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QUALITY, SAFETY AND EFFICACY OF DRUGS: INTERNATIONAL INFORMATION SYSTEM ON DRUGS: Item 2.4.1 

of the Agenda (Resolutions WHA25.61 and EB51.R10; Document A26/8) (continued) 

The CHAIRMAN drew attention to the draft resolution proposed by the Iranian delegation 

and supported by others and to a second draft resolution proposed by the delegations of 

Canada and Sweden, which read: 

The Twenty -sixth World Health Assembly, 

Recalling resolutions WHA24.56 and WHA25.61; 

Having examined the report of the Director -General on the feasibility of an 

international information system on drugs; 

1. THANKS the Director-General for his report; 

2. CONSIDERS that the implementation of an international information system providing 

data on the scientific basis and on the conditions of registration of individual drugs 

would be of considerable importance in the development of a more comprehensive approach 

to ensuring drug quality, safety and efficacy; 

3. BELIEVES that the proposed feasibility study would provide the basis for assessing 

the potential value of such a system; and 

4. REQUESTS the Director -General to develop the proposed feasibility study and to 

report to a future World Health Assembly. 

Dr REOL TEJADA (Spain) said that his country would welcome the establishment of an 

international information system for drugs, and of an international. centre for drug.infor- 
mation. 

A tremendous effort was now being made in Spain to ensure that the drugs being marketed 

were both of higher quality and more effective. Amended provisions for the registration of 

drugs would be published this month; and the requirements were being brought into line with 
international criteria for registration. At the same time, the National Centre for the 

Control of Drugs was being expanded. This would enable the General Directorate of Health 

to evaluate drugs more effectively than was possible at the present time. 

Spain was showing increasing interest in questions such as that of the value of certain 

drug combinations. It was hoped to set up two national committees, of which the first would 

be concerned with clinical pharmacology and the development of new regulations on clinical 

trials, and the second with drug evaluation and monitoring and with information on side - 

effects. Contact had already been made with WHO in this connexion. 

Dr BADD00 (Ghana) said that Ghana imported a large proportion of its drugs, although 

some were manufactured in the country. However, there were problems of high humidity and 

high temperature; these might not only reduce shelf life, but even cause decomposition. 
Potency might decrease, or the drugs might even become toxic. With the limited facilities 

available, not all drug samples could be routinely tested; the development of an inter- 
national information system would go a long way towards filling the resulting gaps. 

The aims of the international information system were acceptable to the Ghana delegation, 
and it supported the proposal that a feasibility study should be carried out by WHO. 

Dr CHAPMAN (Canada) commented that there was a tendency to try and cover all possible 
aspects of a question in the relevant resolution, with the result that the objectives then 

became so broad as to obscure the main intent. It would not be possible to supply all the 

information available on all drugs: in Canada, for example, some 25 000 drugs were on the 
market. The data on those drugs was stored in a computer and regular printouts were produced 
for each drug; each such printout was 6 inches thick. Clearly an impossible situation would 
result if all countries sent data of this type to WHO for collation and distribution. He 

was glad to see, therefore, that WHO was to be selective, at least initially, in its product 
coverage. 

1 
Reproduced in the summary record of the third meeting (document A26 /A /SR /3, section 2). 
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A further problem was that, in Canada, the data submitted by manufacturers when 'seeking 
to obtain approval of a new drug was confidential. Such data could not therefore be released 

without the agreement of the manufacturer. The summaries of the data on the approval'of new 
drugs for marketing were most important in this context, and new drug monographs were available 
in Canada,.,;,: 

A summary of the legal requirements in force in each country would be very useful to 

WHO in drawing up guidelines. Without this, the variation in the data would be so great 

that valid comparisons would be impossible. 

The proposal for a feasibility study was sound, and it was essential that such a study 

should be carried out before the information system was permanently established. 

Dr TATOtENКO (Union of Soviet Socialist Republics) observed that the USSR had long had 
a system for the registration of drugs. There were uniform instructions with regard to 
testing, and also uniform requirements that had to be . satisfied before an application' from a 

manufacturer for the registration of a drug was approved., The definitions of terms such' as 
"new drugs" were very similar to those given in paragraph 3 of document A26/8. 

His delegation considered that the proposed, international information system -would'be 
most valuable. Nevertheless, the categories of information listed in paragraph 5 were too 

wide, at least in the initial stages. The registration of drugs was a medico «legal 
procedure, and the authorities responsible were guided not only by the results of clinical 
trials, but also by economic, commercial and other considerations. In the initial stages, 
therefore,,, the information could be limited to data on drugs whose use was prohibited - because. 

they were dangerous, or had serious side-effects and low efficacy. Such limitations of, the 
scope of the System in the initial stages would make it possible to keep within the budget 
allocation. In the future, if the system was found to be satisfactory and -if it was cones • - 

sidered necessary, the volume of information could be increased. An increase in the volume 
of information should proceed in parallel with the unification of national registration 
procedures, as' recommended by WHO. 

Dr DAIMER (Austria) said that the Federal Ministry -for Health and Protection of the 
Environment-, -as the central health authority in Austria, would be prepared to participate 
in the international information system and to provide data, but only on new drugs developed 
in Austria for the first time.. In order to reduce the administrative costs and to avoid -' -- 

duplication, information would not be provided on all new drugs registered in Austria, since - 

most of these originated outside the country, particularly, in the Federal Republic of Germany 
and in Switzerland. Information on such drugs should be provided by the countries concerned 

Dr JENNINGS (United States of America) emphasized that, of the -many aspects of the- 

dissemination of information on drugs, the most important was the welfare of- patients. , It 

was essential, therefore, that a careful beginning should be made;' and. it should not be 

expected that the international information system would solve all the problems of existing 
national systems, which differed greatly in approach and capability. 

The United States delegation supported the draft resolution sponsored by Sweden and 

Canada and would cooperate fully in the proposed pilot study., 
., 

Dr ACUNA MONTEVERDE (Mexico) described the efforts being made in Mexico to improve the . 

control of the quality, safety and efficacy of all drugs, whether imported or manufactured 

in the country. Stricter requirements had now to be satisfied before the registration of 

a new drug' was authorized. Each new drug underwent laboratory. testing, and clinical infor- 

mation was also required. In addition, sample drugs already on sale were tested annually ' 

and, in certain cases, more frequently. 

The problem was that, every day more drugs were being manufactured, in many different 

forms and under many different names. The Mexican delegation therefore supported the ' - 

proposal for the carrying out of a feasibility study. 
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Dr AL- ADWANI (Kuwait) pointed out that his country imported all its drugs, and would 
therefore be very interested in receiving information on efficacy and safety. 

Reference had been made to the possible cooperation of drug manufacturers in supplying 
information to the international information system. In his experience, manufacturers did 
not readily provide such information, and he wondered whether Dr Lambo had any suggestions 

as to how it might be obtained from them. The possibility that WHO might certify drugs for 
the benefit of importing countries had been mentioned at the Twenty -fifth World Health Assembly. 
That might be a way of inducing manufacturers to supply the necessary information, but he 

wondered whether such a proposal was practical. 

Dr FAKHROO (Bahrain) asked whether the details of information to be reported (section 
5.1.1 of document A26/8) should not be amended to include; (1) information on any disparity 
between the requirements for drugs to be used in the manufacturing country and the same drugs 
when intended for export, particularly in respect of labelling; (2) information obtained 
from animal studies, since the results of such studies, especially in respect of teratogenicity, 
mutagenicity, and carcinogenicity, might affect the decision of the importing country, even 

where marketing had been authorized in the manufacturing country. Animal studies were so 

controversial that it was essential for information on them to be available as soon as possible. 

Dr ARTEAGA (Honduras) thought that developing countries could collaborate in the proposed 
measures only in the clinical field, and then only to a limited extent. Developing countries 
were concerned with the question of quality control but they lacked staff and specialized 
laboratories. Moreover, such control was costly, and developing countries had many other 
public health problems. All that was possible was to maintain the requirement for drug 
registration. He therefore suggested a world quality control system for drugs under the aegis 

of WHO. It would be easier for developing countries to collaborate in such a system than to 

set up their own monitoring establishments. National legislation could then be introduced 

to authorize the use of only those drugs approved by WHO. 

Dr SPAANDER (Netherlands) said that the Netherlands Government believed the proposed 
feasibility study to be of great importance, and would cooperate in carrying it out. 

Professor PENSO (Italy) stated that Italian legislation on drug registration was very 
strict. For each new drug, the manufacturer had to provide a file containing all the 
information necessary for its evaluation. The Istituto Superiors di Sanità could repeat 
any tests that it considered necessary in order to assess the safety and activity of the 
product concerned. The information was fed into a computer, so that all the data on any 
registered product could be obtained at any time. Each new drug was announced in the 
official gazette, as was every drug deleted from the official list of approved products. 
Italy could therefore provide WHO at any time with all the information mentioned in document 
A26/8, and would be glad to participate in the feasibility study. 

Mr TSUNASHIMA (Japan) explained that Japan, as both an exporter and importer of drugs, 
was always concerned with the problem of the quality, safety and efficacy of drugs. Japan 
had participated in the WHO drug monitoring system since 1972, and supported the proposals 
made in document A26/8. It would participate and cooperate in the feasibility study. He 
considered, however, that excessive detail should be avoided, otherwise there would be 
difficulties in implementation. 

Dr SAENZ (Uruguay) said that in Uruguay drug monitoring was the responsibility of the 
Ministry of Public Health. Many countries did not have the number of specialists necessary 
for the analysis of drugs, so that a WHO drug monitoring centre would be of great value. 

He considered the proposed feasibility study to be of great importance. His delegation 
would support the draft resolution sponsored by Iran and a number of other countries. 

Dr WONE (Senegal) also supported the draft resolution put forward by the delegate of 

Iran. This was concerned directly with the situation of developing countries which imported 

almost all their drugs, and was intended to deal with the special problem of the continued 

distribution of certain drugs in importing countries after they had been withdrawn in the 
countries in which they were manufactured. Controls to prevent this could be introduced 

without difficulty in the early stages of the proposed measures. 

He thought that it would be possible to combine the two draft resolutions. 
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Dr LAMBO, Assistant Director- General, said that the proposed international information 

system on drugs undoubtedly had many facets, many implications, and was beset by formidable 

problems. He was grateful for the information given by members of the Committee on the 

technical and administrative activities that were taking place in their countries,. 

The first phase of the project seemed acceptable to all Member States. The Director - 

General was committed to pursuing an energetic, economic and dynamic approach. He was 

however aware of the difficulties and constraints - especially the legal, technical, 

administrative, organizational or financial problems and the need for confidentiality., But 

the Director -General and his staff were much encouraged by the positive and constructive 

response of members of the Committee and their observations; -such as the need for caution, 

had been noted.: 

There was no doubt that the relevance and importance of an information systèm to' public 

health work could not be overemphasized. The budgetary aspects of such a system had not 
been overlooked: he'invited the Committee's attention to the last sentence 'of the Director- • 

General's report, :which read "One of the aims of the proposed study is to detërmine the 
resources,- :including staff, required for án operational system, if its feasibility is 

confirmed." 

As regards the difficulty of obtaining information from drug manufacturers, he recalled 
that it was proposed to - collect information at first from national '-health authorities ónly. 
It might-be possible'tó obtain`informati'on from manufacturers'latér'. .The Committee had also 
heard from Professor Halbaoh of the willingness of the International Union of Pharmacology 
to cooperate with the Organization. 

He; assured the delegate. of Honduras that the participation of the developing. countries. 

would be welcome, at any level, even if the information they were able to contribute might 

at first be rudimentary. Such cooperation would enhance their standards and increase their 

awareness for the devéiopment of new sectors; it would also increase'the Organization's 

awareness'in rendering' more speéific assistance in Order to obtain móre telévent` end systematic 

data. 
All the comments of members, of the Committee had been noted and the Director-General 

would take =them into consideration in designing the whole study and in preparing his report 
to a future World Health Assembly. 

Dr ALAN (Turkey)) congratulated the Chairman and officers, of the Committee on their, 

election. 
As..regardsthe two draft. resolutions before the Committee, he proposed that, whether or 

not they were combined, operative paragraph 4 of the draft proposed by the, delegations of 

Canada and- Sweden should be amended to request the Director - General. to, include. inhisreport 
to the Health Assembly the findings of the feasibility study and their financial implications. 

Dr 'КТУРFЕRЅСНМгDТ (German Democratic Republic) - supported` that amendment. 

Dr WINE, (Senegal) suggested that the two draft, resolutions might be combined, unless , . 

there was some opposition on principle. 

Dr KIUROUMA (Guinea) said that the Director-General's rëport was of the greatest interest 

to his country in that the' measures proposed would provide sóme guarantee of the quality, 
safety and. ,efficacy of the ,wide variety of drugs that Guinea imported but did not. manufacture. 

The necessary control was a costly. undertaking that developing countries could not often 

finance and so they had to rely almost exclusively on the manufacturers' assurances - a moat 

unsatisfactory situation. 
In his country there was a central drug laboratory which inter alia made the necessary 

toxicolog'cal examinations in cases of poisoning.' It also exercised a rudimentary and 

therefore-inádequate control over impórted pharmaceuticals. His delegation therefore 

welcomed and supported the Director- General's proposals and requested WHO to assist developing 

countries in establishing, on their own "territories, laboratories for the simple but effective 

testing of imported drugs. . 

Professor SENAULT (France) invited the Committee's attention to the financial implications 

of the Director -General's proposals which were given (section 9 of document A26/8) as US$ 50 000 

for the feasibility study' alone. In times of financial stringency, a` choice might have to 

be made between the programme that had been established and subsequent proposals. He therefore 
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joined the delegates of Turkey and the German Democratic Republic in proposing that the Director - 
General be explicitly requested to report on the financial implications, regardless of whether 
the two draft resolutions were combined or not. 

Professor HALTER (Belgium) joined previous speakers in supporting the amendment proposed 
by the delegate of Turkey to the draft resolution of Canada and Sweden. Such an amendment 

was fully compatible with the rest of the text, which he could then support. 

He considered that the other draft resolution introduced a different idea and should 

be kept separate. 

Professor REXED (Sweden) said that the sponsoring delegations of the two resolutions 

were agreed on the importance of the proposed system providing information on withdrawal of 
registration. That it would do so was explicitly stated in section 5.1.2 of the Director - 

General's report. A long amendment to the resolution proposed by his own delegation and 
that of Canada would unbalance what was deliberately intended as a simple text. He 

therefore suggested that the two draft resolutions should be kept separate but that they 

be coordinated by amending the second operative paragraph of the Canadian and Swedish draft 
to read: 

2. CONSIDERS that the implementation of an international information system providing 

data on the scientific basis and on the conditions of registration and withdrawal of 

individual drugs would be of considerable importance in the development of a more com- 

prehensive approach to ensuring drug quality, safety and efficacy. 

If the amendment proposed by the delegate of Turkey was accepted, operative paragraph 2 

of the Iranian draft could be amended to read: 

2. REQUESTS the Director -General to disseminate information concerning such decisions 

without delay and to make this information part of the proposed feasibility study on 

the international information system on drugs which is at present under study. 

That combination of amendments would preserve the straightforward support intended in 

the Canadian and Swedish draft and bring the two resolutions into line while ensuring that 

the point about withdrawal of drugs was covered. 

Dr ARTEAGA (Honduras) agreed that a measure designed to cover drug registration only 

would be a very mild response to the problem. It would be more practical to adopt a 

resolution enabling WHO to work towards the establishment of an international drug control 

centre or laboratory, to act in accordance with Article 21 (d) and (e) of the Constitution. 

Such an objective would mean substantial progress. A control centre was too expensive a 

project for the developing countries that were the consumers of exported drugs: but if the 

cost were borne by the producing countries it would be less of a burden in that those countries 

had a fundamental interest in the matter. It was particularly difficult for the developing 

countries to carry out drug control, since the capital from drug production went to the 

producing countries and control was commonly carried out jointly with national capital. 

He therefore requested the sponsors of the resolutions to include a more specific 

reference to the establishment by WHO of a drug control laboratory or centre. 

Dr BACHICHA (Tunisia) said that, as co- sponsor of the Iranian draft resolution, he 

agreed with the delegate of Belgium and others that the two resolutions were basically 

different and should be kept separate. 

Dr CHAPMAN (Canada) agreed that the ideas behind the two draft resolutions were 

sufficiently different to justify the adoption of two resolutions. If the draft proposed by 

the delegations of Iran and others were amended as proposed by the delegate of Sweden, the 

Canadian delegation would be able to support it. He suggested that the Secretariat be 

requested to reword the drafts in the light of the discussion. 

Dr NADERI (Iran) said that he could accept that suggestion, provided that he had an 

opportunity of seeing the text of his draft resolution before it was put to the Committee. 

The meeting was suspended at 3.55 p.m. and resumed at 4.40 p.m. 
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Dr GURMUKH SINGH (Malaysia), Rapporteur, read out the draft resolution proposed by the 

delegations of Canada and Sweden, with the amendments to operative paragraphs 2 and 4 proposed 

by the delegations of Sweden and Turkey in the course of the meeting. 

Decision: The draft resolution was approved 

Dr GURMUKH SINGH (Malaysia), Rapporteur, read out the draft resolution proposed by the 

delegation of Iran, supported by the delegations of Bahrain, Jordan, Kuwait, Lebanon, Morocco, 

Senegal and Tunisia, with the amendment to operative paragraph 4 proposed by the delegation of 

Turkey and formulated by the delegation of Sweden. 

Dr NADERI (Iran) feared that the amendment that had been made to operative paragraph 4 of 

the resolution, whereby information on withdrawals was to be made part of the proposed 

feasibility study on drugs, would have the effect of delaying even further the dissemination 

of that information. Whereas before it might have been expected that the information could 

have reached Member countries by the end of 1974 at the latest, the proposed feasibility study 

would take three or four years, which meant that the information might not be received until 

1976. 

He suggested that in operative paragraph 4 the words "and to make this information part 

of the proposed feasibility study on the international information system on drugs which is at 

present under study" should be deleted and replaced by the words " . , and to put into 

operation the international information system on drugs which is at present under study ". 

Dr STUУТ (Netherlands) said it was not clear from operative paragraph 1 of the resolution 

which drugs Member countries were being invited to report on. The phrase "those Member 

countries which produce drugs" could be taken to mean that the drugs envisaged were only those 

actually produced by Member governments, or alternatively only those produced within a Member 

country. Was a Member country not required to report the withdrawal from its own market of 

drugs not produced in that country? 

Dr ТАТOёЕNKO (Union of Soviet Socialist Republics) agreed with the Netherlands delegate 

that the opening phrase of operative paragraph 1 needed clarification. 

He suggested that the phrase "may be dangerous to health or" should be added after the 

phrase "a number of these drugs" in the preambular paragraph beginning "Recognizing ". This 

would take into account cases where drugs had been withdrawn from the market because they 

presented a definite health hazard. 

Dr AL- ADWANI (Kuwait) suggested that in order to meet the concern expressed by the 

Netherlands delegate the first operative paragraph might be amended to read 

1. INVITES Member countries to communicate to the World Health Organization any decision 

by the national control authority resulting in the withdrawal from the market of any 

pharmaceutical product, and to indicate . . , etc. 

Dr THEARD (Haiti) suggested that it might meet the wishes of the Soviet delegate if the 

words "or they are even harmful" were added after the words "extremely doubtful" in the 
paragraph beginning "Recognizing ". He further proposed that operative paragraph 1 should be 
split into two parts. The first part would invite Member countries which produced drugs to 

communicate to WHO the name of any product that had been withdrawn, its composition, its 

dosage form, the name of the manufacturer and the findings of the studies that had resulted 

in the decision that it should be withdrawn. The second part would invite Member countries 

which produced and used drugs to communicate to WHO any decision by the national control 

authority resulting in the withdrawal from the market of any pharmaceutical product. 

Dr LAMBO, Assistant Director -General, said that in view of the protracted discussion on 
the text under consideration, he would like delegates to be aware that it added nothing new 
to what was already embodied in the two resolutions referred to in the draft, namely 
resolutions WНА16.36 and WНА23.48. He read out those two resolutions to the Committee. 
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Dr NADERI (Iran) said that, although resolution WHA23.48 mentioned the importance of 
taking into consideration the harmful effects of drugs, it did not make it sufficiently clear 
that Member States should communicate to WHO any decision on the part of its health authorities 
to withdraw a drug from the market. The proof of that was that his country had so far 
received no notification from WHO of any withdrawals of drugs on the part of any national 

health authorities. He thought that other Member countries were in a similar position. 

Dr JENNINGS (United States of America) agreed with the Assistant Director -General that 

the proposed draft resolution contained nothing new. His delegation would be prepared to 
support it, however, in spite of the slight criticism of the Secretariat that was implied in 
calling once again for the prompt dissemination of information on withdrawals of drugs. 

His own country had forwarded a number of reports of such withdrawals to WHO and was 
sure that they had been disseminated to all Member countries. If the intent of the resolution 
was merely to reaffirm the desire of Member countries to receive information of this kind, then 

the problem was merely one of drafting. But if the intent was to indicate that the informa- 

tion was not in fact being received, then the problem was a serious one which merited further 
discussion. 

Dr FA.TT0RUSSO, Director, Division of Prophylactic and Therapeutic Substances, said that 

since 1963 WHO had received communications regarding 110 different decisions and each time 

those communications had been transmitted to all Member countries, together with all the 
relevant information. He pointed out that WHO was entirely dependent, for transmitting such 

information, on the communications it received from its Members. 

The CHAIRMAN suggested that all those who had proposed amendments to the resolution, 

together with its co- sponsors, should form a working group to meet the following day and 

prepare a revised text for consideration by the Committee. 

It was so agreed. 

The meeting rose at 5.25 p.m. 


