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А18 /Р&B /Min /11 

1. QUALITY CONTROL OF PHARMACEUTICAL PREPАВлТI0NS,: litem 2.8 of the Agenda:... 

(Resol itions WHA17.k1, para. 1, and EB35.R16; -'i5ócurriëh.t 7 18 /P&$ /8 Rë(� 1)``- 

• , р5 i^� л'л 

The CHAIRMAÑ invited Dr Izmerov, Assistant Director -General, to introduce 

document А18 /Р&B /8 Rev.l. 

Dr IZMEROV, Assistant. Director- General, said that.document А18 /Р&B /8 Rev.l 

contained the report by the Director -General on the quality control of pharmaceutical 

preparations, to which were annexed the.,extracts from the minutes of the third 

and sixth meetings of the EXe'eпti e -BOa d' at .... h i r t y 
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Assistance could be provided by WHO for the establishment of national 

laboratories for quality control, in particular by training pharmaceutical analysts 

under the fellowship programme. Post -graduate courses in pharmaceutical quality 

control had been established in various pharmaceutical institutes with WHO 

co- operation. In addition, WHO supplied lists of laboratory equipment necessary 

for pharmaceutical quality control, sent consultants to requesting countries to 

help administrations to plan for proper quality Control of their pharmaceutical 

preparations, whether imported or locally produced, and supplied proposed 

specifications for the quality control of the more important pharmaceuticals, as 

published in the International Pharmacopoeia, and requirements for a number of 

biological substances, as published in the Technical Report Series. The international 

non -proprietary names proposed by WHO for pharmaceutical substances were of help 

to national administrations in the labelling of drugs and for regulatory purposes. 

International biological standards, and also international chemical reference 

substances, were supplied through WHO for pharmaceutical quality control. 

As a temporary measure, reference laboratories in a limited number of countries 

could be asked to advise on the quality of cerrtain pharmaceuticals, especially 

difficult to analyse. Two or more countries could agree to help each other in 

establishing common laboratories for pharmaceutical quality control. Or again, 

effective quality control could often be provided by the staff of the pharmaceutical, 

medical and other faculties, schools and institutes using their facilities and 
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equipment. Finally, adequate legislation for registration, labelling and quality 

control of pharmaceutical preparations should cover both imported pharmaceutical 

preparations and those manufactured in the country for local consumption or for export. 

The question of further assistance to Member States was being examined, and 

the possible appointment of regional pharmaceutical advisers was under consideration. 

It might also be possible to organize symposia at regional level, following the 

study group which had met in Geneva in 1956, and the technical meeting on the quality 

control of 'pharmaceutical preparations organized in 1961 by the Regional Office for 

Europe. The adoption of thè resólution proposed by the Executive Board should 

provide a basis on which assistance_. could be continued and expanded, in order to 

meet the growing needs of Member States. 

The CHAIRMAN invited members to discuss document А18 /Р &В Rev.1. 

Dr SАDUSK (United States of America) thanked the Director -General for his 

excellent report, which gave a most useful description of the complexity of 

quality control of pharmaceutical preparations and of some of the international 

aspects of the matter. The United States supported the resolution recommended by 

the Executive Board in resolution EB35.R16. It fully agreed with operative 

paragraph 1 of that resolution and had already taken the measures referred to 

therein. It also endorsed the proposal contained in operative paragraph 2(a). 
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He agreed with the Director -General that the quality control of drugs had to 

begin in the manufacturing establishments. The matter of good manufacturing practice 

had to be taken into consideration: it covered personnel, buildings, equipment, 

components used in the manufacture and processing of drugs, formula and batch - 

production records, production and control procedures, product containers, packaging 

and labelling, laboratory controls, distribution records, stability and careful 

examination of written or verbal complaints on each product manufactured. 

There were two ways in which countries could obtain their drugs from United 

States manufacturers. First, they could specify in their order that the drug was 

one marketed in inter -state commerce within the United Sates. Under that method 

the purchasing country was assured that the quality standards met those prescribed 

under United States law and regulations. Alternatively, the purchasing country 

could procure drugs made to such specifications as it wished to set with the 

manufacturer. In that case, a drug intended for export was not deemed to be 

adulterated or misbranded if it complied with the specifications of the foreign 

purchaser, if it was not in conflict with the laws of the country to which it was 

being exported, and if it was labelled on the outside of the shipping package to show 

that it was intended for export and not for sale within the United States. The 

second procedure assumed that the foreign purchaser was in a position to determine 

whether those requirements had been met; since in many cases that would be impossible, 

the first mentioned way of purchasing United States drugs appeared the best. 
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The United States "New drug regulations" were particularly strict. Before a 

firm could manufacture a new drug for domestic sale or for export it had to file a 

"New drug application's and obtain. the approval of the Food and Drug Administration 

for the drug. Suсh apрróval was given only if there was evidence to show that the 

new drug was not only safe but also effective for the intended purpose. 

Professor MUNTENDAM (Netherlands) congratulated the Director -General and his 

staff on the progress made in pharmaceutical quality control. Under prevailing 

conditions of industrialization, and with the rapidly increasing intensity of 

world commodity trade, protection against inferior components of drugs and foodstuffs 

was no less essential than protection against communicable diseases. His 

delegation therefore agreed with the draft resolution submitted by the Executive 

Board and was ready to co- operate in the development of plans whereby WHO would . 

play a more active part in the quality control of pharmaceutical preparations. 

In that respeét, his delegation wondered whether the establishment of a WHO bureau 

for drug control would be desirable. Such a bureau could form the centre of an. 

international network guaranteeing, ''he quality of pharmaceutical preparations. 

did not wish the suggestion to be discussed at the present meeting, but his 

delegation was willing to submit '. scheme to the Secretariat should it so desire. 

The second sentence of section 2 of the Director- General's report stated 

that pharmaceutical quality control did not cover the clinical and pharmacological 

evaluation of pharmaceutical preparаions. His delegation would like to know 

how the potency of drugs could be controlled without pharmacological evaluation, and 
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how a country importing drugs could be protected against the harmful effects of 

drugs if a clinical and pharmacological evaluation had not been made. In the 

opinion of his delegation, pharmaceutical quality control consisted of the 

chemical, pharmacological and clinical evaluation of a pharmaceutical preparation. 

Unless pharmacological and clinical evaluation were included, the protection 

afforded countries importing drúgs would be merely illusory. 

Dr DOUBEK (Czechoslovakia) said that the production of pharmaceuticals was 

increasing very rapidly, particularly in the developing countries, and the high 

quality of pharmaceuticals could be ensured only by good quality control. In the 

1 1 

opinion of his delegation, quality control consisted in the checking of 

pharmaceuticals for identity, purity, sterility and potency in accordance with the 

methods and specifications of modern pharmacopoeias. Extensive pharmacological 

as well as clinical testing of new drugs was essential if possible adverse actions 

and side -effects were to be avoided. Effective legislation was essential to good 

quality control. 

WHO's activities, including_the preparation of specifications for pharmaceutical 

preparations, the establishment of biological standards, the preparation and . 

distribution of chemical reference substances and the collection of information on 
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the legislation on quality control in the various countries were very useful and 

should be continued. His delegation was sure that WHO would consider further 

ways of helping the developing countries to solve their problems with respect to 

quality control. ' Consideration should be given to the provision of direct help 

through laboratories which had the necessary facilities and trained staff. If 

requested, his country could help in the training of staff for quality control and 

in the solution of theoretical and practical problems. 

Dr DAEТFN (Federal Republic of Germany) congratulated the Director- General on 

his report, which accurately described the complicated situation with respect 

to the quality control of pharmaceutical preparations. Her delegation agreed with 

the conclusions of the report and would vote in favour of the draft resolution 

contained in resolution EB35.R16. 

Dr FELКAI (Hungary) congratulated the Director -General on his report. His dele- 

gation supported the draft resolution in resolution ЕВ55.R16 of the Executive Board. 

In view of the importance of the quality control of pharmaceutical preparations, 

the control exercised by manufacturers' laboratories should be supplemented by 

control by national authorities. WHO's efforts to assist all Member States by 

publishing the International Pharmacopoeia and establishing international standards 

were appreciated, but greater assistance would have to be given to the developing 

countries. 
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Hungary had wide experience in the control of drugs, the State system of 

control having existed since 1927. The Hungarian pharmaceutical industry had come 

into being at the beginning of the century -and satisfied both domestic and export 

needs. Following the nationalization of the industry, the small laboratories 

had been reorganized and pharmaceutical preparations were currently produced in 

only five factories. In Hungary., chemical, biological, microbiological, 

pharmacological and clinical tests preceded the introduction of a new pharmaceutical 

preparation. The National Institute of Hygiene was responsible for the registration 

of pharmaceutical products. The system -of control for exported drugs complied 

with the principles of the draft resolutionand,the standards applied.to drugs for 

export were the same as those applied to. -drugs for local consumption. 

In view of the fact that it possessed a we11'dev.eloped control system, Hungary 

was in a position to assist those countries that did not yet possess the necessary 

means to control the quality of imported pharmaceutical preparations. It was 

ready to supply WHO with consultants experienced in drug control to help the health 

authorities in developing countries in organizing a quality control system, 

establishing laboratories and providing training..in analytical methods. With 

WHO co- operation, it was also - prepared to-organize courses, in Hungarÿ; on-the 

quality control of pharmaceutical preparations. 
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His delegation had studied with great interest the draft of the second edition 

of the International Pharmacopoeia, the international standards of which would be 

used in the next edition of the Hungarian Pharmacopoeia. Unfortunately, the analysis 

methods and requirements concerning the quality of certain preparations given in the 

draft were not always satisfactory. The drawback of the methods of the International 

Pharmacopoeia might result from the fact that the International Pharmacopoeia 

Committee did not have its own laboratory. In the opinion of his delegation, the 

comments of Member States did not take the place of an independent laboratory. Such 

a laboratory, which should be well equipped and staffed with qualified specialists, 

should assist in the drafting of the International Pharmacopoeia. It should be 

available to the Expert Committee for comparative examination of methods selected by 

that Committee, for checking analytical methods, and for elaborating new chemical or 

physicochemical methods. The establishment of a new institute was not called for. 

Experience with WHO reference centres showed that the laboratory could be organized 

in a national institute for the control of pharmaceutical preparations. 

The possibility of international co- operation in methods of analysis had been 

discussed at the WHO European technical meeting on the quality control of pharma- 

ceutical preparations in Warsaw in 1961. The report on that meeting (Technical Report 

Series No. 2)+9) emphasized the need for exchanges of technical information between 

quality control laboratories. The collection and distribution of characteristic data 

and of methods of analysing new pharmaceutical preparations would facilitate the work 
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of national laboratories and avoid unnecessary research in many countries. That 

proposal had been prompted by a previous initiative by the International Pharmaceutical 

Federation, which had concluded that WHO should organize that exchange of information. 

The report's conclusion relating to information sheets on new pharmaceutical prepara- 

tions would be very important for all national control authorities. 

The organization of a WHO information centre for the international exchange, 

collection and distribution of data and methods of analysing new pharmaceutical 

preparations seemed necessary. In the same way as the laboratory he had suggested, 

such an information centre could be established, with the co- operation of WHO, in a 

national institute for the quality control of drugs. 

Dr HAPPI (Cameroon) said that in curative medicine the developing countries were 

faced with three equally important problems: the lack of equipment, the lack of 

qualified staff, and the lack of pharmaceutical products. The question of the 

quality control of pharmaceutical preparations had been discussed at the Seventeenth 

World Health Assembly and the Director- General's report certainly marked a step 

forward. The report, however, put forward a number of suggestions, such as the 

establishment of a quality control laboratory, the inspection of factories, the 

institution of guarantee certificates, which were beyond the means of developing 

countries. In the developing countries, the lack of drugs was as serious a problem 
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as that of any disease. There were few developing countries capable of setting up 

a laboratory in which they could really control the quality of the drugs they 

imported. His delegation, therefore, approved the three programmes advocated in 

the conclusion to the Director -General's report only as means of enabling the 

Organization gradually to achieve its final goal. Control of the quality of 

pharmaceutical preparations, at all stages of their manufacture, should be carried 

out by the manufacturers. On the other hand, the control of finished products 

should be the responsibility of both exporting and importing countries. 

Two categories of State could be distinguished in Africa: the first consisted 

of those which possessed faculties of medicine, pharmacy and science and which thus 

could to a certain extent control the quality of the drugs they imported; the 

second, and larger, category consisted of those States which did not possess the 

facilities mentioned and which could not, therefore, control the quality of the 

products they used. His own country, which imported all the pharmaceutical prepara- 

tions it used, hoped that one day WHO would be able to intervene directly to help 

the developing countries to obtain better quality pharmaceutical products. It 

would be best if WHO were to establish international specifications to be used by 

developing countries. 

Dr SCHINDL (Austria) said that legislation on pharmaceutical preparations had 

been introduced in Austria after the First World War. The preconditions for 

registration were severe and included pharmaceutical, pharmacological and clinical 
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examination. Imported drugs were checked by the national control authority. 

He drew the attention of Members to a proposed system of drug classification, based 

on the concept of classification of drugs e.ccording to "New and Non -official Drugs" 

which had already received international recognition. The system consisted of nine 

figures designating specifications, tolerance and side -effects and was therefore 

knоwn as the Speetotox system. It was designed to help in international emergency 

aid after disasters. On such occasions valuable drugs could be used to a limited 

extent only, because the doctors were unable to identify the drugs or their 

characteristics, the labels being printed in a. foreign language. Under the proposed 

system, figures printed on. the label could be read by doctors and hospital staff 

throughout the world. The pharmaceutical industry was expected to adopt a positive 

attitude to the system because it would permit retention of trade names. The 

industry had only to add a short strip of nine figures to the existing label. Each 

figure denoted an attribute of the ,drug, :;and the higher the figure the more dangerous 

the drug. He would hand over'to.the Director- General a prepared publication and 

request him to be so kind_ :gas to. examine: it. 

His delegation supported the draft resolution submitted by the Executive Board. 

Dr JAKOVLJEVIC (Yugoslavia) said that, in the opinion of his delegation, two 

questions were of outstanding importance in the quality control of pharmaceutical 

preparations. First there was the need to prescribe international specifications to 
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be observed by manufacturers, for checking the production and quality of pharma- 

ceutical preparations; such requirements should have the power of regulations and 

be codified and followed by Member States. Secondly, it was essential to set up 

more national quality control laboratories and to establish an international 

laboratory for the quality control of pharmaceutical preparations. In so far as 

the problem of quality control 'in developing countries was concerned, international 

collaboration might be of assistance in enabling those countries to use, under the 

supervision of WHO, the laboratories of developed countries. 

-Plr THOIYIS0N. (Australia) said that Article 21(d) of the WHO Constitution 

referred to -the authority of the Health Assembly in the matter under discussion. 

:eons'deration of, the quality control of drugs had first commenced in 1951. Defects 

in safety control methods had, come into prominence with the increasing number of 

.. .рhагm4оеutјсаl products placed on the market each year, and with the increased use of 

drug.';followдгi . advertising campaigns by drug manufacturers. While many people were 

aware pfthose defects it was only after the specific case giving rise to foetal 

abnormality that WHO had produced resolution WHA15.41, in 1962. Many countries were 

also concerned with the standards of drugs imported either in bulk or in the raw 

materials for preparation for their use. Accordingly, resolution WHA17.41 had 

requested the Executive Board to report back to the Eighteenth World Health. Assembly. 

He stressed that the subject was a pharmaceutical one, concerned with the 

control of the identity, purity, potency and sterility, and not with .the clinical and 

pharmaceutical evaluation, of pharmaceutical preparations. The Director- General's 
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report was most helpful; it did not however produce the solution. The really 

effective way of checking the quality of imported drugs was by testing representative 

samples in an official laboratory of the importing country, i.e. a national labora- 

tory with well - trained staff and adequate equipment. Such a laboratory had been 

established in Australia; other facilities, such as those mentioned in paragraph 6.2 

of the Director -General's report, were used when necessary. The storage and trans- 

, port of drugs produced additional problems, particularly when time, distance and 

climate were involved. Countries which tested drugs knew that consistent results 

could not always be obtained. It was important and really essential, therefore, that 

drugs should be tested in the country in which they were to be used. In Australia, 

certification of quality control of drugs exported was made according to the 

requirements of the importing country. There was, however, no certain way of 

ensuring the consistent quality of imported drugs except by the establishment of a 

national laboratory for quality control in the importing country. His delegation 

therefore supported the draft resolution recommended by the Executive Board in 

resolution EB35.R16. 

Dr KIVITS (Belgium) said that his country shared the Organization's concern 

that the quality of drugs for export should be as high as that of drugs for local 

consumption. Under Belgian legislation, the manufacturer was required to analyse 

the raw materials and finished products of each batch, and each batch had to be 

composed of drugs from a single manufacture or submitted to one and the same 
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sterilization operation. There were several measures to guarantee the effectiveness 

of'Belgian control of quality. For instance, each manufacturer had to have on his 

staff a pharmacist whose legal responsibilities were independent of those of his 

employer; stamped and sealed samples of each batch were kept so as to permit sub- 

sequent analytical control by the authorities; those not complying with the 

regulations were liable to heavy penalties; there were frequent official controls. 

There was no difference in quality control between products manufactured for the 

domestic market and those destined for export. If, however, foreign countries 

applied different analytical specifications from those applied in Belgium, the 

batches manufactured for those countries had to meet the required standards. There 

was nothing to prevent Belgian firms from receiving inspectors from importing 

countries. 

His delegation supported the draft resolution. 

Dr NGO- QUANG -LY (Viet -Nam) said that all delegations seemed to be agreed on 

the need for an authoritative decision on the matter under discussion. The Ministry 

of Health of his country had issued a number of licences for pharmaceutical products 

to be imported or locally manufactured. In 1961, 452 products had been imported 

and 564 locally manufactured; in 1962 4)9 products had been imported and 250 

locally manufactured; in 1963, 426 products had been imported and 368 locally 

manufactured; and in 1964, 606 products had been imported and 368 locally manufactured. 

During that period the number of manufacturing establishments had also increased. 
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Consequently the national quality control laboratory was overworked, and it was 

difficult to reorganize the system of quality control with the scant resources at 

the Government's disposal. 

The Ministry of Health of the Republic of Viet -Nam was in favour of the use of 

international specifications as proposed by WHO. It considered, however, that to 

a large extent the quality control of pharmaceutical preparations should be carried 

out by the manufacturers themselves. It had, therefore, in the previous year, 

organized two courses of fifteen days each to instruct national manufacturers' 

pharmacists in the Government's analytical techniques and specifications. Manu- 

facturing establishments were also required to have a quality control laboratory in 

which a certain number of analyses could be made. His Government had been pleased 

to note a decline in the number of domestic establishments refused licences because 

their products were below standard. 

His country was interested in the decisions of Member States on substances the 

clinical use of which had revealed harmful effects. It would, however, like to 

know the extent to which those decisions had been implemented by the various countries. 

He asked whether it would be possible for WHO to comment each time it disseminated 

decisions taken by a manufacturing laboratory or national organization. 

Dr SAUTER (Switzerland) said that the Director -General had rightly drawn 

attention in his report to the special nature of the control of the quality of phar- 

maceutical preparations for export in countries in which the industry manufactured 
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numerous products that were not used in the producing country itself. Another 

important point was that there could be no real guarantee unless each batch were 

controlled, i.e. not only each batch of a final product but also all the raw 

materials used for the manufacture of the product. That implied a permanent quality 

control process during manufacture; it was a process for which the manufacturer was 

responsible and which could not be replaced by official control. 

Official quality control should so far as possible be effected in the labora- 

tories of the importing countries. Where that was not possible, ways of enabling 

quality control to be effected in the producing countries should be studied. 

A system complying with the laws of the exporting country should be found; as those 

laws differed from country to country, the solution could only be schematic and 

applicable in a general way. His delegation was of the opinion that, in view of 

the fact that the importing country, the exporting country and the manufacturer 

himself were all anxious that a satisfactory solution to the problem be found, it 

should be possible to come to an understanding. The draft resolution proposed by 

the Executive Board took the situation into account and his delegation therefore 

supported it. 

Dr RAO (India) said that his delegation wished to support the draft resolution 

proposed by the Executive Board, and would further suggest that WHO should advise 

on the best methods for controlling the safety and efficacy of new drugs at the 

international level. In order to protect importing countries with regard to the 
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safety of the drugs they imported, WHO might consider setting up a network of 

laboratories in the importing countries so that samples could then be sent to any 

one of those laboratories for testing. As regards the South -East Asia Region, 

India would be willing for its central drug laboratory to be considered as the 

reference laboratory, if WHO would provide assistance in regard to personnel and 

other facilities <. 

Dr CHARLES (Trinidad and Tobago) said that his delegation accepted the 

Director- General's report and approved the resolution submitted by the Executive 

Board on the quality control of pharmaceutical preparations.' It was a very impor- 

tant subject for his country and for many of the developing countries, and they 

considered that WIO should go even further towards the effective quality control of 

pharmaceutical preparations, particularly as regards clinical and pharmacological 

evaluation. Many manufacturers were exporting drugs, particularly to the 

developing countries, which they would not be able to sell in their own markets. 

While the developing countries were fortunate in having the friendly assistance of 

other countries which did possess good laboratories and the necessary technical 

skills for evaluating certain drugs, they did not want to abuse such kindness and 

they therefore welcomed the.státemént óf the United States delegate. 
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There were many countries, however, which did not possess the strict laws of 

the ele States, and WHO was not in a position to insist that any country should 

formulate such legislation. Nor could WHO carry out quality control at the 

manufacturers level. In the circumstánces, his delegation felt that WHO should 

consider the establishment of either one or several laboratories for, such quality_ 

control " - one to be situated in the Pacific Region, one in the African Region, and 

one in the Region of the Americas ;It would be sufficient if each group of Member 

countriés- оould have a laboratory sponsored and organized by WHO to assist them in 

ensuring the safety, purity and potency of the drugs utilized; and it would be of 

particular benefit to the developing countries. 

He reserved his further comments on the subject until later in the session, 

under a more appropriate item of the agenda. 

Dr HAQUE (Pakistan) also wished to congratulate the Director -General oii a 

verу-oómpreheпsive report. He recalled that his country carried out a quality 

cheék of phari àcëu-tical preparations at three different levels; and was engaged in 

improving the skills and increasing the number of inspectors engaged in the quality 

control of drugs, both for import and for export. For that reason, he wished to 

lay stress on operative paragraph 1 of the draft resolution. :It was vitally 

necessary to assist countries to have their own laboratories, as it was not always 

possible to send drugs for examination to other countries. .. As mentioned in the 

report, good packing was also essential; otherwise large quantities of expensive 
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drugs might have to be returned as not being up to standard, even though they might 

be accompanied by the appropriate certificates from the originating country. 

WHO could strengthen national laboratories for Quality control by making it 

possible for them to send samples of pharmaceutical products to an independent 

laboratory for a check, thus obviating any pressure that might be brought to bear 

on a national laboratory; perhaps an international laboratory could be set up for 

that purpose. Reagents sometimes deteriorated, and it was essential that they 

also should be checker. in a laboratory. 

In connexion with the growth of the pharmaceutical industry in many countries, 

he mentioned the practice of certain developed countries in dumping drugs in the 

developing countries, the price in the originating country being higher than the 

price at which the drug was sold abroad. The manufacturer made only a small 

profit on the drug, and the local private or national industry could not compete; 

dumping therefore constituted a hindrance to the development of the industry in the 

developing countries, 

His delegation fully supported the draft rocolution before the Committee. 

Dr SCORZELLI (Brazil) said that the appearance of new pharmaceutical prepara- 

tions of a complex nature meant that their pharmaceutical quality would have to be 

verified before they could be used; some of those preparations represented 
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considerable progress as far as therapeutic action was concerned, but some of them 

had far -reaching and dangerous. side- effects. The quality control of drugs was 

therefore of growing importance to public, health, which meant that in countries with 

limited rdsources the consumption of drugs was much greater than facilities for the 

quality control. The co- operation of the more developed countries was therefore 

needed for a process that was rot only technically difficult out also costly. 

Moreover, confirmation of the quality of new drugs might lead to the withdrawal from 

the market 'of similar products that had been superseded, thus arousing opposition 

from older physicians and the public; that also was a_prob em -which had to be solved. 

It was essential to set up a body in which the health authorities could 

co- operate with the medical and pharmaceutical professional organizations for 

quality control. The necessary analysis could only be carried out by well -equipped 

and well -staffed laboratories. 

: Brazil was at present in an intermediate position; the central laboratory of 

the:Ministry of Health was well equipped but. it could not carry out all the work 

required of it. There was a centra). Biopharmaceutical Commission for the study of 

all matters relating to the quality of drugs and the pharmacopoeia; the States were 

responsible for carrying out quality control locally, by agreement with the central 

body. 

His delegation approved the proposal of the Executive Board; and also supported 

the point of view expressed by the delegation of the Netherlands, among others, with 

regard to the pharmacological and clinical control that should be carried out. 
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Professor BABUDÏERI (Italy) recalled that at the Seventeenth World Health 

Assembly his delegation had stated that in Ítaly the quality of pharmaceutical 

preparations intended for export was the same as the quality of products prepared 

for domestic use. Manufacturing plants had to submit to periodical inspection 

by the State. Furthermore y the Italian Government had offered to developing countries 

that had not as yet established laboratories of their own facilities for having the 

drugs they imported from Italy tested in Italian State laboratories. No request 

had so far been received from any of the developing countries for such facilities, 

and the offer was accordingly being renewed; it would probably be to their advantage 

to make use of the offer, since the control of modern biological and synthetic drugs 

necessitated the use. of expensive equipment which could not be , improvised,;._ His 

delegation was therefore in agreement with -the:draft resolution proposed -by the, 

Executive Board. 

Dr ADESUYI (Nigeria) associated his delegation with the congratulations expressed 

by other delegations on the excellent report of the Director- General. It was of 

interest to developing countries for two reasons: first, because most of those 

countries had to import nearly all the pharmaceutical preparations they needed and, 

irrespective of the quality control already carried out in the exporting country, 

it was essential that final control be carried out in the importing country, owing 

to possible deterioration during transport due to faulty packing or adverse climatic 

conditions. 



А18/ P&B/Min,1l 
page 2k 

Many developing countries were at present manufacturing pharmaceutical prepara- 

tions and, from the outset, a satisfactory system of quality control should be 

established. It was a difficult problem for developing countries, and they needed 

as much assistance as possible to enable them to establish the necessary facilities. 

Due note had been taken of paragraph 9.1 of the report, which stated that effective 

quality control could often be provided, in a country that was unable to establish 

immediately a national control laboratory, by hospitals or other institutions using 

their own facilities and equipment. That procedure could be adopted in the beginning 

and, at a later stage when facilities became available, full -scale national labora- 

tories for pharmaceutical quality control could be established. 

Professor UGARTE (Chile) said that his delegation accepted the recommendations 

proposed in the draft resolution but wished to stress the importance of another 

problem that was closely related to that of the quality of drugs, namely the question 

of price. Importing countries were concerned about that aspect as they had to decide 

between different commercial products whose cost was increased by the cost of transport, 

packing, advertising and so on. Expenditure on drugs was a major item in the overall 

medical expenditure of countries; for instance, in Chile, medical expenses amounted 

to seven per cent. of the national income, and of that amount 25 per cent. was spent 

on pharmaceutical preparations. As that represented a rather large proportion, 

the Ministry of Public Health had adopted measures to control not only the quality of 

drugs but also the prices. It would be useful if WHO could undertake a study to 
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enable countries to select drugs that would be effective and at the same time 

cheaper; such a study would be welcomed by all countries preoccupied with the 

question of the importation of drugs.. 

Dr ALDEA (Romania), also wished to congratulate the Director -General on an 

excellent report, which reflected the success that had been achieved on a problem 

on which there were so many conflicting opinions. His delegation therefore approved 

the draft resolution submitted by the Executive Board. 

He informed the Committee that in his country pharmaceutical products were 

directly controlled by a State institute irrespective of whether they were to be 

exported or used for home consumption. In_ order to facilitate the quality control 

of drugs in a country, it would be very useful to have (a) a unified codification 

system for registering each series of pharmaceutical products manufactured; (b) WHO 

standards for pharmaceutical products; and (c) some regulation of the commercial 

advertising of pharmaceutical preparations, particularly those that could be obtained 

without a doctor's prescription. 

Dr ABMETELY (Union of Soviet Socialist Republics) said that the question under 

discussion was a very important one, particularly for the developing countries as 

had been emphasized by the statements of several delegates from newly independent States. 
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His delegation stressed the need for forming national cadres. A number of countries, 

including Czechoslovakia and Hungary, which had obtained considerable experience 

in'the production and quality control of drugs, had proposed to WHO a system for 

training personnel from the developing countries. It was to be hoped that WHO would 

take advantage of that interesting and helpful proposal. 

Although the other measures provided for in the draft resolution (which his 

delegation would support) were important, the training of national personnel, 

although difficult, would be the deciding factor, and no quality control of drugs 

over a long period was possible without it. . 

Sir George GODBER (United Kingdom of Great Britain and Northern Ireland) 

observed that the report, which had been fully discussed in the Executive Board 

and also in the Committee, was a very useful document. The draft resolution contained 

in it was completely acceptable to his delegation. Existing legislation in the 

United Kingdom would not permit the putting into effect of all the measures proposed 

in the draft resolution, but that legislation was due to be revised shortly. 

As the delegate of the United States had pointed out, a large part of the 

detailed quality control of drugs must be the responsibility of the manufacturers 

themselves: government agencies were mainly concerned with ensuring that such 
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control was properly carried out. Everyone recognized the difficulties of the 

developing countries and 'every care was taken to ensure that a drug was in 

perfect conditióü before it'left the 'exporting country, but changes might 

occur due to faulty packing or inadequate storage facilities and labels might even 

be accidentally interchanged, so that a final check of the quality of a drug 

had to be effected in the course of its distribution. Importing countries 

must be given access to laboratory facilities if they had none of their own, 

and WHO should certainly assume the task of assisting Member States either to 

develop their own laboratories or to secure access to facilities for testing 

pharmaceutical preparations elsewhere,: 

His delegation fully supported the dгаft re:s.olution., 

Professor SENAULT (France) said that, as was the case in other countries, 

the national organization for thé'quality èontrol of pharmaceutical preparations 

in France was by law empowered to make a very thorough technical check before 

a licence was issued. The French national laboratory had been approached by 

other countries to carry out certain quality controls, and France was ready to 

co- operate by making available to developing countries: (a) a purchasing office 
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depending from the Technical Co- operation Service of the Ministry of Health 

which would ensure that orders were standardized; (b) a quality control centre 

for pharmaceutical preparations; and (c) the national laboratory in Paris, 

which he had mentioned earlier. The conditions under which quality control 

could be carried out could be furnished to interested countries. 

The French delegation would support the draft resolution submitted by 

the Executive Board, in view of the effects, both long -term and short -term, that 

the quality of pharmaceutical preparations could have on health. 

Dr FISEK (Turkey), expressed the thanks of his delegation for the Director- General's 

comprehensive report. His own Government had begun controlling drugs some five 

years earlier. Before 1928, there had been no regulation or quality control 

laboratories for pharmaceutical preparations. The Turkish Codex had been published 

in 1928 and a Pharmaceutical Control Act had been passed in 1929, by which the 

licensing and registration of all pharmaceutical preparations was made obligatory; 

in order to obtain the licence it was necessary to prove that the drug was 

effective and had no major harmful side -effects; a system for the price control 

of drugs had also been set up. The Government was entitled to control any drug 

before it was marketed and to carry out periodical market checks; it could withdraw 
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licences, inflict sanctions on the manufacturers and destroy preparations, if 

it deemed such measures necessary. Every batch of pharmaceutical products 

imported had to have a special permit. 

Turkey now had its own pharmaceutical industry and produced nearly all the 

drugs required for home consumption as well as some for export. As a first 

step, in the early nineteen -thirties, a national control laboratory had been 

set up and had proved very satisfactory; similar results could only be achieved 

in other countries by passing similar Acts and by establishing national quality 

control laboratories. WHO should do more in that field; it might be helpful 

if an international guide could be prepared, giving details of the systems and 

the legislation for the quality control of pharmaceutical products in the different 

countries. More seminars and more expert committees should be held on the subject. 

Careful attention should also be given to the establishment of reference centres. 

The Turkish delegation fully supported the draft resolution submitted by 

the Executive Board, since it constituted an important step towards widening 

the scope of the work that could be done by WHO in that field. 

Dr ENGEL (Sweden) asked for clarification on the draft resolution proposed 

by the Executive Board. Although the aim, of operative paragraph 2(c) was 

quite clear, he would like to ask how exactly the establishment of internationally 
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accepted and specifications for the control of the quality of pharmaceutical 

preparations was to be carried out. Was the reference to the International 

Pharmacopoeia or was something else in mind? He recalled that he had drawn the 

attentión.. of. the Committee on previous occasions to the long delay between the 

bringing of a drug on to the market and its inclusion in the International 

Pharmacopoeia and in the relevant national pharmacopoeias. He had therefore 

recommended a more effective system, namely, to substitute for the Pharmacopoeia 

data sheets or some, similar device. He would like to know whether such a system 

could be adopted before defining his attitude to the proposed resolution. 

Dr BORIES (Gabon) said that, having listened with great interest to the 

statements made by the delegates of both developed and the developing countries, 

he had noted a general desire to have laboratories for the quality control of 

pharmaceutical preparations at various levels; any exporting country that 

did not conform to that practice would soon lose its customers. His delegation 

supported the resolution of the Executive Board, reproduced in the excellent 

report of the Director -General. He would add that the suppliers of pharmaceutical 

products imported by his country had always, at its request, willingly carried out 

the necessary control to ensure that the products had not deteriorated owing to adverse 

climatic conditions or the use of poor quality solvents. The national laboratories 

of several neighbouring countries had been made available to Gabon, and further 

offers had been made during the meeting for which his delegation was most grateful. 
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Dr GIAKIL (Lebanon said that his delegation considered the question of 

particular importance since his country imported a great many different types 

of armaceutical preparations. In his experience it was not sufficient to 

insist on a certificate of origin because such a certificate, even when it bore 

all the requisite signatures and stamps, was unfortunately often only a courtesy 

certificate and did not attest the quality of the drug concerned. 

His delegation considered that the best way of ensuring the good quality of 

imported preparations was to have a sample of each batch checked by a government 

laboratory, or failing that a university laboratory, in the importing country. 

Where such laboratories did not exist, then for each batch of drugs imported the 

importing country should ask for a test to be carried out by a government 

laboratory in the country of origin, the value of such a guarantee would obviously 

depend on the good reputation of the exporting country. His delegation hoped 

that WHO would continue studying the problem, so that each importing country could 

make availabl e to its people pharmaceutical products of a uniformly high quality. 

Dr WINE (Senegal) congratulated the Director -General on the excellent report 

accompanying the draft resolution of the Executive Board, to which his delegation 

gave full support. His country attached great importance to that resolution and 

considered it most opportune, particularly since the Parliament of Senegal was 

discussing and was about to adopt a draft law on the control and sale of pharma- 

ceutical preparations. Moreover, the first plant for manufacturing pharmaceutical 

products in Senegal was to begin operations before the end of 1965. Nevertheless, 

the reservations that had been made by the delegates of other developing countries 

in regard to the technical and financial possibilities of organizing an effective 

control were also valid for his country. 



А18/Р8сВ/Nlin/11 

page 32 

At present his country Was obliged to trust the exporting countries in regard 

to all the products that -were still being imported, and had never had any cause 

for complaint. There were three factors however which influenced his country in 

wishing to organize an effective local control service. The first related to 

the possibility of deterioration and changes taking place in drugs which, although 

they had a valid certificate, might have undergone a change during transport, 

possibly owing to climatic conditions. Secondly, in connexion with the national 

manufacturing establishment that would shortly be producing pharmaceutical 

preparations, hi.s country intended to extend its activities and explore the 

indigenous drugs, among which were many of high value but not yet sufficiently 

studied from the scientific point of view. Finally, his country was desirous of 

exporting to nearby countries and, for that purpose, would arrange its own system 

of controlling the quality of its drugs. 

For all those reasons, his country fully intended to benefit from the 

assistance offered by WHO, as described in paragraph 10.1 of the report, 

particularly in regard to the training of qualified technical staff. His country 

also fully intended to take advantage of all the bilateral assistance that had 

been announced in the course of the debate or that might become available in the 

future. 

The DEPUTY DIRECTOR - GENERAL said that, in the course of the long discussion, 

there had been some extremely useful comments and suggestions, which had all been 

carefully noted by the Secretariat, together with the offers of co- operation and 

specific suggestions that had been made. 
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Two types of question had been raised. One, which had been raised, ,by two 

delegations, concerned the question why WHO did not give greater details on what 

had been done in the field of controlling not only the quality but also the 

therapeutic action of a drug. That was because the item of the agenda under 

discussion dealt exclusively with the pharmaceutical aspect, namely the control 

of the identity of a drug to ensure that it corresponded with its description 

and specifications, i.e., the control of its quality and purity, its state of 

preservation, etc. The medical aspect had not been overlooked, but the Health 

Assembly had divided the problem into two separate questions and they were 

accordingly the subject of two separate resolutions. The methodology of pharma- 

cological and medical evaluation and the improvement of the system of notification 

was being actively considered, but the subject was not part of the present item 

and that was why it had not been mentioned. 

The second question had been asked by the Swedish delegation which had 

requested clarification of paragraph 2(c) of the operative part of the resolution, 

namely "to pursue the establishment of internationally accepted principles and 

specifications for the control of the quality of pharmaceutical preparations". 

As was implied in what the delegate of Sweden had said, on the one hand WHO should 

continue working on the International Pharmacopoeia; and on the other hand the 

Organization should examine the possibility of obtaining from the pharmaceutical 

industry more details on the specifications of the drugs supplied and on the 

methods used. That was a work for experts on a long -term basis, but the general 

goodwill - which had been shown in the discussions that had taken place during the 

meeting - and a growing disregard for personal interest, justified the hope that 

more information would be forthcoming, and that WHO should shortly be able to 

satisfy the universal desire for a more effective means of ensuring the quality of 

drugs, whether exported, imported or manufactured locally. 
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The CHAIRMAN drew the attention of the Committee to the draft resolution 

at the end of document Alb /Р&В /8 Rev.l. 

Decision: The draft resolution proposed by the Executive Board in 

resolution ЕB35.R16 was approved unanimously. 

The meeting rose at 12.30 p.m. 


