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PROPHYLACTIC AND THERAPEUTIC SUBSTANCES: Item 2.8 of the Agenda (Resolutions WHA22.50, 
WHA25.61, paragraph 5, and EB55.R21; Official Records No. 216, pages 24-26, paragraphs 
129-140; Documents A28/11 and A28/12) (continued)

Dr ORHA (Romania) said that his delegation had joined the sponsors of the two draft 
resolutions before the Committee on account of the importance that the Romanian Government 
and Ministry of Health attached to the questions dealt with in them and to the relevant 
activities in his country.

Medium- and long-term research programmes on the production and distribution of drugs 
had been launched in Romania in order to ensure that public health requirements were 
adequately met. A drugs commission of the Ministry of Health established a drugs policy 
in accordance with therapeutic needs and the most important health objectives, collaborating 
with other departments in drawing up nationwide programmes in all pharmaceutical sectors.
A central drug-control institute inspected sample lots of drugs prior to their distribution 
to ensure their efficacy and harmlessness. For every consignment of drugs produced for 
export that institute issued a certificate of guarantee.

His Government had found the WHO requirements for "Good Practices in the Manufacture 
and Quality Control of Drugs" very helpful in drafting its own "General Standards for the 
Manufacture and Control of Drugs". The Romanian Ministry of Health had established 
a national drug-monitoring centre, which had collaborated since January 1975 with the 
WHO Research Centre for International Monitoring of Adverse Reactions to Drugs. The 
documents and notification of certain severe adverse reactions received from the WHO Centre 
had been greatly appreciated.

His delegation's strong support for the WHO programme concerning prophylactic and 
therapeutic substances was evidenced by its cosponsorship of both the draft resolutions 
before the Committee.

Dr ALAN (Turkey) said that the Turkish delegation warmly supported both draft 
resolutions and regretted that, owing to an oversight, Turkey had not been listed among 
the sponsors of the second draft resolution introduced at the previous meeting, although 
he had not only formally requested to be a cosponsor but had even assisted in the drafting 
of the text.

Dr HASSAN (Somalia) said that the quality control and certification of drugs was 
especially important for developing countries which had to import all or most of their 
drugs. He suggested that the resolutions and the documents submitted to the Committee 
could be modified to include a requirement that all exported drugs should bear a stamp or 
label of the health authorities of the producing countries to show whether the drugs were 
marketed in those countries, whether their quality was controlled by the health authorities 
and whether they complied with the requirements of the WHO "Good Practices in the 
Manufacture and Quality Control of Drugs". It was also desirable that more monitoring 
centres should be created within the various WHO regions so that imported as well as 
manufactured drugs could be analysed at centres reasonably near the user countries. The 
procedure for the dissemination of information, particularly with regard to drugs not 
authorized for sale in the country of origin or withdrawn from the market for lack of 
safety or efficacy, needed to be accelerated since at present such information was often 
received too late for it to be of any practical use.

Professor REXED (Sweden) said that the reports before the Committee showed that 
WHO was now in a better position to give effective help to countries in their work on the 
problems of the efficacy, safety and control of drugs. That work was most important for 
the developing countries, in some of which drugs represented as much as 10% or more of the 
total cost of their health-care system. His delegation was pleased to support both the 
resolutions, which covered all aspects of those problems.

In the draft resolution concerning prophylactic and therapeutic substances 
(A28/A/Conf.Doc. No.20), operative paragraph 3(3) could perhaps be implemented by 
WHO through the collection and evaluation of information on the way in which some countries 
carried out their drug monitoring activities and communication of that information to other 
countries which might find it useful in setting up their own control and monitoring 
systems. With regard to operative sub-paragraph 3(2)(b), some countries had systems 
which could be usefully tried out elsewhere. In Sweden, for example, the hospitals had 
special advisory committees on drug selection which gave doctors recommended lists of some 
100 or 150 drugs, which were adequate for most of the chemotherapy undertaken in hospitals.
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Doctors were free to use other drugs, but were advised to do so only when special reasons 
warranted it. Both the quality and the cost of treatment had been improved by the use of 
that system, which was being extended to districts surrounding the hospitals and to primary 
health care.

It was most important that the drug monitoring system should be expanded and 
recommended to other countries, which should be given advice and help in operating it.
In that connexion, it seemed to him that WHO had not until then completely filled the role 
expected of it in its cooperation with the United Nations Commission on Narcotic Drugs.
The non-medical use of dependence-producing drugs called for more intensive action. There 
seemed, in practice, to be no clear line of demarcation between drugs with which the 
Commission was concerned and those covered by the general work of WHO. Information 
regarding the non-medical use of dependence-producing drugs not covered by the international 
drug protocols and conventions should be collected and evaluated by WHO and transmitted to 
the Commission on Narcotic Drugs.

The good practices in the manufacture and quality control of drugs recommended in the 
other draft resolution before the Committee were already being followed in Sweden. His 
country was also ready to use the certification scheme recommended in the same draft 
resolution. It was only right that producing countries should see that their manufacturers 
complied with the WHO recommendations. He hoped that both resolutions would enable the 
Organization to do still more work in future in that area.

Professor GERIC (Yugoslavia) said that, in his country, the quality control of drugs 
and drug production in general were strictly regulated by law. Drugs for export were 
subject to the same quality control as those for the home market. His Government had 
taken part from the beginning in the drafting of the "Good Practices in the Manufacture and 
Quality Control of Drugs" and of the certification scheme, and his delegation wished to be 
included among the cosponsors of the draft resolution on the subject. It also supported 
the draft resolution on prophylactic and therapeutic substances.

In connexion with the draft resolutions, both of which he supported, Dr JOSHI (Nepal) 
recalled that herbs had long been one of his country's main exports. Recently, in order 
to diversify the trade, his Government had begun developing herbal farms which were the 
responsibility of the Ministry of Forestry. So far, four such farms had been developed: 
one in the lowlands and three in the mountains at high altitude. There were two 
Government drug-manufacturing concerns - one producing modern medicines and the other, 
Ayurvedic medicines. The latter were still being produced in crude forms by slow and 
uneconomic methods, and the quantities produced were insufficient to meet the needs, owing 
to lack of funds and technical expertise; research on traditional medicines had come 
almost to a standstill. However, with WHO assistance, his Government hoped to do much 
for the development of traditional medicine in Nepal.

Dr OKAMOTO (Japan) said that drug problems were becoming increasingly important in 
all health sectors, and ranged from the promotion of the safe and efficacious use of drugs 
to their use in the preventive and curative aspects of disease control, including 
rehabilitation in certain chronic diseases such as Parkinson's disease and epilepsy.

Moreover, the extended coverage of health insurance systems for individual and 
community health care - which in Japan now covered over 90% of the country - had resulted 
in a considerable, and even excessive, increase in drug consumption. Drugs now accounted 
for so important a part of total health insurance expenditures that difficulties were 
being encountered in financing health insurance services. The development of new drugs 
and the marketing efforts of the pharmaceutical industry, together with the extension of 
free medicine to the whole population - including the older age-groups - was causing not 
only increased drug consumption but increased numbers of adverse reactions. His country 
was therefore strengthening its regulatory and control procedures, including nationwide 
monitoring of adverse reactions and annual revision of the health insurance service for 
drugs. But those efforts had not entirely solved the problem, which continued to cause 
concern.

His delegation considered that the new WHO approach would be extremely valuable for 
the protection of health and wished to be included among the cosponsors of both draft 
resolutions.



Mr AVRAMIDIS (Greece) expressed his Government's interest in the development by 
WHO of an international drug information system that would provide all information 
concerning drugs of interest to public health authorities and concerning regulatory matters 
of interest to centres for research on human and veterinary pharmacology, teaching 
institutions, the medical and paramedical professions and the pharmaceutical industry.

Drug research, development, production and distribution; registration and 
certification of drugs; criteria for drug safety and efficacy; legislation and regulations 
concerning drugs; and lastly - and most urgently - the monitoring of adverse reactions 
were all matters of particular interest to his country. His Government hoped that 
a rapid and practical early warning system would be developed to serve the largest possible 
number of interested Member States. His Government would be happy to contribute to and 
take part in such a system, in so far as its means permitted. His Government would also 
welcome whatever technical aid WHO could provide immediately with a view to establishing 
a national drug monitoring centre that would operate along the same lines as those already 
existing in other Member States.

Dr KRAUSE (German Democratic Republic) said that the main suggestions in the reports 
before the Committee were already put into practice in his country.

The number of drugs available had been limited, in the light of the morbidity pattern, 
to about 1800, most of which were obtainable only on prescription. For safety reasons, 
some highly effective drugs could be prescribed only by specialized health institutions.
All new drugs were available on prescription only for the first three years.

Pharmaceutical firms specialized their production, partly in coordination with other 
countries of the Council for Mutual Economic Assistance. Drug production was subject to 
legislation; there was no parallel production of similar drugs under different 
proprietary names and no advertising to promote consumption. The health authorities were 
responsible for informing the medical profession about new drugs. The collaboration 
mentioned in the report (Section 3) between the pharmaceutical industry, the universities 
and scientific institutions had been achieved where clinical testing and drug monitoring 
were concerned. Drug production, distribution, storage and control were a State 
responsibility; drug registration was based on scientifically analysed needs. A system 
of scientific evaluation, pharmaceutical examination and clinical trials at different 
stages, as well as a controlled follow-up period, guaranteed the safety of drugs. For 
clinical trials, institutions with special experience and good laboratory facilities were 
preferred.

There were still some problems relating to individual dispensing in pharmacies; but 
more and more preparations were being manufactured according to standard regulations, 
their medical significance being assessed by a central expert committee on drugs.

His country's experience confirmed the statements in document A28/11 on drug 
production costs and the increasing number of prescriptions, although drug prices in 
pharmacies were kept constant. The increased costs and the increased number of 
prescriptions partly reflected the continued improvement of health care.

In the German Democratic Republic dressing materials, dental products, containers for 
parenterally administered drugs, and preparations for use in personal hygiene, including 
cosmetics fell within the definition of a "drug"; that was helpful in preventing adverse 
reactions.

Dr FETISOV (Union of Soviet Socialist Republics), referring to the statement in the 
introduction to the Director-General's report on prophylactic and therapeutic substances 
(document A28/11) that drugs not authorized for sale in the country of origin were 
sometimes exported and marketed in developing countries, said that such a procedure should 
be considered illegal and that WHO should express its opinion in that respect more firmly.

With regard to drug information (Section 4 of the report), only scientific information, 
and not advertising, should be permitted. That would reduce the risks of self-medication, 
with its complications, as would strictly enforced regulations providing that drugs could 
be obtained only on medical prescription. In the Soviet Union all advertising of drugs 
was prohibited and scientific information on them was controlled by the Ministry of Health.

With regard to the requirements for "Good Practices in the Manufacture and Quality 
Control of Drugs" (in document A28/12), the definition of a drug given therein did not take 
account of the legal aspects. According to the laws in force in certain countries, only 
drugs whose manufacture and use for treatment purposes in special state institutions had 
been authorized could be used. He therefore proposed that the definition should be 
completed by the following phrase: "and which has been authorized for manufacture and use 
for treatment in the appropriate state institutions".
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Referring to drug registration (Section 10 of document A28/11), he regretted that the 
information provided to the Executive Board at its fifty-fifth session by one of its 
members on antidote and functional therapy of adverse side-effects had not been taken into 
consideration. The same remarks also applied to the text of the certification scheme 
on the quality of pharmaceutical products moving in international commerce. With regard 
to certification, if a preparation had no international nonproprietary name, its full 
chemical name should be given. The certificate should also include the registration 
number of the product in the producing country. Certificates for narcotic drugs should 
be in accordance with the Single Convention of 1961 and the 1971 convention on psychotropic 
drugs.

It was unfortunate that the Director-General's report containing the text of the 
certification scheme made no mention of the standardization of methods of recording serial 
numbers, date of preparation and date until which the product could be used. In that 
connexion the experience of the Council for Mutual Economic Assistance should be studied 
and applied.

Future reports of the Director-General on prophylactic and therapeutic substances 
should take greater account of the experience and achievements of the socialist countries, 
including the USSR, whose policy was based not on commercial but on humanitarian principles.

His delegation fully supported the draft resolutions before the Committee.
Dr DE WEVER (Belgium) also expressed support for both draft resolutions and said that 

in his country every drug had to be registered with, and its marketing authorized by, the 
health authorities, which acted on the advice of a drug commission, composed of university 
professors of different disciplines, as to its safety and efficacy, the methods of analysis 
used and the information leaflet packed with the product. The production, distribution, 
and dispensing of drugs were subject to real practical supervision.

As regards international collaboration, his country was collaborating with the 
Netherlands and Luxembourg in operating a single drug registration bureau applying 
regulations common to the three countries and thus facilitating registration for the 
benefit of the countries concerned and the pharmaceutical industry.

In order to keep the medical practitioner up to date and obviate his having to rely 
solely on information from the pharmaceutical industry, an information centre, composed of 
university professors, had been set up in Belgium which kept all medical practitioners, 
pharmacists and dentists informed monthly about new drugs and their toxicity, methods of 
analysis used, and dosage. There was also a telephone information service from which all 
members of the medical professions could obtain information at short notice.

A drug monitoring centre had been established, but his Government would welcome closer 
cooperation with the Organization in that work. It would also welcome the opportunity of 
cooperation with the Organization in assisting other countries in matters of drug control.

The meeting rose at 1 p.m.
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