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1. SMALLPDX ERADICATION: Item 2.3 of the Agenda (Resolution WHA25.45; Document A26/7) 
(continued) 

The CHAIRMAN drew attention to the draft resolution prepared by the Rapporteur (document 
А26'AiConf.Doc. No. 1), which read: 

The Twenty -sixth World Health Assembly 
Having considered the Director -General's report on the smallpox eradication 

programme, 

Appreciating the decisive contribution made to the global eradication effort by 
the many countries who have succeeded in eliminating endemic smallpox and recognizing 
with gratitude the efforts being made by those where the disease still exists, 

Noticing with concern, however, that in some areas of the countries where endemic 
smallpox persists the situation presently appears more serious than in previous years, 

Reaffirming, therefore, the necessity of making every possible effort to ensure 
the speedy progress of eradication and to maintain it where it is achieved, 

1. REQUESTS all countries to give the highest priority to the smallpox eradication 
programme so as to interrupt transmission of the disease at the earliest possible time 
in the areas where it is still endemic and to prevent re- occurrence of the disease in 
countries from which it has been eliminated; 

2. REQUESTS the Director -General to continue to give all necessary assistance to the 

countries concerned in order to support and accelerate national eradication efforts, 
to determine through independent evaluation whether eradication has actually been 
achieved, and to identify the additional resources both national and international 

which may be required for the successful completion of the programme; 

3. THANKS the countries that have generously contributed to the programme, either 
bilaterally or through the WHO Voluntary Fund for Health Promotion, in the confident 
hope that continued support will be provided to the programme, especially during the 

critical years ahead. 

Dr ZAMFIRESCU (Romania) proposed the insertion in operative paragraph 1, after the 

words "the highest priority to ", of the words "active surveillance and ". 

Dr BERNARD, Assistant Director -General, suggested that the phrase "particular attention 
being given to active surveillance" be added after the words "smallpox eradication programme" 
in that operative paragraph. 

Dr ZAMFIRESCU (Romania) concurred. 

Decision: The draft resolution, as thus amended, was approved. 

2. QUALITY, SAFETY AND EFFICACY OF DRUGS: INTERNATIONAL INFORMATION SYSTEM ON DRUGS: 

Item 2.4.1 of the Agenda (Resolutions WHА25.61 and EB51.R10; Document A26/8) 

Dr MOLAPO, Representative of the Executive Board, said that the Director -General had 
informed the Board that he had consulted experts and considered that the establishment of 

an information system on drugs was feasible provided that data on new drugs were provided 

by the competent national bodies. 

The question of the establishment of acceptable minimum requirements involved many 

aspects of drug control, to which the proposed information system would contribute substan- 
tially. It was a question that could be dealt with at a later stage. The Executive Board 

had adopted resolution EB51,R10 after a discussion in which several members had expressed 

the view that the proposed system would provide valuable information not currently available 

to national authorities. 
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Dr LAMBO, Assistant -Director -General, said that operative paragraph Э of resolution 

WHA25.61, in accordance with which the Director -General had prepared the report in document 

A26/8, raised two basic questions: that of the feasibility of the development of an 

information system on drugs, and that of the feasibility of the establishment by WHO of 

minimum requirements to ensure the quality, safety and efficacy of drugs. 

On the first question, he said that it was only in recent years that scientific 

methods had been applied to the evaluation of new drugs for safety and efficacy; but 

there were already sufficient data to start an information system, and it was anticipated 

that more would soon be available. It was understood that only published data would be 

used. Modern methods of data processing and communications science would be applied as 

the system developed, and the main problem was to obtain reliable data and ensure their 

prompt transmission to WHO. The Director -General considered that, in order to confirm 

the possibility of the establishment of the proposed system, a two -year feasibility study 

would be necessary. The system could facilitate the introduction in Member States of 

useful new drugs, prevent the marketing of harmful ones, reduce unnecessary repetitive 

animal experiments and clinical trials, and promote the development of generally acceptable 

criteria for the safety, efficacy and quality of and information on drugs. 

The second, more complex, question of the establishment of acceptable minimum require- 

ments and the possible implementation of Article 21(d) and (e) of the Constitution involved 

many related aspects of drug control, which was the reason for its proposed deferment to a 

later stage. 

The proposed information system was potentially valuable for both developed and develop- 

ing countries. Recognizing the obvious difficulties in establishing a comprehensive system, 

the Director -General proposed that the feasibility study would be conducted for two years 

on a pilot basis and at minimum cost. 

Dr ZAMFIRESCU (Romania), describing the measures taken by his Government for active 

surveillance of adverse reactions to drugs, said that a central committee for drug 

monitoring had been set up, with reference centres in all the university towns and drug 

monitoring centres in departmental hospitals. Information on possible adverse reactions 

were circulated to all clinics and to medical services for drug surveillance, and special 

staff were appointed in each medical unit. The committee secretariat was in the State 

Institute for Drug Control, and ensured collaboration between the national committee for 

drug monitoring and the drug control committee, 

Drug monitoring in Romania involved the university clinics and departmental hospitals 

in intensive surveillance, and doctors working in smaller hospitals everywhere, in medical 

practices or in polyclinics were encouraged to supply relevant information to the committee. 

Steps had been taken for the checking of data by the national centre for drug monitoring 

or by the reference centres. Two issues of a three -monthly bulletin drawing the attention 

of docto*•s and pharmacists to possible adverse reactions had already appeared, and the 

Мinistry of Health was preparing further documentation on the properties of various drugs. 

Audiovisual methods as well as printed matter were widely used; the circulation was 

usually some 35 000, and copies were distributed free to all doctors and pharmacists. 

Romania was greatly in favour of the exchange of information between countries on 

adverse reactions. Technical Report Series No. 498 and many other publications relevant 

to the subject published by WHO had already been found particularly useful. 

Dr CUMMING (Australia) said that his country had been pleased to participate in the 

meeting convened by WHO to consider the proposal to set up an international system for 

information on drugs. The Australian participant had drawn attention to the danger of 

considering the safety of a drug separately from its quality, and he welcomed the 

inclusion of exchange of information on quality in the Director -General's proposal. 

Registration of drugs meant different things in different countries; in many countries 

it implied merely that a fee had been paid and perhaps that the ingredients of the 

product had been recorded. The possibility of developing a more comprehensive and 

detailed system of registration, including evaluation of the quality, safety and efficacy 

of the product, was currently being investigated. The definition of registration in 

section 3.4 of document A26/8 would be valuable in helping to avoid confusion. 
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Another question was what was a new drug; sometimes it was simply a variation of an old 
one, and the standards used for its evaluation might have changed, making it necessary that 
information be given on the data on which the evaluation of its safety and efficacy was based. 
A full exchange of information was also needed on drugs undergoing clinical trials as well as 
on those released for marketing. 

His delegation supported the proposal for a feasibility study on the establishment of an 
information system as a logical first step towards the attainment of what it considered to be 
a worthwhile aim. 

Professor HALTER (Belgium) said that drug control measures had developed very rapidly 
over the last 20 years and had resulted in the establishment in Belgium, of a registration 
system which was considered one of the strictest in Western Europe. Describing the regis- 
tration scheme applied since 1 January 1973 in the Benelux countries, he said that it guaranteed 
free circulation of drugs between those countries only in so far as they conformed to strict 
requirements regarding safety, efficacy and absence of side effects. 

The European Economic Community was also planning common measures for information on the 
possible side effects of drugs, and it was possible that a drug registration system would be 
developed for the Community. 

The proposal in the Director -General's report was welcome, but it was not enough to collect 
information from laboratories, institutions or elsewhere; it would be necessary to establish 
institutions at the international level with the financial and technical means to do original 
work monitoring pharmaceutical products over and above the task of compiling and exchanging 
data. That should be the next stage; for the time being Belgium considered the present 
proposal satisfactory and would do everything in its power to help ensure its success. 

Professor REXED (Sweden) said that the proposed WHO system was well -timed as a measure 
further to help countries towards the proper use of drugs in health care. His delegation 
sensed a change of climate in the Health Assembly; some years earlier doubt and even opposi- 
tion been expressed as to the suitability of involvement 
organization in drug control. The emergence of a more positive attitude was very welcome, 
and WHO action was a heartening sign of further progress in the field. So were the successes 
of several international collaborative schemes for the registration of adverse reactions to 
drugs. 

The Swedish National Board of Health and Welfare had established a permanent agreement 
with the United States Food and Drug Administration for the exchange of information and 
inspection reports on pharmacological production sites, with the collaboration of the industries 
concerned. The scheme had helped to reduce duplication, and a similar agreement was being 

negotiated with Canada; it was hoped that the bilateral cooperation would develop further. 
The aims of the proposed WHO system were ambitious, but the administrative, legal and 

other difficulties should not be underestimated. The Swedish delegation wished to see 

particular importance given to increased control of drugs and their quality, and to the 

avoidance, through the exchange of information, of duplication in different countries. Those 
not yet able to establish their own control system and laboratories would obtain the essential 
objective information thanks to the participation of the more developed countries in the scheme. 

His delegation and that of Canada had prepared a draft resolution for submission to the 

Committee at a later stage. 

Dr КUPFERSCНМIDT (German Democratic Republic) said that since its creation his country 
had been giving much attention to the problem of the supply of effective and safe drugs to 

the population. Experience had led to the formulation of certain principles. Firstly, 

drugs must be limited in number, using medical requirements as the only yardstick; and the 

competent government agency must control the market. In the German Democratic Republic 

some 2000 drugs were available. Secondly, practising physicians must be kept informed of the 

choice of drugs through scientific, not commercial, channels; in his country diagnostic and 

therapeutic recommendations were distributed to every physician. Thirdly, protection of the 
population must begin before new drugs became available; clinical trials must be controlled 
by the State and permission to manufacture granted only after proper certification. The 

same should apply to drugs for export. Fourthly, standards of quality must be established 
by the government if excellent quality was to be guaranteed. Thorough control of the drug 
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trade was essential. Fifthly, international nonproprietary names must be used as much as 

possible to prevent confusion among doctors and patients. Sixthly, drug advertising must be 

prohibited. And lastly, national notification systems for adverse reactions to drugs must be 

set up to monitor hazards. 

The application of those principles in the German Democratic Republic had given the popu- 

lation a high degree of protection. His country had also gained experience in the standardi- 

zation of laboratory diagnostic methods, which were to some extent applicable also to toxicology. 

The standardization of trials, he stressed, must include laboratory animals and must guarantee 

the purity of the test substances. 

The German Democratic Republic supported all efforts to achieve a high standard of drug 

quality. Its pharmacopoeia laid down national standards of quality for all the drugs included. 

Together with the other countries of the Council for Mutual Economic Assistance, it contributed 

to the compilation of joint specifications for drug quality known as the Compendium medica- 

mentorum. 
The possibility of international agreement on the storage life of pharmaceutical products 

thatwere labelled with no specific shelf -life should be examined, in relation particularly 

to the coding of batches of drugs according to an international standardized system. Such a 

system had already been set up in the countries of the Council for Mutual Economic Assistance. 

The German Democratic Republic had followed closely the efforts of WHO for the creation 
of a drug information system and had always observed WHO's principles with regard to drug 
questions. It was willing to contribute to the solution of the question under discussion. 

Dr ROASHAN (Afghanistan) emphasized the importance of considering the question of drug 
control from the points of view of the consumer and the practitioner. In the developing 
countries there was an increasing awareness of the need for economy in drug use and control 
of the numbers of competing products on the market. In some countries the doctor's fee 
was twenty times lower than the cost of the medicine he prescribed. Drugs were often 
judged by their packaging rather than their effect, and shops concentrated on encouraging 
their use. 

Afghanistan had for several years been concentrating on the development of a system of 
drug registration. The national formulary was open for the registration of all 

pharmaceutical products legally used in the producing country, provided that they were the sub- 

ject of official documents from that country guaranteeing their safety, efficacy and 
quality after testing. It was recognized, however, that national drug control laboratories 
should be established or expanded to monitor imported drugs in the different environment of 
the importing country. 

His delegation was in favour of a central information system provided by an 
international organization. Information on drugs should not be considered as confidential 
at any level; it was the right of the drug user and his doctor to know about the drug. 

The developing countries, in contrast to the developed countries participating thus far 
in the WHO system, provided the Organization with an opportunity to assist in the organization 
of the economical production, registration, distribution and evaluation of drugs. Afghanistan 
had embarked on the formulation of legislation to govern the importation and distribution of 
drugs and ensure the control of their price. It looked forward to the production of its 

own drugs at lower prices. 
International cooperation was necessary for the inspection of pharmaceutical production 

sites and the control of labelling. Those and other measures to ensure drug safety from 

production to distribution were particularly necessary for developing countries. 

Dr PARMALA (Finland) said that the proposed information system offered drug registration 

and health authorities a practical method for the collection of supplementary data on the 
quality, safety and efficacy of new drugs, and through that system the expertise used in 
evaluating drugs in various Member States would be available to all participating countries. 

Finland supported the proposal made in the report for a feasibility study based on data 
collected during a limited period and would be glad to take part in that study. 

Dr FAJGELJ (Yugoslavia) said that his delegation supported the proposals made in the 
report of the Director -General. Yugoslavia had always paid great attention to the quality, 
safety and efficacy of drugs. An institution dealing with such problems had been founded 
more than 40 years ago in Yugoslavia, and since then a number of specialized institutions for 
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drug testing and control had been set up, as well as a national authority for the registration 
of drugs and the coordination of the work of the specialized institutions. A new federal 
law on the testing and registration of drugs had been promulgated in February 1973. The 
system of drug control and registration in Yugoslavia was complete, and it would therefore 
be able to comply with the requirements of the proposed international information system on 
drugs. 

Professor RUDOWSKI (Poland) said that his country would be glad to submit to the 

proposed central register all the data required on new therapeutically active substances not 
so far applied for medical purposes. Poland would be glad to participate in the pilot 
project proposed by the Director -General. 

He emphasized, however, that careful consideration must be given to the financial 

implications of the proposed programme. A detailed analysis of data processing and retrieval 
costs should be made, and the Director -General should be asked to study the financial 

implications and report to the Health Assembly. 

Professor von MANGER- KOENIG (Federal Republic of Germany) agreed that there should be 
a progressive extension of the existing services provided by WHO - the formulation of 
principles for the evaluation of the efficacy, safety and pharmaceutical quality of drugs; 

the dissemination of government decisions on the withdrawal or limitation of the availability 
of drugs; and the operation of the international system of monitoring adverse reactions to 
drugs. The proposed international information system on drugs would be an important addition 
to those services. The need for it was growing with the increasing variety of drugs, the 
disappearance of restrictions in the international drug trade, and the legitimate wish of 
the medical profession to make use of all available therapeutic possibilities. 

Internationally acceptable criteria for the efficacy, safety and quality of drugs 
should also be further developed to enable national public health authorities to rely fully 
on the testing of pharmaceutical preparations in manufacturing countries. Only under such 

conditions could repetition of laboratory and clinical testing in the drug -importing country 
be to a certain extent avoided. 

The Federal Republic of Germany exported drugs to all parts of the world. It therefore 
felt obliged to give physicians in other countries every possible guarantee of quality in the 
light of present scientific knowledge. Health protection must be given priority over commer- 
cial interests. 

While his delegation fully agreed with the views and goals in the Director -General's 
report, it would have to examine the proposed international information system very carefully. 
His country would support the proposed feasibility system as a basis for the project and was 
willing to take part in the study. Member States should be informed, however, whether the 
cost of the proposed information system would be within reasonable and acceptable limits. 

It was regrettable that in his country, as in others, the clearance of new products for 
marketing was delayed owing to the shortage of personnel. The proposed new system would 
impose new tasks on drug registration authorities; it was therefore of great importance to 
make a cost /benefit analysis of the proposed new system at the outset. 

Dr MARTINEZ (Cuba) said that the Ministry of Public Health of his country had in recent 
years given high priority to drugs, a national body having been set up to revise legislation 
on drugs and establish standards for their production, import, distribution and labelling. 
At the end of 1972 the Ministry had set up a pharmaceutical department for the purpose of 
consolidating everything relating to the safety and efficacy of drugs. 

The Cuban delegation was in general agreement with the proposed international information 
system on drugs. As regards the provision of information on new drugs, Cuba came under 
section 6.3 of the report, as it could not as yet provide the data under section 5.1. 

Dr WEERATUNGE (Sri Lanka) said that, with the increased incidence of iatrogenic diseases 
all over the world, his Government welcomed the proposal for an information system on drugs 
and the definition of criteria regarding the safety, efficacy and quality of drugs. 

In an attempt to conserve Sri Lanka's foreign exchange, a State Pharmaceutical Corpora- 
tion had taken over the importing of drugs. With the increasing variety of brand names and 
the various claims made by manufacturers for their products, physicians needed more guidance 
than ever at present. Sri Lanka hoped to introduce the use of generic names in prescriptions 
in place of trade names. With the backing of the Ministry of Health and the National Family 
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Committee, physicians were being persuaded that the use of the generic name was necessary, but 

trade interests continued to protest. The State Pharmaceutical Corporation therefore wished 

to be guided by a standard authority guaranteeing the standard of the drugs it imported. 

In order to assess the claims and counterclaims of manufacturers, Sri Lanka was particu- 

larly interested in obtaining information in the field of pharmacokinetics concerning the 

bioavailability of drugs. 

Professor HALBACH (International Union of Pharmacology) said that in 1963 both WHO and 

the Union of Pharmacology had begun considering the problem of the evaluation of new drugs in 

man in a joint symposium on the occasion of the Second International Pharmacological Congress. 

That was followed by another symposium on mechanism of drug toxicity at the Congress of 1966. 

At the fourth International Pharmacological Congress, the Council of the International Union 

of Pharmacology had drawn up and submitted to WHO a list of practical objectives for coopera- 

tion, and the Union had requested its members to be at the disposal of their respective 

national authorities when expert advice was required concerning drug efficacy and safety and 

therapeutics in general. Members of the Union had participated in WHO expert committees. 

At the Fifth International Congress held in 1972, the Union had established a committee 

for the purpose of strengthening collaboration with WHO. 

It was only logical that the two international bodies involved should cooperate closely, 

especially as further scientific progress had become possible through greater knowledge of 

subcel]ular molecular processes and as progress in applying appropriate therapy to the 

patient depended on the harmonious development of public health concepts. 

The International Union of Pharmacology looked forward to further collaboration with 

WHO in relation, among other questions, to toxicology and continuing postgraduate education 

in therapeutics. 

Dr SHRIVASTAV (India) emphasized the importance of the quality, efficacy and safety of 

drugs and referred to the high -pressure salesmanship from drug houses in the developed 

countries. He had had occasion to analyse drugs, particularly biologicals, imported 

after very limited tests on human beings, and he drew attention to the fact that the 

nutritional status of human beings in the developing countries had a great deal to do with 

the serious side effects and toxicity of some pharmacological products. For example, a 

certain type of measles vaccine which had no side effects in developed countries had 

serious reactions in India. 

In an endeavour to provide medical assistance in rural areas, paramedical assistants, 

health assistants and "barefoot" doctors were being employed, and the Government was 

debating the question whether it would be possible to study the side effects of certain 

drugs on rural populations. 

The Drugs and Cosmetics Act, 1940, regulated the import, manufacture, distribution 

and sale of drugs in India. All drugs imported were inspected at ports at the time of 

import, labels being scrutinized to see whether the particulars given on them conformed 

to the provisions of the Act. In addition, samples were taken and tested at the Central 

Drugs Laboratory. Biologicals and special products such as sera, vaccines, antibiotics, 

vitamins and hormones had to be imported into India under licence and the importer had to 

give an undertaking that the conditions of manufacture laid down by the Act were complied 

with. 
Manufacturers had to meet a number of requirements. First, they had to employ 

adequately technically qualified staff; second, the proper specified conditions for 

manufacture had to be maintained; third, the necessary equipment and appliances had to 

be maintained; fourth, raw materials and every batch of the product manufactured had to 

be tested and records maintained; lastly, records showing the distribution of the 

product had to be kept. 

Under the Drug and Cosmetics Act control was exercised over new drugs, importers and 

manufacturers having to submit applications with medical literature giving details of the 

pharmacological and toxicity studies carried out with the drugs. Only those drugs whose 

efficacy was found satisfactory were permitted to be marketed in the country. Certificates 

of quality control were issued by the Indian Ministry of Health at the request of countries 

to which drugs were exported. 
A system for the collection and dissemination of information on the safety and efficacy 

of new drugs could be used by the health authorities of Member States importing 

pharmaceutical products. 
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In order to meet high standards of manufacture and quality control and to ensure that 
drugs conformed to pharmaceutical standards, costly equipment would be required for 
testing the drugs and such equipment would have to be imported by India. He suggested 
that, in view of the difficult foreign exchange situation, WHO might consider creating a 
revolving fund for the purchase of such equipment by Member States using their own 
currencies. He also suggested that clinical pharmacological disciplines should be 
developed in universities where drugs needing clinical trials could be tested. 

Dr CHRISTODOULIDES (Cyprus) said that the proposed system would greatly help small 
countries which, because they lacked financial resources and expert staff, had no system 
for determining the safety and efficacy of drugs. Furthermore, it would reduce to the 
minimum the introduction on the market of harmful drugs and would help standardize the 

criteria for the registration of drugs. 

Sir John BROTHERSTON (United Kingdom of Great Britain and Northern Ireland) approved of 

the proposal for a feasibility study of limited duration and said the United Kingdom Government 
would support it as far as practicable, in the same way as it had supported earlier efforts by 
WHO in that important field. However, one limitation was the need for participating governments 
to consider the confidentiality of information. Furthermore, the detailed procedures that had 
to be followed would result in delays in the distribution of information. Considerable demands 
would be made upon staff time in a field in which national commitments were expanding fast. 
Nevertheless, it seemed practicable to supply most of the 14 separate items of information 
included in paragraph 5.1 of the report, which was the heart of the proposal for the feasibility 
study. His Government would have some difficulty in supplying quickly the information on 
side effects and adverse reactions; special storage conditions or handling precautions; and 
requirements for expiry date of the product. For new products, the adverse reactions would 
in time be notified to WHO as part of the existing arrangements for the supply of information. 

The report went on to outline much more ambitious proposals for information that might 
be collected at a later stage after the feasibility study. He wished to sound a note of 

caution, as it seemed to him that some of the suggestions seemed to be difficult of implementation 
because of confidentiality and the volume of work involved. It seemed desirable to concentrate 

in the foreseeable future on establishing a working system of collection and circulation of 

information of the simpler and more basic kind indicated in paragraph 5.1. 

Professor TIGYI (Hungary) said that the scope of clinical pharmacology was constantly 
widening. Drugs that could be administered safely and offered a satisfactory degree of 

benefit in relation to risk were of importance to the populations of all countries equally. 

It was incumbent on all countries that had a highly developed pharmaceutical industry to see 

that such drugs were produced. Hungary had been among the first countries to recognize that, 

with the rapid progress of the pharmaceutical industry and the great number of new compounds 

produced, there was need for adequate machinery for objective assessment and effective control 

of new products. A network of clinicopharmacological units, directed by the Ministry of 

Health, had therefore been organized in 1967. Such units were already operating in 21 

institutes at the national level. He considered it a basic principle that the more important 

institutes should have at their disposal appropriate methods for investigating new drugs and 

trying them out in preliminary clinical trials, and that they should develop uniform methods 

for systematic clinical investigations. Not only should the direction and coordination of 

those methods be uniform, but so too should be the objective evaluation of the results. The 

structure and organization of the network differed from those in other countries in that its 

direction and control were more concentrated. Not only did such a network give considerable 

protection to patients, but it also assisted the pharmaceutical industry. A representative 

of his country had been present at the clinicopharmacological symposium of WHO held in 

Heidelberg, at which the basic principles of clinicopharmacological work were elaborated. 

The guidelines worked out by WHO at that symposium were of great value and Hungary was ready 

to utilize them. His Government recommended that WHO should continue its efforts to achieve 

international coordination of clinicopharmacological work. 

Dr KLIVAROVA (Czechoslovakia) said that the proposed information system on drugs would 

be extremely useful and have a beneficial effect on the quality, safety, and efficacy of drugs. 

In principle, it was available to producers and to the authorities of the countries that 

imported or registered the drug in question. However, not all countries registered drugs 
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and there were differences in the requirements of those that did so. At the same time, as 

it was agreed in principle to supply such information, it was necessary to agree on the data 

to be provided. Paragraph 5.1.1 of the report stated what could be considered as the basic 

information required from official drug authorities. With regard to pharmaceutical 

information (paragraph 5.2.1), it would be necessary to reach agreement, since such data 

might be based on pharmacopoeias with different quality specifications. Linking the 

international standards with the reference preparations established by WHO was essential. 

As for information on pharmacology, toxicology, and pharmacokinetics (paragraphs 5.2.2 and 
5.2.3), prior agreement on a uniform content acceptable to all was essential, as there were 

traditional differences between pharmacological schools as regards the number, type, and 

duration of laboratory studies in animals. All participating countries would have to agree 

also on clinical information (paragraph 5.2.4). 

Information on tests and trials of new drugs was undoubtedly interesting, but little of 

it had been published. Other types of information (paragraph 5.3) would not be comparable 

and in some cases would be difficult to obtain. 

The Czechoslovak delegation agreed with others that international registration of new 

drugs was needed and that a start should be made on supplying relevant information to Member 

States. A method should be worked out by WHO, which should also initiate the feasibility 

study in cooperation with Member States. 

Dr FLEURY (Switzerland) said that pharmaceutical technology had made considerable 

progress in recent years and therapeutics had been enriched by the use of many new and highly 

active substances. However, public opinion had become aware of the dangers inherent in 

modern drugs, It was normal that governments should be expected to take protective measures 

and that those responsible for public health should base their efforts on the best available 

scientific information. Drug control had existed for many years at both the national and 

international levels, but the present situation seemed to be characterized by a number of 

coexisting disparate and insufficiently coordinated efforts. Thus there was much duplication 

between organizations and also between national authorities, resulting in the waste of 

available resources, time, and knowledge. The variety of scientific concepts and techniques 

necessary to research and to the production and control of drugs called for intensive 

coordination, and medical and pharmaceutical services should give their work an eminently 

international character. 
Switzerland had participated intensively for many years at the European level in 

coordination activities in the pharmaceutical field. Thus a few months previously, it had 

ratified a convention for the mutual recognition of inspections covering the manufacture of 

pharmaceutical products signed in 1970 by the Member States of the European Free Trade 

Association, and at the same time had put into practice basic requirements for good manufacturing 

practices based on the work of WHO. Moreover, Switzerland also participated in the work of 

the Council of Europe, which elaborated conventions and resolutions for the harmonization of 

pharmaceutical legislation in the different Member States. For many years those concerned 

had been exchanging the basic data on the new drugs set out in paragraph 5.1.1 of the report 

before the Committee. Accordingly, Switzerland was in a position to supply most of the 

information required under that section. The requirements under paragraphs 5.2, 5.3, 5.4, 

and 5.5 could probably also be met after consultation with the bodies concerned. 

In conclusion, he wondered whether it would not be preferable to proceed in stages - first 

to ask Member States for the basic information mentioned in paragraph 5.1.1, then, after 

several years' experience, to introduce the complete registration system. 

Dr NADERI (Iran), referring to the question of the expiry date mentioned in section 

5.1.1 (xiv) with regard to new products, considered that products already on the world 

market and freely available to the public should also show an expiry date. In certain 

countries such an expiry date - in either coded or numerical form - was provided. However, 

it would be desirable to have an internationally agreed system so that any country would 

know exactly what was the expiry date of a product available on its market. A number of 

countries were now, in the light of new technical knowledge and pharmacological data, 

registering products that had been on the market for years. As a result, some products 
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that had been freely sold in those countries had been withdrawn because they no longer 
met the criteria for safety and efficacy. In order to remedy that situation, his delegation, 

supported by other delegations, submitted the following draft resolution: 

The Twenty -sixth World Health Assembly, 

Recalling resolutions WHA16.36 and WHA25.48; 

Recognizing that the intensive studies carried out on the evaluation of the 

quality, safety and efficacy of drugs that have been prescribed and utilized for a 

considerable time have shown that a number of these drugs do not produce the thera- 

peutic effects claimed for them and that in many cases their value in medicine is 

extremely doubtful; 
Noting also that as a result of these studies some of the drugs have been with- 

drawn from the market in the producing countries by order of the national control 
authorities; and 

Considering that all drugs made available to consumers should comply with adequate 

standards of quality, safety and efficacy and that the World Health Organization has a 

part to play in the collection and dissemination of information on drugs, 

1. INVITES those Member countries which produce drugs 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 manufactured within the 

country, and to indicate in the communication the name of the product, its composition, 
its dosage form, the name of the manufacturer and the findings of the studies which 
resulted in the decision that it be withdrawn; and 

2. REQUESTS the Director -General to disseminate information concerning such decisions 
without delay and to institute the international information system on drugs which is 
at present under study. 

Dr WORM- PETERSEN (Denmark) believed that the initial aim was realistic but there was a 

need for caution as to what could be achieved in the short and longer term. A continuous 
effort was needed to set the highest possible standards for drug quality, rules for pres- 

criptions, and advertisements for drugs. The Danish Government had learned from many years' 
experience that such an aim placed a heavy burden on the national drug administration, not 

only on the highly qualified clinical pharmacologists, toxicologists and other scientists 
concerned but also on qualified administrators, because of the extensive documentation that 

the pharmaceutical industries presented with applications for registration of drugs. It 

was thus the task of the administration to sort out what was essential from the documents 
if evaluation of the research on a particular drug was to have any serious meaning. Any 
duplication of such time -consuming control of pharmaceutical products was undesirable. 
Denmark therefore fully supported the Director -General's proposal for a two -year feasibility 

study. 

His delegation realized that the proposed new activity would not, during the pilot study 
and probably for many years, lessen the burden of the participating national drug administra- 
tions. Obviously, if Denmark were invited to participate in the pilot study, it would mean 

even more work for the administration during the first few years, with very little feedback. 

However, he believed that long -term international cooperation in control of the quality and 
efficacy of drugs would be in the interests to all Member States and lead to better documen- 

tation based on the comparatively new but now highly developed science of clinical pharma- 
cology. The proposed international centre might advance the use of universally accepted 
scientific methods of drug evaluation. The development of reliable documentation through an 
international organization would, it was to be hoped, reduce the amount of redundant documen- 

tation and make what was left more intelligible. His Government therefore supported the 

proposal of the Director -General and was prepared to play an active role in the feasibility study. 
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Dr ANSARI (Pakistan) fully acknowledged the efficacy of modern drugs, without which 
medicine would be handicapped. But physicians were concerned about iatrogenic diseases 

and drugs should not be used without control. His delegation welcomed the proposed 

system for the exchange and dissemination of information on drugs. In Pakistan, a 

generic system of drugs had recently been introduced and was well accepted by physicians, 

pharmacists, and the pharmaceutical industry. He hoped that the system could eventually 

be shared with other countries. More than ever, information was needed on the quality 
control and efficacy of drugs, as many manufacturers were now competing in the open market. 

Quality control laboratories existed, but an international system of data exchange would be 

most welcome. He felt that drugs that were in use all over the world should be scrutinized 

for safety by an impartial international agency such as WHO. 

Dr PHOOKO (Lesotho) said that the problems of the safety, quality, and efficacy of 

drugs were ever present to those in charge of health services, some of whom had had to rely 

on the integrity of pharmaceutical firms in relation to the quality of drugs placed on the 
market and the claims made on behalf of them. Many countries had drug -testing laboratories 

and defective products could generally be spotted in time, but the thalidomide tragedy made 
it doubtful whether that was necessarily so. 

The delegation of Lesotho supported the establishment of an international system of 

information on drugs, especially about their composition, indications and adverse reactions. 

If such information was provided by WHO for new products, it would reduce the number of 

experiments on animals and the multiplication of such experiments. 

The Ministry of Health of Lesotho had started a confidential register of new drugs 
received from manufacturers. The system worked reasonably well in Government controlled 
institutions, but rather less in other institutions. Motivation, rather than legislation, 

had been preferred in that respect. 

Lesotho was on the verge of authorizing certain pharmaceutical firms to manufacture 
in the country, and the two -year study proposed by the Director -General would be of tremendous 
help in the formulation of a drug control policy. 

Dr ABDALLAH (Egypt) said his country fully supported the proposed international information 
centre. He believed that it would be able to participate in the activities of that centre 

by supplying the data required on new drugs, especially those used to treat diseases prevalent 
in the Eastern Mediterranean Region and certain African countries. Egypt had a specialized 

section for drug registration; a drug control committee responsible for studying the medical 

and pharmaceutical aspects of new drugs submitted for registration; state drug control 

laboratories; a drug research and control centre, which evaluated the properties of locally 

produced drugs; and a law, promulgated in 1955, that specified the requirements for the 
registration and marketing of drugs. 

He pointed out that the required information related to new drugs. The definition of 

new drugs given in paragraph 3.2 was too complex, and a more specific definition would be 

easier to follow. 

Information on adverse reactions should be standardized for reliable, comprehensive 

analysis. For certain diseases it might be feasible to evaluate the gravity of the condition 

in relation to the potential adverse effects of the drugs available for its treatment. 

The meeting rose at 12 noon 


