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1. QUALITY CONTROL OP PHARMACEUTICAL PREPARATIONS: Item 2.6 of the Agenda 
(Resolutions WHA19.47, paragraph (c), and EF39.R8; Document A20/P&B/10) 
(continued)

The CHAIRMAN invited the Committee to continue its discussion of item 2.5 of 

the agenda.

Dr DOUBEK (Czechoslovakia) said that the report in document A20/P&B/10 presented 

a wide and soundly based programme, the completion of which would be of great help in 

solving some difficult problems of pharmaceutical quality control. The impressive 

list of chemical reference substances and the relevant monographs in the second 

edition of the International Pharmacopoeia (which, he was glad to see, was already in 

press) would help in the standardization of the requirements for the quality of drugs 

in different countries. The establishment of chemical reference substances for other 

modem drugs was essential in order to speed up their quality control, and he there

fore hoped that WHO would continue its work in this field.

He endorsed the stress laid in the report on the importance of establishing 

internationally acceptable principles of good manufacturing practice in pharmaceutical 

manufacturing plants. In Czechoslovakia the achievement of a high quality of drugs 

was principally due to efforts to improve manufacturing practice and inspection of 

pharmaceutical products. He considered that the "Draft outline of a standard for 

the manufacture of pharmaceutical preparations" annexed to the report, was a realistic 

approach and would be a good basis for the eventual formulation of internationally 

acceptable principles. Once Member States and producers adhered to such principles, 

the first decisive step in the quality control of drugs on an international scale 

would have been taken.

A20/P&B/SR/7
page 2



The report as a whole should be accepted as a sound basis for the future pro

gramme of WHO in this sphere.

Dr EVANG (Norway) said that the wave of new synthetic pharmaceutical preparations 

during the last thirty years had revolutionized medicine since those preparations 

had preventive as well as curative applications and were used in fields such as 

geriatrics, rehabilitation and mental health. A great debt was owed to pharma

ceutical firms and science laboratories for the money and brains which they were 

devoting to research. Yet WHO had been slow to adapt to this revolution. There 

were three main aspects to any pharmaceutical product: its quality; whether it 

produced side-effects or adverse reactions; and whether it was dependence-producing. 

There were also subsidiary aspects such as naming, labelling, advertising, price, 

and possible obsolescence. The confusion arising from different names in different 

places for the same drug, and from the lack of international agreement on labelling 

and the declaration of side-effects, must somehow be resolved.

He welcomed the steps towards quality control mentioned in paragraphs 1.1, 1.2 

and l.J of the report but considered that the remainder of the report did not meet 

the requirements of the situation. He disagreed with the attempt to define 

"pharmaceutical quality control" in the footnote to the first page, since discussions 

in previous Health Assemblies had shown that the word "quality", in this context, 

had various connotations.

The contention that it was not possible to ensure that Member States of WHO 

applied the same standards of quality control to drugs for export as to those for use 

in their own countries, was defeatist and contrary to the wishes of the majority of
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participants in the Health Assembly. The admission that the ideal solution to the 

problem of quality control - the establishment in each Member State of a control 

laboratory - was not at present realizable, was an understatement, since the cost of 

such laboratories was prohibitive. Clearly, the establishment of a control 

laboratory to serve collectively a group of States would be the best feasible 

alternative. The attitude displayed in the report showed a lack of willingness to 

adjust to the realities of the situation which must be overcome.

Dr ARNAUDOV (Bulgaria) said that, with the development of the pharmaceutical 

industry, the number of preparations in circulation in the world was rapidly in

creasing, and there was danger that useless preparations and even those with serious 

side-effects, would reach the patient. Only twenty days ago, the Bulgarian Ministry 

of Health had been officially informed by an Embassy that a medicament dispatched to 

Bulgaria should not be used. The preparation in question had not been received, 

but it would in any case have been submitted to tests before release. In Bulgaria 

there was a special state institute, staffed by qualified specialists, which carried 

out the control of all medicinal preparations produced in the country or imported.

In view of the hazards involved, however, he considered that WHO had an important 

task to perform for Member States and agreed with the remarks made by the delegate of 

Norway. His country would support all the measures that could be taken for effective 

control of medicinal preparations.

Dr SIDERIUS (Netherlands) said that, during the Executive Board's and the Health 

Assembly's consideration over the years of the quality control of pharmaceutical 

preparations, many delegations (including his own) had expressed concern at the
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situation and had stressed the need for action by Ш0. He would not repeat the 

views put forward by the Netherlands delegation at the Nineteenth World Health Assembly 

in that connexion, but would simply refer the Committee to the summary record 

thereof on page 397 of Official Records No. 152.

Since resolution WHA19.47 clearly called for action by WHO, it was disappointing 

to note from the Director-General's report in document A20/P&B/10 that the situation 

had not changed since 1966. In some other respects, however, the report formed a 

better basis for future action than that submitted the previous year.

The need for the rapid development of techniques to produce and control drugs , 

for accurate records, and for the submission of detailed data by manufacturers had 

not yet been generally recognized. It would instil greater confidence if, rather 

than testing the final product, the plant for the manufacture of a drug were inspected, 

and if experienced scientists were employed, not only for production and control, but 

also to carry out research. Furthermore, from the point of view of safety, con

stancy in the quality of successive batches of a given drug was an important factor.

Before deciding upon WHO's future activities in the quality control of drugs, 

a set of common standards should be agreed. First, a document should be drawn up 

listing the requirements to be met by drug manufacturers - one such requirement 

being good manufacturing practice. Secondly, standards should be set for the com

position of each and every drug. In that connexion, he considered that revisions 

of the International Pharmacopoeia should be issued more frequently. At the same 

time, consideration should be given to the establishment and development of control 

laboratories - essential for testing both imported and exported drugs - and thereafter 

to possible ways of enforcing the requirements on drugs entering international 

commerce.



The scope of quality control in general, to which the delegate of Norway had 

referred, was a difficult matter since it was necessary to decide what was meant by 

quality control. In his opinion, it should refer riot only to the composition of 

a drug but also to its efficacy and safety. At the outset, it would of course be 

necessary to concentrate on the purely pharmaceutical aspects of quality control, 

but in the meantime WHO should study the problem thoroughly.

His delegation, together with six others, would be presenting to the Committee 

a draft resolution incorporating some of the points he had made.

Dr DAELEN (Federal Republic of Germany) said that, in the opinion of her 

delegation, the programme of work outlined in document A20/P&B/10 was in accordance 

with the requests made by members of the Committee at previous sessions and, at the 

same time, within the Organization's capabilities. It reflected the two main 

characteristics of WHO's work - co-ordination and assistance - and had, moreover, 

received the approval of the thirty-ninth session of the Executive Board.

The German delegation therefore supported the proposals made in the document 

and considered that the Director-General should be requested to proceed with the 

work along the lines he had indicated.

Dr FELKAI (Hungary) reiterated the view his delegation had already voiced in 

previous years, namely, that the quality control of drugs was a major public health 

problem. He agreed that WHO should decide upon the most effective means of 

international co-operation in that connexion.
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The problem was most acute in countries without either a pharmaceutical industry 

or the means for carrying out quality control. WHO should, therefore, as his 

delegation had proposed in the past, draw up a list of approved national institutes 

for quality control, to which such countries could submit the drugs they wished to 

import. His Government was prepared to place at WHO's disposal specialists with 

wide experience in the quality control of drugs so that they could instruct the 

health authorities of countries lacking facilities for such control in methods of 

analysis and in the organization of their work.

The sixth edition of the Hungarian Pharmacopoeia, published recently, took full 

account of the recommendations contained in the International Pharmacopoeia. It was 

to be hoped that the second edition of that publication would play a greater role in 

the international commerce of drugs and also that WHO would be able to provide more 

assistance to countries in the quality control of their imported drugs.

Agreeing with WHO's plans to establish a collection of chemical reference 

substances, he said that his delegation had long held the view that such substances 

were of major importance in the quality control of drugs. The number involved, 

however, was insufficient, in his opinion. If the national bodies responsible for 

quality control did not have an adequate number of reference substances, then the 

International Pharmacopoeia might itself be jeopardized. Furthermore, lack of 

such substances created serious problems in the qualitative analysis of drugs, 

particularly with regard to photometric and chromatographic methods of analysis.
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The new Hungarian ■Pharmacopoeia prescribed standards for the analysis of 

several pharmaceutical products; for the time being, however, national standards 

had been adopted,1 as presumably they had been in other countries. The extension 

of WHO's work in that connexion could prevent a considerable amount of duplication.

Mr CHRUSCIEL (Poland) said that he viewed with satisfaction the future activities 

of the new Division of Pharmacology and Toxicology,.

The general evolution of medicine had increased the need for the speedy develop

ment of both basic and clinical pharmacology. Recently, the growing need for 

pharmacology had been recognized, with the establishment of the new International 

Union of Pharmacology at the third Pharmacological Congress held in Brazil in 1966.

In Poland, clinical pharmacology had been introduced as a separate subject into 

the medical undergraduates' curriculum. Similarly, since the quality control of 

drugs should not be regarded as a purely pharmaceutical matter, clinical pharmacology 

should be developed as a separate entity within the new. Division.

The Polish Government would greatly appreciate further work by WHO on the quality 

control of drugs. In Poland, no drug was used until it had been subjected to quality 

control by the State and, in his opinion, every effort should be made to prevent drugs 

that had not been adequately controlled coming onto the market. Member States should, 

also be asked to carry out studies on teratogenesis induced by drugs and on problems 

of pharmacogenetics, of developmental pharmacology, and of pharmacology of the aged.

A great responsibility rested upon the Division of Pharmacology and Toxicology; 

as a pharmacologist himself, he extended his wishes for every success in its further 

development.
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The abuse of drugs was on the increase. In particular, the social problems 

arising from the use of psychotropic drugs, and the temporary changes they produced 

in the character and behaviour of patients, should be carefully studied. The 

pharmacological and chemical toxicity of such drugs was extremely low but the social 

and psychological toxicity had not yet been studied by WHO, as far as he knew.

Lastly, he endorsed the* comments made by the delegates of Czechoslovakia and 

the Netherlands, indicating that, his delegation was one of the six countries 

sponsoring the draft resolution on the quality control of drugs which was to be 

presented to the Committee.

Dr ENGEL (Sweden) agreed with the delegate of Norway that the Organization should 

do much more in the field of pharmacology. To a certain extent, it had already 

adapted itself to the increasing needs by creating the new Division of Pharmacology 

and Toxicology. In the years to come, the Division would probably expand considerably 

and, because of the tremendous impact of drugs upon society in general, it would be 

faced with an arduous task.

Turning to the Director-General's report (document A20/P&B/10), he said that he 

welcomed in particular the proposal to issue data sheets on all new drugs - an idea he 

had himself propounded ten years earlier. He was also gratified to note that the 

Secretariat was to formulate the principles of good manufacturing practice.

He agreed with the Polish delegate that the activities of the new Division should 

cover clinical pharmacology. For many years, members of the Committee had urged that 

standards should be set for clinical trials; but there were many other aspects of



clinical pharmacology to be considered, for instance, the genetic effects of drugs and 

the control of such effects. In that connexion, a register of malformations in the 

newborn would be of value to the public health authorities in controlling teratogenetic 

effects. Such a register, in which monthly entries were made, had recently been 

created in Sweden. Had it been introduced earlier, the effects of thalidomide would 

have been apparent earlier.

There were many other problems to be considered, such as the epidemiology of drugs 

and their social impact. In view of the time factor, however, he would not comment 

upon them at that point. The Committee would have the opportunity to deal further 

with the matter later in the session.
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The meeting rose at 6 p.m.


