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1. DRAFT THIRD REPORT OF THE COMMITTER ON PROGRAMME AND BUDGET 
(Document А20 /Р&B /16) 

At the invitation of the CHAIRMAN, Dr MAYUGA (Philippines), Rapporteur, read 

the draft third report of the Committee on Programme and Budget. 

Decision: The report was adopted. 

2. QUALITY CONTROL OF PHARMACEUTICAL PREPARATIONS: Item 2.6 of the Agenda 
(Resolutions WHA19.47 and Ј�339.R8; Document А20 /Р&B /10) (continued) 

Professor GERIC (Yugoslavia) recalled that the head of his delegation had 

referred, in the general discussion, to quality control of pharmaceutical preparations 

as a question to which his delegation attached particular importance. The subject 

had been considered by the Health Assembly for many years past. Unfortunately, 

however, the resolutions adopted thereon had yielded only ephemeral results. There 

was still inadequate control of preparations exported to the developing countries 

and on occasion out -of -date preparations were exported. It was apparent, 

accordingly, that the problem was a grave and complex one. The time had come for 

energetic albeit cautious action by the international community with a view to 

arriving at some solution. 

Indeed, the international community had developed to a point where international 

legislation in that regard should be prepared in keeping with Article 21 of the 

Constitution of WHO. An attempt along those lines had been made in 1951, but the 

situation at that time had not been ripe. It would at present be in the interests 
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of both the importing Arid exporting countries if international regulations could be 

established to govern commerce in pharmaceutical preparations. Such regulations чоиlд 

necessarily have a broad basis to satisfy all requirements. For instance, one 

regulation should provide for an equivalent standard for preparations for both the 

home and foreign markets. It would seem appropriate for the Director - General to 

prepare draft regulations for submission to the Executive Board and the Health 

Assembly. • On the basis of those considerations, his delegation, together with those of 

the Netherlands, Nigeria, Norway, Poland, Romania and Sweden, submitted the following 

draft resolution (contained in A20/P&B/Conf.Doc. No.7) for the consideration of the 

Committee: 

The Twentieth World Health Assembly, 

Having considered the report of the Director- General on the quality 
control of pharmaceutical preparations; 

Having noted resolution EB39.R8 of the thirty -ninth session of the 
Executive Board on the quality control of pharmaceutical preparations; 

Bearing in mind resolution G'ТНA18.36, which invited governments to take 
the necessary measures to subject pharmaceutical preparations, imported or 
locally manufactured, to adequate quality control; 

Recalling particularly resolution WHA19.47, requesting the Director - 
General to establish generally acceptable principles for the quality control 
of pharmaceutical preparations, and to continue to assist Member States in 
their efforts to improve the quality control of pharmaceutical preparations 
and to establish quality control laboratories for national or regional purposes; 
and 

Noting that the requests to Member States that drugs should not be 
exported without having been subject to the same quality control as those 

issued to the home market in the country of origin are, not yet generally . 

applied, 
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CONSIDERING the programme outlined in the Director -General's report 
towards the improvement of the quality of drugs on the international level, 

REG,UESTS the Director -General: 

(i) to formulate principles for quality control procedures such as 

good drug manufacturing practice; 

(ii) to continue work on analytical control specifications for inter- 
national acceptance to be published expediently; 

(iii) to continue to assist Member States in developing or having access 
to laboratory facilities for quality control of drugs; and 

(iv) to start to prepare, under Article 21 of the Constitution of the 
World Health Organization, draft regulations in regard to pharmaceutical 
prodv ts'in international commerce and to report on this subject to the 
Twenty -first World Health Assembly through the Executive Board with the 
latter's comments. 

Professor PENS° (Italy) said that at the bottom of the first page of the 

Director-General's report (document А20/Р&В/10) a definition of quality control of 

pharmaceutical preparations had been given. That definition was limited to their 

identity, purity, sterility and stability, but in the present context it was also 

important to study abnormal toxicity. In quality control abnormal toxicity was of 

fundamental importance in relation to safety and innocuousness. Therefore the . 
matter of toxicity should be included in the definition of pharmaceutical preparations. 

He noted that the Director -General's report also referred to a suggestion made 

at the Nineteenth World Health Assembly to the effect that with the help of WHO a 

system of certificai;ion might be evolved for drugs that were to be exported, but 

that it was concluded that such a system did not appear to be feasible. He con- 

sidered, however, that such an international certificate was essential, at least for 
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certain substances.: := In Italy, for example, the public health authorities often 

furnished certificates to exporters in the form requested by the countries which 

imported drugs manufactured in Italy. Countries asked that certificates should be 

issued according to WHO standards, and he was of the opinion that WHO should look 

again into the question of An international certificate so that certificates for 

exported drugs could have: a standard form. 

With reference to section 3.1 of the Director -General`s report to the effect 

that an ideal solution, in.order to check the final products, would be for each 

Member State to have its own control facilities, he said that the Italian delegation 

did not entirely agree with that idea. To establish such facilities would require 

very complete and:costly laboratories specialized in pharmacology, microbiology, 

virology, pharmaceutical chemistry, etc. Therefore it might be better either to 

establish inter regional laboratories: for the control of medicaments or to use only 

laboratories in producing countries when issuing an international certificate, at 

least as. a beginning. 

He:: also wished to call attention to the problem of sterility of drugs, which had 

barely been touched upon in "the draft outline of a standard for the manufacture of 

pharmaceutical productions" annexed to the document. 

At the International Congress of Pharmaceutical Sciences held in Amsterdam four 

years ago, there had been on the agenda the problem of sterility of products to be 

taken by mouth or in other ways, but not parenterally. The Congress had stressed 

the danger of bacterial contamination in drugs not administered parenterally. 

Unfortunately there had been many cases of contamination resulting from drugs taken 
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by mouth. He mentioned several cases of salmonella that had occurred in Belgium 

after the consumption of syrup containing vitamin В12, and also cited a Swedish 

health publication which described a series of infections following the administra- 

tion of drugs by mouth or through eye drops. That presented a grave problem. As 

a means to solve it a table had been added to the European Pharmacopoeia giving all 

products which had to be sterilized even if they were not administered parenterally. 

Those included all substances that were given by means of eye drops or atomisers 

as well as those used in the case of burns and those rubbed into the skin. 

Ap�.rt from controlling pollution and contamination during the manufacturing 

prc,cess, health authorities should also concern themselves with what occurred after 

a bottle of medicine was taken home and opened. It frequently happened that a bottle 

was opened by one person and then left for several months, after which another member 

of the family used it; that could easily happen if there were several children in a 

family. Such open bottles could be contaminated and become really dangerous. 

At the headquarters of the European Pharmacopoeia consideration was now being 

given to making available drugs in the form of individual doses, so that contamina- 

tion would not ensue after bottles were opened. New conceptions of that sort were 

essential. It was no longer possible to manufacture pharmaceutical preparations 

based on old- fashioned ideas which were not in accordance with modern standards. 

Dr HOIMBERG (Argentina) drew attention to the great importance of the 

pharmaceutical industry in countries like his own, where all products were imported. 

In Argentina there were an excessive number of foreign laboratories producing more 

than 30 000 specialized drugs, and of those the standard of quality of some 7000 

offered for sale left much to be desired. 
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There was a certain tendency among doctors to forget their pharmaceutical 

knowledge, a problem which was aggravated by the number of new drugs appearing on 

the market. Therefore doctors were usually influenced by what they read in 

scientific reviews, by publicity or by the instructions which they found on the 

packages. 

In order to solve the problem Argentina intended to take legal steps to ensure 

minimum standards of quality. A new institute of pharmacology had already started • its activities and next year it would be able to co- operate with other Latin American 
countries. 

He believed that WHO should help to solve the problems by laying down minimum 

. 

standards with regard to purity and toxicity and should establish rules and methods 

that could be used in clinics. That information was necessary in order to give 

countries a proper basis of judgement before authorizing the sale of drugs. 

WHO should also concern itself with publicity material for pharmaceutical 

products, because if the descriptions on the packages of drugs were to be believed, 

all diseases should have disappeared long ago. 

Dr AKWEI (Ghana) explained that in Ghana the control of dangerous drugs of all 

types was effected by a system which had been in existence for some time. In the 

Ministry of Health there was a Pharmacy and Drugs Board which was formerly known as 

the Pharmacy and Poisons Board and which had passed regulations for the control of 

drugs, their importation, distribution and sale. ... 
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Enforcement of the control of the manufacture or drugs had only recently come 

under consideration with the establishment of the State Pharmaceutical Corporation. 

The only laboratory at the disposal of the Ministry of Health had participated in 

the control of opiates and similar narcotics which were frequently abused. However, 

that laboratory was nо lcnger adequate and was being replaced by a more modern one, 

the construction of wh_eh was nearing completion. Expert advice from Canada was 

available for that project. Analysts for that laboratory were being trained abroad 

after obtaining their basic degree it chemistry at the local universities. 

One of the functions of the Pharmacy and Drugs Board was to supervise the 

training of pharmacists, and both diploma and degree courses in pharmacy were 

available at the University of Science and Technology. Both physicians and 

pharmacists were members of the Pharmacy and Drugs Board. Pharmacists under the 

Ministry of Health were responsible for the enforcement of the : aws referring to 

the control of drugs. Police and customs officials also participated in certain 

aspects of control. 

The chemical laboratory naturally fб7emed part of the Health Laboratory Services 

ender the control of the Ministry of Health, and in that respect the Ghana delegation 

welcomed the seminar on organization and manag sment of laboratory services which WHO 

was org�nizirg in London and to which his country was sending a particiрeat. Ghana 

had lately become aware of the existence of the International Organization for 

Standardization which had stimulated the formation of a National Standards Board in 

Ghana. The Ministry of Health was represented on that Board and every effort was 
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made to ensure that its work in the f iе,d.оf .dгu. control did not duplicate, the 

work of the Pharmacy and Drug Board, nor that .of the Health Laboratory Organization 

in the Ministry of, Health. In that connexion, the present trend to`co- ordiziate the 

work of the United Nations specialized agencies was greatly appreciated If their 

work were duplicated, that would also be reflected at the national level where 

manpower and other resources were over- strained. 

Dr 'ALAN (Turkey) said that, as others had already pointed out, the subject of 

quality Control of 'pharmaceutical preparations had appeared on the agenda of the Health 

Assembly for many years and was likely to do so for many more. As the situation stood 

at the present, only some producing countries and the minority of importing; countries 

were in a position to effect quality control. Accordingly, the majority of the world 

population was being t'eated 'rith pharmaceutical preparations which had not been fully 

controlled. 

He had been surprised to hear, at the previous session of the Executive Board, that 

pharmaceutical preparations were subject to the general conditions of international • trade as were any other products, and did not benefit from any particularly favourable 
circumstances by virtue of their character as curative products. The Netherlands 

delegate had expressed the view that the report by the Director -General was somewhat 

disappointing. For his own part, he would say that the world situation, for which the 

Director- General could not be held responsible, was to be deplored. It was his 

impression that the general conclusion reached at the previous session of the Health 

Assembly had been that, for legislative, administrative, and financial reasons, it was as 

yet difficult for individual Member States to establish full quality control. 
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Referring to experience in his own country, he said that the pharmaceutical 

industry was developing favourably in Turkey but that quality control procedures were 

as yet insuffгcieпt for total home production; if the industry developed further and 

became exporting, the present. facilities would not allow sufficient quality control. 

It was, therefore, necessary to envisage alternative methods to the ideal of 

individual national laboratories. The Director- General was accordingly studying the 

possibility of instituting regional laboratories, It would be gratifying if the 

delegations which had sponsored the draft resolution before the Committee would 

express their support for that procedure, which might prove a practical solution, so 

that help might be obtained from the United Nations Development Programme. 

In connexion with the suggestion made by the Netherlands delegate at the 

previous meeting regarding the possible expansion of the Division of Pharmacology and 

Toxicology, he requested clarification on the financial implications of such a 

proposal. 

Dr SCRINDL (Austria) said that in his country a threefold examination was applied 

before a pharmaceutical product could be registered: (1) chemical- pharmaceutical, 

(2) pharmacological -toxicological (both in government institutes) and (3) clinical 

examination. If all the examinations and tests as to purity, effectiveness and 

absence of side -effects gave satisfactory results, the product was registered. 

Thereafter the authorities would have to decide whether the product was to be 

dispensed freely or only on condition of a doctor's prescription. But every 

pharmaceutical product was.available only in chemists' shops. 
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While quality control of pharmaceutical products was considered to be quite 

satisfacotry in his country, there was lacking any possibility of controlling 

pharmaceutical manufacturing establishments by public health authorities. 

His delegation welcomed the draft outline of a standard for the manufacture of 

pharmaceutical preparations which would be a stimulus for appropriate regulations in 

his country. For that reason he thanked the Director -General and his staff for • document A20 /Р&B /10 and the ann_ех,, His delegation would support the draft 

resolution. 

Dr NOVGORODCEV (Union of Soviet Socialist Republics) stressed the importance of 

quality control of pharmaceutical preparations, in view of the defencelessness of the 

pupulation, especially in developing countries, against the flood of preparations, 

many of them of inferior quality, released on the market. 

The Health Assembly had started to study the matter in 1963 and, since then, 

notwithstanding several steps taken by the Secretariat, very little had been achieved. 

WHO could take steps such as the publication of an international pharmacopoeia and 

the convening of scientific groups, but what it could not do was to Organize the 

quality control of pharmaceutical preparations released either on the home market of 

a country or on the international market - and he wished to draw particular attention 

to the importance of quality control of preparations on the international market. 

When the matter had been discussed at the thirty-ninth session of the Executive Board, 
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one delegate had said that the best solution would be for countries exporting 

pharmaceutical preparations to apply the same strict control measures as they applied 

to preparations used within the country. At the present time the developing 

countries were in no position to undertake quality control and it seemed to him, 

therefore, that the Executive Board had been right to draw attention to the need, in 

the first place, for organizing and intensifying control in the exporting countries. 

In the USSR many control measures were taken before a preparation was released. 

Control was carried out at the national level within the Ministry of Health system, . 
and a ministry dealing with the pharmaceutical industry was being set up, which would 

also carry out inspection of medicinal preparations. In addition, control was 

carried out by analytical laboratories in all the republics. There were also 

laboratories undertaking control in the most remote parts of the country. 

His delegation was grateful for the draft resolution presented by the 

delegations of the Netherlands, Nigeria, Norway, Poland, Romania, Sweden and 

Yugoslavia (document А20 /Р&B /Confл)oc. No.7), but asked those delegations to agree to 

amend it so as to keep the conclusions reached in the Executive Board. First, he 

proposed including in the draft resolution the second preambular paragraph of the 

Board's resolution EB39.R8, reading: 

"Noting that this matter has been the subject of repeated discussion 

at previous sessions of the Executive Board and the World Health Assembly;" 
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Secondly, he proposed that the penultimate paragraph of the preamble of the 

draft resolution, "Noting that the requests to Member States . . . generally 

applied, ", be replaced by the penultimate preambular paragraph of the Executive 

Board's resolution, which read: 

t"Noting with concern that the requests to Member States that drugs 
should not be exported without having been subject to the same quality 

control as those issued to the home market in the country of origin are 
not yet generally applied, and that in many cases pharmaceutical 
preparations are continuing to circulate without such control; ". 

Finally, he proposed that the last paragraph of the preamble of the draft 

resolution should be amended to read: 

"Considering the Director -General's report on the improvement of the 

quality of drugs on the international level," 

because the suggestions contained in the Director -General's report did not really 

amount to a programme. 

Dr SAUTER (Switzerland) said that the Director -General's report summed up 

concisely the results of previous discussions in the Assembly and indicated how 

the question of control of pharmaceutical preparations could be dealt with at 

present in order to lead progressively towards a solution. No one doubted 

that the question was complex; it was now the concern of many interna- 

tional institutions and bodies. It was then useful to have a WHO draft 
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of standards for the industrial manufacture of pharmaceutical products, and 

for the inspection of laboratories of manufacture, as presented in the annex 

to document А20 /Р &В /10. That would give the countries a more concrete 

picture of the requirements that must be satisfied, not only in the production 

of pharmaceutical preparations but also in official control bodies. 

He associated his delegation with the opinion expressed by the delegate 

of the Federal Republic of Germany, who had said that the report represented 

a step forward and that it considered the problem in a realistic way. He 

referred to page 3 of the document and said that "adherence to . . . principles 

for good manufacturing practice and the inspection if pharmaceutical manufacturing 

establishments" would facilitate recognition by importing countries of the 

validity of controls in countries where the products originated. 

Professor РESONEN (Finland) referred to item 3.1 of document А20 /Р&В /10. 

The solution considered ideal would never be realized. Collective control 

laboratories serving a number of countries, however, would be feasible. Such 

a plan was under discussion for the Sáandinavian countries. 

There should be careful control of sterility to avoid the spread of 

contagious diseases. It would also be valuable to have the date of the 

manufacture of a drug recorded. 

WHO could only recommend principles - it was up to the national authorities 

to follow them. 

Clinical pharmacology would be introduced as a separate item in the 

medical curriculum in his country. 
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Dr JOHNSON (Australia) complimented the Director -General on his report, which 

reflected the role of WHO, stressed at the previous Assembly. 

The power of the Federal Government in Australia over quality control was 

limited but legislation was being introduced with a view to uniform control. The 

primary responsibility lay with the manufacturer. The legislation provided for 

adequate supervision; testing and analysis were also important, and the National • Biological Standards Laboratory dealt with that. The pending legislation applied 

to products for export as well. Importing countries could obtain certificates of 

quality for products originating in Australia. 

He supported action at the international level as represented by the content 

and intention of the annex to document A20 /Р &В /10. 

However, it was difficult to agree, in its present form, to operative paragraph 

(iv) of the draft resolution contained in А20 /Р&В /Conf.Doc. No.7. He considered 

a feasibility study a prerequisite first step. 

Professor G00SSENS (Belgium) suggested the addition, in operative paragraph (i) 

of the draft resolution contained in А20 /P&В Conf.Doc. No.7, of the words 

"conformity and safety ", after the word "quality ". 

He recognized that the term "quality" was sufficiently broad to include all it 

was desired to place there and he would not make his suggestion a condition of his 

support of the resolution. 

He approved the suggestions of the delegate of the USSR who had asked that 

reference be made to the work of the Executive Board, and thought those suggestions 

should be followed. 
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Professor Pesonen had observed rightly that many Member States could not 

create and maintain control laboratories of an adequate scientific standing; however, 

operative paragraph (iii) of the draft resolution, in which reference was made to 

assistance to Member States "in developing or having access to laboratory facilities ", 

might offer possibilities of an approach to that problem. 

In Belgium, the manufacture and sale of pharmaceutical products were 

subjected to the same regulations, whether the products were intended for use 

within the country or for export. Reciprocal guarantees on the international 

level would considerably simplify the problem of control of imported products. 

Dr COMMISSIONG (Trinidad and Tobago) said that the Director- General's report 

was evidence that something was being done in a very vexed area. He thanked the 

delegate of Norway for his contribution and had some points to add. 

The cost of adequate control procedures and laboratories was the same for 

small countries and large countries, and was outside the scope of small countries. 

His country depended on aid from outside for supplies of drugs. Standards in his 

country were based on whether the product was suitable for use in the exporting country.° 

To hear of the "double standard" used by some manufacturers was very 

distressing. The establishment of regional laboratories would assist greatly. 

Countries producing drugs should be responsible for the standards of drugs they 

exported. It was a moral obligation not to capitalize on the deficiencies of others. 
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Dr RIS.TORХ (Chile) said that his country continued to give attention to the 

problem of the inspection of pharmaceutical products on the national as well as the 

international level. 

At the pan American Sanitary Conference in 1966, Chile had proposed the 

creation of a regional centre for control of pharmaceutical products, which would 

serve all of the Region of the Americas or a part of it. 

With respect to Chile, he distinguished between the problems presented by 

biological products and those presented by chemical products. The first were 

manufactured within the country, but in the case of the latter, all the substances 

were imported and the packaging, etc. was done in Chile. 

The cost of pharmaceutical products in his country was more than double, per 

person, the cost in England. 

Although Chile had created a commission to deal with the different aspects of 

the problem, he considered it would be of great help to receive technical assistance 

from the experts of WHO and PAIO.. An alternative to this aid would be the creation 

of a regional centre such as he had referred to previously. 

He was completely in agreement with the statement of the delegate of Norway 

that the. same level of quality should, be required of; exported products as of those 

destined for the internal market. The problem of health did not recognize 

frontiers. 

He supported the resolution under consideration. . 

Sir George GODRFR (United Kingdom) said he sympathized with delegates who 

wanted action on international control. He thought the report showed a further 

advance. Adequate control should be placed on drug manufacture but WHO had to 
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rely on authorities in the countries of origin. It was a matter of controlling 

the controllers. New legislation was pending in the United Kingdom which would go 

further in the matter of control. 

He had no doubt that all would agree that work should continue on the 

standardization of analytical procedures. Reference had been made to the principles 

for the conduct of clinical trials and action to be taken about side -effects, but 

the management of clinical trials was an extremely complex subject and he doubted 

whether the point had yet been reached where such matters could be regulated by WHO, 

although various conferences called by the Organization had been of great help. 

He felt that the more detailed the regulations in any field, the more rigid 

would be the structure, and care should be taken to avoid embarrassing Member States, 

the Organization and peoples by inflexible regulations. The delegations of 

Australia, the United States of America and the United Kingdom had therefore 

suggested amendments to the operative part of the draft resolution contained in 

document А20 /Р&В /Соnf.Doc. No.7, and those (contained in document A20 /P&В /Conf. 

Doc. No.10) read as follows: 

"REQUESTS the Director -General: 

(i) to formulate principles for quality control procedures including those 

which should be incorporated in good drug manufacturing practice; 

(ii) to continue work on analytical control specifications for international 

acceptance to be published as they are completed; 

(iii) to continue to assist Member States in developing or having access to 

laboratory facilities for quality control of drugs; 
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(iv) to start to study the practicability (f making regulations, under 
Article 21 of the Constitution of the WHO, or alternatively recommendations 
under Article 23 in r4égard to pharmaceutical products in international commerce 

and to report on this subject to the Twenty -first World Health Assembly 
through the Executive Board with the latter's comments; 

(v) to report further on the practicability of establishing regional reference 
laboratories to assist Member States, as requisite, and 

(vi) to report on the financial implications for WHO of the action proposed." 

. Dr RUJOULАТ (France) said that one of the most important difficulties facing 

the Organization in its aim to control the quality of pharmaceutical products was 

that of the creation of laboratories at the level of each country - it would be 

difficult for many countries. The same could be said for the attempt.to éгeate a 

pharmaceutical industry in, fc'r example, some African countries where a large market 

was not assured. Even rather economically advanced countries had had to abandon 

such plans as they had not a regional market encompassing a population greater than 

ten to fifteen million. He believed that countries with populations of less than 

two million should give up the idea, for the present, of having their own laboratories • or industries. That was why it was not practical to think too much in terms of 

inter -state or regional laboratories. At present, it might be easier for a certain 

number of countries to submit their samples to the control of the producing country 

or the control of countries already well -equipped and having strict regulations. 
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Two major obstacles emerged from the discussion. The first was the 

impossibility of conceiving an international ruling without loopholes to which 

commercial pharmaceutical products would be subject. That was why the French 

delegation subscribed to the amendment proposed by Australia, the United Kingdom, 

and the United States of America in point (iv) of their draft. He thought that 

ways of elaborating such regulations in application of Article 21 of the Constitution 

should be sought, or facilities which Article 23 would be able to give. 

He suggested that points (iii) and (y) of the draft should be joined - point (v) 

seemed the corollary of point (iii).. 

He placed great emphasis on the financial problem raised by the recommendations 

of that resolution, since concrete assistance by WHO was envisaged. He therefore 

attached "particular importance to point (vi) of the draft and requested the 

Director - General to present a report on the financial implications of the measures 

to be undertaken by the Organization. 

Dr BLOOD (United States of America) said that wider national and international 

control of pharmaceutical products continued to be a matter of very great concern 

to his country. 

His Government had been and wnuld continue to be ready to provide consultative, 

technical assistance arid training facilities to WHO and any of its Member States 

in developing international standards and national codes for control and manufacture, 

processing, packaging or marketing of drugs. It was also prepared to provide certain 

testing services if some practicable international system could be developed under 

the aegis of WHO. 
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His government was in general agreement with the draft resolution proposed 

by the delegations of the Netherlands, Nigeria, Norway, Poland, Romania, Sweden 

and Yugoslavia (document А20 /Р&В /Соnf.Dос. No. 7), subject to the modifications 

proposed by his delegation and those of Australia and the United Kingdom of Great 

Britain and Northern Ireland (document А20 /Р&B /Cоnf.Doc. No. 10). The preparation 

of regulations under Article 21 of the Constitution was a proposal that warranted 

thorough study, and he commended the amendment for adoption so that the Executive 

Board and the Twenty-first World Health Assembly might be y- y g provided with full 

information and background upon which to base its decision on that important 

matter. 

Dr VASS п,OPOUIOS (Cyprus) said that the quality control of pharmaceutical 

preparations had become of paramount importance. His country's market had been 

flooded with an enormous mass of such preparation ¡тany of them of doubtful 

standard and unknown therapeutic value, and not used in the producing country. 

A new law for quality control had been enacted in Cyprus, and anew • laboratory had been constructed. His country was grateful to the Regional 

Director for having arranged for a control expert to visit Cyprus and give advice. 

Scholarships were to be awarded by the Regional Office, and WHO would also 

provide the necessary equipment for control. 

Dr OTOLORIN (Nigeria), while agreeing with many of the recommendations set 

out in document А20 /Р&B /10, said that it did not go far enough, and certain 

omissions should be remedied. The question had been discussed on a number of 

occasions by the Health Assembly and the Executive Board, and it had been made 

clear that countries importing pharmaceuticals required that something positive 

be done to protect them from malpractices. 
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The document adequately drew attention to the importance of good manufacturing 

practice, the inspection of pharmaceutical establishments and the setting up of 

specifications for quality control. He supported the suggestion that information 

sheets containing reference data on quality control be prepared and issued as one 

way of dealing with the unavoidable delays attending the issue of editions of the 

International Pharmacopoeia. He also agreed that the issue of certificates of 

inspection by manufacturing establishments would be a step in the right direction - 

though only a step. 

He had the impression from reading the document that perhaps the moodof.the 

importing countries and the urgency for positive action had not been sufficiently 

appreciated. Like the delegate of Norway, he had been taken aback by the 

statement in paragraph 2: 

At the Nineteenth !World Health Assembly a suggestion was discussed that 
with the help of `.гн0 a system of certification might be evolved for drugs to 
be exported in order to ensure that they had been subjected to the same 
measures of quality control as applied to drugs for consumption in the 
exporting country. It was concluded that such a system did not appear to be 
feasible for many reasons and that the alternative of complex legislative and 
administrative arrangements at the national or on the international level 
would not be possible either. 

Following the suggestion by the Nineteenth World Health Assembly, the Executive 

Board had debated the subject in extenso, and for it now to be stated that it had 

been concluded that the suggestion was impractible, without clear reasons being 

given, was rather startling. It appeared that the moral implications of that 

statement had not been taken fully into consideration. Importing countries that 

had no control laboratories or the financial resources to start them were willing 

to accept the next best alternative of asking the governments of exporting countries 



A2о /P&:в /sв/8 
page 23 

to impose the same measures of quality control on drugs for export as applied to 

drugs for domestic consumption. If there were difficulties, they should be 

brought out into the open so that they could be discussed and a solution sought. 

The only possible objections cou:Ld be the additional expenditure, personnel and 

equipment that would be involved. 

There were serious fraudulent practices on the part of importing commercial 

firms that had led to loss of life: physicians sometimes discovered at the cost of • a life that a particular brand of drug was useless. Malpractices ranged from a 

simple dilution or misstatement of the strength of a preparation to downright fakes - 

for example, the sale of chalk tablets to resemble sulfonamide tablets. 

WHO was sworn to promote the preservation of life, and it already had the 

necessary mandate under Article 21 of the Constitution to make regulations regarding 

pharmaceutical products in international commerce. The Organization had already 

made regulations in the matter of quarantine. It would be in the interest of both 

exporting and importing countries to apply the same measures of control to 

manufacture of drugs, whether for export or home consumption. Importing countries 

might otherwise consider agreeing among themselves to buy only from those countries 

that did so. 

Developing countries appreciated that the establishment of quality control 

laboratories was very costly and complicated, and that was why they had been 

pressing for regional laboratories. If even they were not at first feasible, 

perhaps there might be control laboratories in various countries to which 

importing countries could submit samples, other than to the country of origin. 
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Feasibility studies would probably go on for some considerable time, but in 

any case could not precede the formulation by the Director -General of draft 

regulations. 

Supranational consideration ought to be given to the question of quality 

control. A suggestion had been made by a member of the Executive Board - not from 

a developing country - that all drugs manufactured should be submitted to quality 

control, that all pharmaceuticals distributed to developing countries that were 

WHO Member States should be subject to control by another Member State independent 

of the producing country, that Member States manufacturing pharmaceuticals for 

export should provide the purchasing country with satisfactory documentary evidence 

of the control of all exported drugs, and that Member States should take steps to 

ensure that drug manufacturers within their own countries indicated on the package 

of all pharmaceuticals the date of manufacture and the expiry date for use. WHO 

should actively pursue those recommendations. 

He was glad to hear that France had taken steps to implement some of those 

very recommendations that appeared impracticable for other countries. Some of 

the proposals made in the amendment submitted by the delegations of Australia, 

the United Kingdom and the United States of America, and in the one submitted 

by the delegations of the Netherlands, Nigeria, Norway, Poland, Romania, Sweden 

and Yugoslavia contained provisions that had already appeared in past resolutions 

of the Health Assembly. In that connexion, he quoted in particular sub- 

paragraphs (i), (ii) and (y) of the former proposed amendment. The wording of 

sub - paragraph (iv) of the same amendment, "to start to study . . ." seemed to 

put a brake on efforts. It was known that regulations could be made under 
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Article 21 of the Constitution: he would propose that they be made and presented 

for study. Such action would at least reassure importing countries that some- 

thing active was being done. 

His delegation warmly welcomed the statement made by the United States 

delegate. 

Dr HAQUE (Pakistan) said that in every civilized country, medicine had a 

. place after food, clothing and shelter. In face of the colossal problem of 

feeding the ever- increasing human population, the trend in the present.techno- 

logical world was to give the same position to medicines as to food, since they 

not only played a great part in treating, relieving, mitigating, curing and 

preventing diseases, but many of them were also playing an important role as 

diet supplements and tranquillizers. In addition, some medicinal preparations 

were playing a very effective role in the control of birth and future population. 

There could therefore be no compromise concerning the quality control of pharma- 

ceutical preparations. • In Pakistan import, export, manufacture, sale, and distribution of drugs 

and medicaments were controlled by the Drugs Act of 1940,. amended in 1963. No 

such operation could take place without a licence, and there were severe penalties 

for selling sub - standard or mis- branded drugs, ranging from a fine to up to three 

years' imprisonment, or both. Inspectors had been empowered to lock and seal any 

factory, laboratory, shop or other building, and also had powers of seizure and 

search._ The central Government had also been empowered to control import and 

export, and the provincial governments to control manufacture, sale and distribution. 
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The central Government had a drugs control organization with regional offices 

in Karachi and Chittagong. Two more regional offices were being set up, at 

Lahore and Dacca. There was a fully equipped laboratory in Karachi with 

highly qualified technical personnel for testing samples of drugs imported or 

for export. 

There were, under the provincial governments, licensing authorities, 

government analysts and drug inspectors for controlling manufacture, sale and 

distribution. 

During the past few years the pharmaceutical industry in Pakistan had 

developed rapidly. In addition to simple processing of raw materials, many 

factories were engaged in basic manufacture of pharmaceuticals. Ву developing 

the industry and importing finished preparations in a restricted manner it had 

been possible to create healthy competition as far as availability, quality 

and prices were concerned. Drugs and medicines were the only commodity in 

the country gradually being reduced in price. The Government had made a 

continuous effort to make them available in abundant quantity and at prices 

within the reach of all, with successful results. Essential medicaments such 

as chloramphenicol, tetracycline, etc., the price of which in 1958 had been 

equivalent to three to four dollars, now cost the equivalent of fifty cents to 

two dollars. 

The main problems now were to increase the number of field officers, to 

improve existing facilities in the testing laboratories and increase their number, 

to compile a national pharmacopoeia, and to control the profession of pharmacist. 
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The provincial governments were increasing the number of drug inspectors, and 

the central Government was to have the services of field officers to deal with the 

increasing number of premises engaged in manufacture, sale and distribution. Both 

the central and provincial governments were bent upon improving the facilities of the 

existing laboratories. The central Government was setting up a laboratory at 

Chittagong at a cost of 1.5 million rupees, and a drugs research institute in the 

National Health Laboratories at Islamabad at similar cost in the current five -year • plan. The West Pakistan Government had already started building a modern drug 

testing laboratory at Lahore. 

Almost all civilized countries had their own pharmacopoeia, but his Government 

at present followed the British, American and International Pharmacopoeias. It 

would like, to have its own to suit local conditions, and had accordingly, in 1964, 

set up a pharmacopoeia committee, the work of which had progressed very satisfactorily. 

It was hoped ti publish the first edition during 1967. His Government would welcome 

the new edition of the International Pharmacopoeia, which was also to be published 

shortly. 

A Bill had been introduced in the National Assembly to regulate the profession 

of pharmacist in Pakistan, and it was hoped that it would be passed at the Assembly's 

next session. . 

In his country's gigantic efforts for making drugs and medicaments of standard 

quality available at prices within the reach of the common people, he hoped the 

Organization would render all possible assistance by providing funds for purchase of 

modern testing equipment and training personnel for quality control. 
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There were three types of country. In the case of the first - the developed 

countries - there should be no difficulty in seeing that any drug exported was of 

the same quality as drugs for home consumption. His own country had made that pro- 

vision legally enforceable. Nor should there be any financial difficulty. 

The second type of country comprised developing countries like his own, that 

exported a minimal amount of drugs but had a sizeable and growing industry for home 

consumption. The delegate of Nigeria had mentioned the need for better control of 

drugs produced and consumed domestically. The same applied to household remedies 

such as cough mixtures, analgesics and laxatives. There was no methodology at inter- 

national level that would help to bring order into that field. 

The third type of country comprised those that were entirely dependent on imports. 

It was essential for exporting countries to help them. In his country, certificates 

were required, to certify that imported drugs were in accordance with international 

standards, and he had had occasion to reject a one million dollar consignment when 

it arrive 'in the Central Drug Laboratory because it had not fulfilled that condition. 

It had been submitted to an international laboratory which had confirmed the finding. 

It was vital that exporting- countries should provide certificates certifying the 

standard of drugs. 

The question of brand names had been mentioned. His Government had arranged 

with all the pharmaceutical firms in the country - about two hundred - that all 

packages would be marked also with the generic name, printed in red, and it was hoped 

to bring that arrangement into effect in 1968. Some of the generic names, however, 

were very cumbersome, and he doubted whether medical students would understand them. 
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There was also the question of control of controllers. His Government would 

like WHO's help in testing random samples from its central drug laboratory. That 

was important in a field in which big business was involved. 

Dr ELOМ NTOUZ00 (Cameroon) said that his country, like most developing countries, 

was not a producer but only an importer of pharmaceutical preparations, and was forced 

to submit to the conditions of exporting countries with regard to control. At present 

most of its orders were placed with manufacturers in France, and since that country 

had a satisfactory control system for its exported products there was no апк, еtу con- 

cerning the question. With the development of its health services and the attendant 

increase in consumption of drugs, however, it would sooner or later be necessary to 

increase its sources of supply, and it would then want to be sure that the recommended 

standards of identity, purity, activity and stability were applied according to inter- 

national specification. For developing countries in particular, special emphasis 

should be placed on the technical problems of packaging, conditions of storage and 

stability, taking into account special conditions of transport, and tropical climatic • conditions which might produce alterations unless the preparations геrе specially 

treated. 

Action by WHO in drawing up specifications and control techniques for 

producing countries was indispensable. There should be close and constant 

co- operation between national control services, the pharmaceutical industries 
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and WHO, and the recommendations in resolution .3j.R8 should be put into effect. 

The proposals contained in paragraph 3.1 of dосUМent A20 /Р&В/10 were very interesting 

and should also be given effect. Hе agreed with the suggestion made by several 

delegates concerning the desirability of having a list of control laboratories that 

could be put at the disposal of importing countries. 

His delegation supported the draft resolution proposed by the delegations of 

the Netherlands, Nigeria, Norway, Poland, Romania, Sweden and Yugoslavia, with the 

amendment proposed by the delegations of Australia, the United Kingdom and the 

United States of America. 

Dr ALDEA (Romania) said that the enormous development of drug production and 

its endless diversification meant that the market was constantly inundated with new 

drugs. Commercial interests, with their desire for capturing the market with all 

possible speed, often induced manufacturers to reduce to a minimum the experimental 

period, and the great demand often favoured superficial quality control which, in 

certain cases, led to veritable disasters for public health. With the variety of 

aspects of the problem and the multiple economic interests involved, it was not 

surprising that a rapid solution could not be found. 

He did not share the pessimistic opinion of the delegate of Turkey concerning 

document А20/P&B/10. On the contrary, it was necessary, in close co- operation, to 

seek by stages to move forward within the framework of the Organization towards a 

gradual solution of the difficult problem. By selecting on a priority basis the 

aspects that had the prospect of most rapid solution, some of the principal questions 

could be dealt with. 
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Frst, all countries ргоduсп g and exporting drugs should have control 

labéretorieu capable of certifying the quality of a given drug. Diseuss ons that 

had tahen place in past ealth Aaa mblies had emрhаsizеd the necessity for requiring 

thmt the exporting firm should produce a certificate of quality. Observation of 

tkv requi.rement should be inIposEd through the co-operation ation. сf all national 

administrations , and in that connexion he was in full а.greеment with the remarks 

made by the delegate of Nig•ria. If certain States were not yet in a position to 

. establish'gtíнlity standards, they could as a. first stage impose the quality conditions. 

established in thé Uroduc.ng соuntries. In the case, mentioned by Sir George GodAer 

in the Executive Boerd, of drugs that were not used in producing countries, it would 

l,e possible to use the standards established by one of the other producing countries 

th: t did use them or, in exceptional cases, to have recourse, through the intermediary 

of WHO, to a neutràl control laboratory. 

Secondly, producers could be compelled by national health authorities to show 

on each package their authorization to manufacture the product, and the control phials, 

with indication_ cf the date o manufacture and the expiration date for validity. 

Tlürdlу, to ensure as close as possible a co- operation of Member States, the 

Crg.nizàtioi should study and elaborate ;nformaticn concerning general quality 

statdàrdsthat should be _pop ed upon producers by receiving countries on the 

conclusion of import contract ̂, .nd enforced by national administrations. 
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Fourthly, the Organization should, at a subsequent stage, draw up international 

legislation containing principles and obligatory standards of production and quality 

of drugs, which should be submitted for the approval of the governments of all 

Member States, with an official contract document. 

Fifthly, to assist those Member States that were not yet in a position to 

exercise proper control of all imported drugs, priority should be given by WHO to 

organizing laboratories through the co- operation of Member States within the area - 

thereby reducing the cost both for the States concerned and for the Organization 

itself. It might also be possible to interest the factories producing the drugs, 

who would wish to sell their products in the zone concerned. 

Sixthly, he wished to show that a practical solution was possible, in his 

country's own experience. The drug industry in Romania, which was State -controlled, 

possessed laboratories for controlling the quality of all drugs manufactured, which 

laboratories issued certificates of quality to accompany products for domestic 

consumption. The certificate of quality for drugs for export was issued by the 

State drug control laboratory. The packages of drugs manufactured in Romania were 

marked with the series number and, in the case of those of limited duration, with 

the expiration date. The authorization number for manufacture was not marked on the 

package, since manufacture took place only after experiments approved by the Ministry. 

of Health had been carried out. 

The International Pharmacopoeia represented a guide for drawing up a national 

pharmacopoeia. In order to ensure maximum efficacy and tolerance, the quality of 

drugs manufactured in Romania was in accordance with the strictest international 

standards. Romania would lend all its support in the way of technical assistance, 

specialists, the organization of control laboratories, and fellowships for study either 

in the State drug control laboratory or in the regional control laboratory. 
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With regard to the draft resolution submitted by the delegations of the 

Netherlands, Nigeria, Norway, Poland, Romania, Sweden and Yugoslavia, he foresaw 

little difficulty in combining with it the amendment submitted by the delegations of 

Australia, the United Kingdom of Great Britain and Northern Ireland, and the United 

States of America, and other amendments proposed by the delegates of Belgium, Turkey 

and France. 

He had been pleased to hear the proposal of the delegate of Argentina concerning 

publicity, and recalled that the same proposal had not had a good reception when made 

on a previous occasion. It was encouraging to note that the climate on the present 

occasion with regard to that important problem seemed more. favourable. 

Dr AL -AWADI (Kuwait) commended the Director -General and the Secretariat on the 

precise and comprehensive document. 

The problem.was, one of how best to utilize available resources to safeguard the 

interest of the importing countries, most of which were developing countries. The 

ideal solution, as stated in the report, would be for each Member State to have its • own control facilities. That, however, would be difficult and expensive, and it 

would probably take at least ten years for developing countries to establish fully - 

equipped control laboratories, with preparations increasing in number as they were, 

and becoming more diversified and difficult to control. The next best solution, 

that of regional laboratories, would also take some time - possibly five years - 

meanwhile it would be necessary to depend on the integrity and moral concepts of 

exporting countries. The issue was intricate and delicate. Manufacturing firms 

were so diverse that it was difficult even for their own countries to exercise control, 

but those who had no other choice but to import had a right to ask for the same control 

as was exercised in the home market. 
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He fully supported the point raised by the delegate of Nigeria, and he himself 

had some amendments to propose. 

First, the draft resolution proposed by the delegations of the Netherlands, 

Nigeria, Norway, Poland, Romania, Sweden and Yugoslavia (document А20 /Р&B /Сопf.Dос. No.7) 

made a reference in the preamble to control by exporting countries. He would like to 

propose a stronger paragraph, as a sub -paragraph in the operative part, requesting the 

Director -General to ask the countries exporting pharmaceuticals to apply strict 

export measures to ensure compliance with the highest quality standards. 

Resolution EB39.R8 made reference to Member States that were prepared to place 

their facilities for quality control at the disposal of other countries. In that 

connexion, he would like to add another sub - paragraph in the operative part, as 

follows: 

to urge WHO and Member States to utilize the generous offer made by 
certain Member States who are prepared to place their facilities for 
quality control under their disposal. 

In sub -paragraph (i) of the operative part, he would like to add the words "as 

soon as possible" between the words "forпrilate" and "principles ", in order to give 

greater urgency to the question. 

• Dr AMMUNDSEN (Denmark) said that the question under discussion was a very 

essential problem in the medical world. The advances made both in WHO and in 

individual countries, were slower than could be wished, and she shared the hope 

expressed by several delegates that it might be possible to intensify the work. 

Her delegation welcomed the attempt made in the annex to document A20 /Р&B/10 to 

formulate what was called good manufacturing principles. That formulation might not 

be the final answer, and would of course have to be subject to discussion in the expert 

committees, but it was a beginning, which would have an educative effect. 
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She drew attention to the remarks made by the delegate of Kuwait to the effect 

that what was done with sincerity and integrity of purpose would be the basis of all 

good manufacturing for many years. 

With regard to the question of factory inspections and formulation of export 

certificates,- more and more manufacturing countries from which drugs were exported 

were developing a central laboratory system by which it would be possible to examine 

and certify drugs for export on request of the importing countries, using the same 

standards and rules as for drugs for domestic use, as was the case in Denmark. 

Another field in which WHO could do more than any other body was in the 

dissemination of information on the subject. At the beginning of 1968 an inter- 

national course, sponsored by WHO, was tó' take place in her country, with twenty -four 

participants, and she hoped that many others would follow. 

She would support the draft resolution, with the amendments proposed by the 

delegations of Australia, the United Kingdom and the United States of America. 

• Dr ZAARI (Morocco) said that the report by the Director- General showed the 

various measures already taken by WHO towards quality control. The Director- General 

was to be commended on the results hitherto achieved. 

The main problems confronting the developing countries arose out of lack of 

adequate control tests before a preparation came into use, lack of authority for com- 

pelling' manufacturers to establish supervision in the course of production together 

with'the absence of possibilities for regular control in the course óf production, and, 

finally, lack of possibilities for tracing accidents once preparations were in the 

hands of consumers. 
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His country had now established laboratories for the manufacture of pharmaceutical 

preparations. Hitherto, the only preparations available had been distributed through 

the Ministry of Health and had been largely for use in public health institutions. 

Quality control was effected at the Institute of Hygiene in Rabat but its activities 

were limited. With the opening of the new laboratories, adequate control could only 

be ensured by means of a laboratory fulfilling the conditions set out in the annex 

to the Director -General's report. In that connexion, he would welcome further 

clarification as to the desirable size of such a laboratory, as well as to the number 

and work -load of staff, with a.view to planning the organization of such a laboratory. 

His country would be receiving help from the French Government to build a quality 

control laboratory which would deal with new preparations as well as with local 

production and imports. 

He expressed the hope that WHO would make its action felt so that the 

pharmaceutical preparations exported by certain countries should be subjected to an 

extremely severe control. 

Dr SHOUКRY (United Arab Republic) expressed his delegation's thanks for the 

election of his country as a Member entitled to delegate a person to serve on the 

Executive Board. 

In previous years, an enormous amount of drugs had been imported into the United 

Arab Republic from manufacturers all over the world, but during the past seven years 

local production had been achieved for about 80 per cent. of annual consumption, which 

cost about £ 30 000 000. In that way, and by placing all drug manufacturers under 

the control of the government, it had been possible to limit the very large number of 

drugs to the needed ones. Also, by adopting the policy of giving the benefit to 
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the bonswВёr wi'tioút waiting for any financiái gain, production of drugs at the 

highest acceptable standards had been possible. All drugs produced locally must 

pass through the drug control laboratory of manufacture, and then before registration 

through the drug control laboratory of the Ministry of Health. That laboratory 

followed the rules and regulations of the Egyptian Pharmacopoeia, as well as of the 

International, British. and American Pharmacopoeias as required. 

He supported the amendment proposed by the delegations of Australia, the United 

Kingdom and the United States of America to the draft resolution proposed by the 

delegations of the Netherlands, Nigeria, Norway, Poland, Romania, Sweden and 

Yugoslavia, and had no objection to the amendments proposed by the delegation of the 

Union of Soviet Socialist Republics and the suggestions made by the delegate of Kuwait. 

Dr CONCIBO (Upper Volta.) associated himself with the remarks made by the delegates 

of Nigeria and Kuwait. The developing countries, since they were not themselves 

producers, were anxious to ensure that measures should be taken safeguarding the • effectiveness and innocuity of the preparations they imported. Furthermore, there 

should be control of preparations after delivery to make sure that they were still 

effective. Some preparations had a label with a time limit for their use. However, 

there were cases where preparations were snuggled into a country and it was essential 

that there should be constant control in view of the risks inherent in such a situation. 

He would accordingly support the institution of regional laboratories which could 

afford the necessary safeguards. 

His delegation would support the draft resolution submitted, together with the 

amendments proposed, 
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Dr GARCIA ORC0YEN (Spain) expressed his agreement with the document submitted by 

the Director -General (А20 /Р&B /10), which was constructive and realistic. 

Control with regard to the harmlessness of products was another problem, and 

ought to be considered in relation to their correct use, within which, however, 

many side effects occurred. It was difficult to estimate the immediate and long- 

term biological consequences. 

The misuse and abuse of drugs was also a great problem. 

It was essential that the guarantees for control of drugs exported should at 

least be equivalent to those for drugs used for home consumption. 

His delegation supported the draft resolution proposed by the delegations of 

the Netherlands, Nigeria, Norway, Poland, Romania, Sweden and Yugoslavia, with the 

amendments put forward, and was in particular agreement with the amendment proposed 

by the delegate of the Union of Soviet Socialist Republics. 

The meeting rose at 12.30 p.m. 


