African Republic, Romania, Senegal, 
Somalia, Sudan, Syria, Czechoslovakia, Tunisia, Turkey, Union of Soviet Socialist Republics, 
Yemen, Yugoslavia. 

Against: Ecuador, Israel, Nigeria. 

Abstaining: Argentina, Australia, Austria, Belgium, Burma, Canada, Chile, Cambodia, 
Congo (Democratic Republic), Denmark, Spain, United States of America, Ethiopia, Finland, 
Gabon, Ghana, Guyana, Haiti, Ireland, Iceland, Italy, Jamaica, Japan, Luxembourg, Monaco, 
Norway, New Zealand, Panama, Paraguay, Netherlands, Philippines, Portugal, Republic of Korea, 
Dominican Republic, Federal Republic of Germany, United Republic of Tanzania, United Kingdom 
of Great Britain and Northern Ireland, Rwanda, Singapore, Sweden, Switzerland, Thailand, Togo, 
Trinidad and Tobago, Uruguay. 
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Absent: Barbados, Bolivia, Brazil, Burundi, Cameroon, Costa Rica, Dahomey, Greece, 

Guatemala, Guinea, Honduras, Kenya, Laos, Lesotho, Liberia, Madagascar, Malaysia, Malta, 

Mexico, Nepal, Nicaragua, Uganda, Peru, Western Samoa, Sierra Leone, Chad, Venezuela, 

Viet -Nam, South Yemen, Zambia. 

Decision: The amendment was adopted by 43 votes to 3, with 45 abstentions. 

The CHAIRMAN called upon the Committee to vote on the Nigerian proposal, as amended by 

the delegation of the United Arab Republic. 

Decision: The draft resolution was approved by 61 votes to 1, with 29 abstentions. 

Mr EL RIEDI (United Arab Republic) said that the draft resolution just approved was 

acceptable to his delegation, and it would therefore withdraw its original proposal 

(document А21 /P &B /Conf.Doc. No.7). 

Dr GJEBIN (Israel) said he would like to explain his delegation's vote. His delegation 

was most grateful to Dr Otolorin for his painstaking efforts to reach a compromise solution, 

and would not have opposed the text he had prepared. However, amendments subsequently 

proposed had introduced political considerations into the resolution which would not promote 

the health interests of the people it purported to help and it was therefore unacceptable to 

his delegation. 

3. PHARMACEUTICAL ADVERTISING: Item 2.11.2 of the Agenda (Resolution WHА20.35; 

Resolution EB41.R24; Document А21 /P &В /16) 

Dr BERNARD, Assistant Director -General, Secretary, said that the Twentieth World Health 

Assembly had called upon the Director -General to study the ethical and scientific criteria 

that, from the medical point of view, should govern the advertising of drugs. The Director - 

General had presented a progress report to the Executive Board which had adopted a resolution 

requesting him to submit a report to the Twenty -first World Health Assembly. The report 

(document А21 /P &В /16) was now before the Committee. The first part of the document attached 

was a general review of legislation on pharmaceutical advertising, followed by a country -by- 

country survey of the legislation in force in twenty -two countries. 

Dr RAI, representative of the Executive Board, drew the attention of the Committee to 

the annexes to document А21 /P &B /13, in which the record of the discussions which had taken 

place in the Executive Board on that subject were reproduced. 

Dr OLGUIi N (Argentina) said that the question of pharmaceutical advertising had been of 

concern to his delegation for some time. A positive attitude should be adopted towards the 

problem, with a view to improving health through the rational use of drugs. His delegation 

considered that any action undertaken on an international basis should be confined to legal 

considerations. Since a number of countries already had the desirable legislation, it was 

a matter of urging others to take the necessary steps to introduce it. His delegation had 

prepared a draft resolution to that effect, which would be circulated to the Committee shortly. 

Dr FELKAI (Hungary) commended the Director- General on his report. He thought that the 

recommendations contained in document EB41/48 constituted a first step towards controlling 

pharmaceutical advertising. In view of the danger of some drugs, advertising of any kind was 

prohibited in Hungary, where the National Pharmaceutical Institute supervised and controlled 
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the manufacture and sale of all drugs. On the other hand, the public was kept fully informed 

about drugs and of the possible dangers of their misuse at public health centres. Such a 

system safeguarded the health of the people and restricted the influence of commercial 

interests. In countries where there were no such limitations the specifications for inter- 

mediates and half finished products and for finished (end) products outlined in 

document ЕВ41/38 should be implemented. His delegation was ready to co- operate to the 

full in all action aimed at controlling pharmaceutical advertising and the authorities 

of his country were ready to provide experts for national and regional centres which might 

be established by the Organization. 

Dr BERNARD, Assistant Director -General, Secretary, pointed out that the criteria in 

document ЕВ41/37 referred to by the delegate of Hungary, were reproduced in document 

А21 /P &В /16 in an amended form and those were the criteria now submitted for consideration by 

the Committee. 

Dr SAUTER (Switzerland) said that the problem of pharmaceutical advertising was a 

complex and delicate one. His delegation, therefore, considered that international 

action should be confined to principles of a general nature, as outlined on page 2 of the 

Director -General's report. With regard to advertising to the medical and related 

professions, his delegation considered that the first paragraph should contain reference 

to the fact that advertising was free and subject to the criteria explained further, and 

that in the second paragraph, active substances should be mentioned rather than active 

ingredients. 

Dr POPESCO (Romania) said that the quality of a drug was its best advertisement. The 

choice should be left to the discretion of doctors, but ways should be found to spare the 

latter from being overwhelmed by a profusion of different makes and explanatory literature. 

WHO could play an important role in establishing an international nomenclature and tests 

whereby drugs would be subject to international control. 

Dr KENNEDY (New Zealand) said that pharmaceutical advertising was subject to a variety 

of controls in New Zealand, as was shown in pages 41 -44 of the report. However, his 

delegation would welcome action by WHO to prohibit publicity in the form of free trials 

and money -back guarantees. With regard to advertising to the medical and related 

professions, unsolicited samples and gratuitous supplies of drugs should be similarly 

discouraged. 

The meeting rose at 5.30 p.m. 


