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QUALITY CONTROL OF РНАRМАСЕU CST, PRFpг_RATIONS 

Report by the Director- General 

.- The following considerations are submitted for a further examination of the 

general problem of the control of quality, purity, potency and sterility of 

pharmaceutical preparations. 

1.1 For the purpose of this report, "pharmaceutical preparations' include 

pharmaceutical chemicals as raw material for the preparation of pharmaceutical 

forms, preparations in bulk to be packed in the importing country, and pharma- 

ceutical specialities packed ready for use, including tablets, injectable solutions, 

dragees, ointments, suppositories, ophthalmic preparations, etc., which may include 

preparations containing a single drug or a mixture of many active principles, for 

instance isoniazid with para- aminosalicylic acid, mixtures of antibiotics, steroids; 

vitamins, analgesics, etc. 

2. The control of the identity, purity, potency, sterility, etc. of these prepara- 

tions is covered by the expression "pharmaceutical quality control ". Pharmaceutical 

quality control does not cover the clinical and pharmacological evaluation of 

pharmaceutical preparations. It is therefore a pharmaceutical problem, concerned 

with the conformity of pharmaceutical preparations with their labelling (whereas the 

evaluation of pharmaceutical preparations is a medical problem concerned with the 

therapeutic action of the preparations, including any adverse reactions which they may 

produce). 

Pharmaceutical quality control can be effected by: 

1 
The text of this report was submitted to the Expert Committee on Specifications 

for Pharmaceutical Preparations held from 3 -9 November 1964. The Committee agreed 
with the general terms of the report and decided that it should be included as Annex 1 
to the Twenty -first Report of the Expert Committee on Specifications for Pharmaceuti- 
cal Preparations. 
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(a) The manufacturer at the time of manufacture of the basic pharmaceutical 

chemical, and also later on, when the pharmaceutical preparation is made ready 

for use, including one or more active principles with added excipients, colouring 

material, buffering agents, stabilizers, preserving agents, etc. A difficulty 

arises from the fact that the pharmaceütical preparation made in an exporting 

country will often have as the active drug or drugs pharmaceutical chemicals 

produced in another country without the manufacturer of the pharmaceutical 

preparation` - for instance tablets or injections - having sufficient knowledge 

of what testing has been made of the quality of these chemicals. It so happens 

that a pharmaceutical speciality of an exporting country may include only drugs 

which have actually been produced in a number of other countries, which may 

exercise no official quality control over pharmaceutical chemicals made in their 

countries. It is well to remember that all batches of manufactured pharma- 

.ceutical chemicals and preparations have to be examined. Evidence establishing 

the safety and effectiv';ness of one or more batches of a drug has no significance 

with respect to the safety of subsequent batches of the drug unless they can be 

the same as to identity, strength, qúality and purity as the batches studied. 

(b) The national control authority. This control of the work done at the 

manufacturers to check the quality of their products can thus be effected 

through inspection by the national or a provincial administration and with the 

taking of samples to be analysed in á national laboratory for quality control. 

A, number of countries have regulations for this purpose; however, in many cases 

the preparations are actually checked in the national laboratories only at the 

time of their first introduction onto the market of the country, if at all. 

Other exporting countries may have only regulations and, in practice, effect 

little or no official quality control whatsoever of the preparations sold in 

their own and in other countries. 

Still other countries, doing' large export of drugs, do not have regula- 

tions requiring pharmaceutical quality control by a national or provincial 

authority, even for the drugs and pharmaceutical specialities used in their 

--.countries. For these countries, although the drugs exported comply fully with 

their requirements, it does not mean that they have undergone any pharmaceutical 

quality control. 
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2.1 The problem of finding ways and means to ensure that exported drugs comply 

with requirements of the exporting country for these drugs is further complicated 

by the fact that manufacturers and agents may produce and export drugs which conform 

to the requirements of their country, but which, however, are used only to a very 

limited extent in their country, or not at all. In this case, there may be no 

quality control effected on these preparations, even in countries where a certain 

amount of quality control exists for the preparations in regular use in the country. 

2.2 The number of manufacturers of pharmaceutical preparations is growing steadily. 

There are up to a few hundred pharmaceutical manufacturers in certain countries, and 

their number is growing, many of them exporting part or all of their production. 

The number of countries manufacturing and exporting pharmaceutical preparations is 

increasing year after year, as private or national manufacturers are endeavouring to 

export their preparations also to more countries. 

2.3 Inspection of the plants of the pharmaceutical manufacturers, including an 

examination of the qualifications of their staff and of their equipment for quality 

control, could, to a certain extent, ensure the quality of the drugs produced in a 

country. This, however, dоc.s not apply to drugs imported into a country, unless the 

importing country is satisfied that the pharmaceutical quality control of the drugs 

they import has been effected adequately in the exporting country, or unless they 

arrange to send inspectors to ensure that the quality control of the manufacture in 

the exporting country is adequate. Certain countries have now introduced legisla- 

tion to make it possible to send inspectors to inspect plants and their quality 

control in the country from which they believe that the drug originates. However, 

the possibility that the exporting country or the manufacturers of that country would 

allow such inspection of its manufacturing plants is an open question. 

З. Mention of the quality of the packing material should also be made, since chemi- 

cal changes will take place if proper packing and storage conditions are not observed, 

particularly for products going to tropical countries, with the formation of disinte- 

gration products, thus possibly increasing the toxicity of the drug or decreasing or 

nullifying its strength. Packaging providing sufficient protection in one country 

may be wholly ir,sufficiеnt for export purposes to certain climates and under poor 
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transport and storage conditions. In such cases even expiry dates may not afford 

sufficient protection, and it may happen that shipments of, for instance, antibiotics, 

which were of the required quality at the time of export, have lost much of their 

strength when used in the importing country. 

4. The really effective way of checking the quality of drugs imported is by checking 

representative samples in an official laboratory of the importing country. The 

quality control of pharmaceutical preparations requires a national laboratory with a 

well -trained staff and with adequate equipment. Reference to the problems involved 

can be found in the report of a Study Group which met in Geneva from 4 -8 December 1956 

to discuss the "Use of Specifications for Pharmaceutical Preparations ",1 under Item 8, 

"Organization of a National Control Authority ", and in the report on a European 

Technical Meeting held in Warsaw from 29 May to 2 June 1961 on "The Quality Control 

of Pharmaceutical Preparations",2 under Item 4, "Methods for the Examination and 

Analysis of Pharmaceutical Preparations ". 

5. Certificates by the pharmaceutical manufacturers or agents exporting drugs, or 

certificates by the authorities of the exporting country would at first sight appear 

to give to the agent or manufacturer or national authority of the importing country 

a valid assurance that the pharmaceutical preparation which he imports is of a suffi- 

cient quality. However, these certificates may only afford a very temporary and 

inadequate solution to the problem, and the following considerations are submitted 

on this subject. 

5.1 In certain countries, pharmaceutical quality control is left in the hands of 

tk�e manufacturers and there is no quality control by the national authority of the 

drugs used in the country, as well, of course, as of the drugs exported. In such a 

case a certificate that the "drugs which are exported from that state will comply 

with the same drug control requirements which apply to drugs for its domestic use"Э 

can hardly be satisfactory. 

1 W1d 11th Org. techn. Rep. Ser., 1957, 138. 

2 
Wld 11th Org. techn. Rep. Ser., 1962, 249. 

3 Resolution WHA17.К1, Off. Rec. Wld 11th Org., 125. 
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In other countries, whatever official control exists of the quality of the 

drugs used in the country as well as of the drugs exported, it may be insufficient 

to assure the importer that the quality of the drugs received is fit for therapeutic 

use. . 

Problems of packing and of storage are also important. When drugs are imported 

into countries where climatic conditions are not as favourable - because of heat 

and /or-humidity - as in the exporting country, and where, in addition, facilities 

for storage may not be adequate, a rapid deterioration of the imported drugs may be 

the result, even though the quality of the imported drugs had been sufficient when • they left the country of origin. The instability of certain drugs or mixtures of 

drugs, galenical preparations, etc., makes a recontrol at certain intervals necessary. 

5.2 A certificate issued by the exporter or the exporting country may be of practi- 

cal help to a country which has not yet made the arrangements for an adequate quality 

control laboratory only if the importer is satisfied that the following requisites 

are met in the exporting country: 

(a) an assurance that steps have been taken in order to ensure that the 

quality of pharmaceutical preparations for export is submitted to the same regu- 

lations as the ones for domestic use; 

(b) an efficiently organized quality control within the pharmaceutical manu- 

facturing establishments, including control of every batch of raw material, and 

of every batch of the pharmaceutical preparations produced in bulk or as a 

pharmaceutical preparation ready for use; 

(c) an efficient inspection by the national authority of all pharmaceutical 

manufacturing establishments, as well as of the staff and facilities for quality 

control; 

(d) registration by competent staff of all pharmaceutical preparations for 

local use or for export, with adequate physico -chemical and biological qualэ.ty 

control specifications. It would also be useful to obtain a statement from the 

national authorities of the exporting country that the pharmaceutical prepara- 

tion exported is still on its market. In this way, obsolete preparations 

which may still be under registration can be eliminated; 
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(e) in addition, assurance should also be obtained that (i) the packing of 

the pharmaceutical preparation is adeauate for transportation and storage, 

especially in tropical countries, and (ii) that the storage in the importing 

country is adequate to preserve the drug from loss of potency, and disintegration 

with production of undesirable or toxic side -effects; 

(f) a certificate of quality should preferably concern the specific batch of 

manufacturing of the pharmaceutical preparation imported - raw material, tablets, 

ampoules or other galenical forms. 

5.3 A country importing pharmaceutical preparations should first ascertain that the 

above requisites exist in the exporting country by studying the regulations of the 

exporting country., and by studying the actual situation of the quality control in the 

laboratories of the manufacturing establishments and in the laboratories of the 

national authority dealing with quality control. This study is recommended as there 

may be significant differences between regulations on pharmaceutical quality control 

and their application in the laboratory. By examining whether the exporting country 

has adequate staff and laboratory facilities for a satisfactory quality control, for 

drugs locally used or exported, as well as good arrangements for their registration, 

the importing country sees whether the pharmaceutical preparations to be imported are 

liable to meet the quality specifications requested by the importing country. When 

these requisites are met, two or more countries can make arrangements to accept each 

other's certificates. 

6. When the above requisites cannot be met, assurance that the quality of imported 

drugs is sufficient for therapeutic use can only be obtained by examination of samples 

of the imported drug in: 

(a) a national laboratory for quality control in the importing country; or 

(b) another competent laboratory in the importing country, such as the labora- 

tory of a pharmaceutical or chemical or medical institute in the country, or, if 

found satisfactory, a private laboratory; or 

(e) a laboratory accepted by the importing country in the exporting country,. 

or in another country. Samples of the imported batches of the raw material 

(e.g. chemicals) or of the pharmaceutical forms (including pharmaceutical 
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specialities in bulk or as the finished product ready for use, as injectable 

solution or tablets, or suspension, or other pharmaceutical forms) should be 

obtained and sent to this laboratory for quality control. 

6.1 It is important to note that production of pharmaceutical preparations is 

increasing very rapidly in developing countries. Indigenous pharmaceutical facto- 

ries are being established by governments in some of these countries. Satisfactory 

quality control of these preparations at the production level, by inspection, and in 

a national laboratory for quality control independent of the producer is a necessity 

for these developing countries. 

6.2 Satisfactory quality of all drugs, either produced within a country for home 

consumption or for export, or imported, is indispensable for the protection of health. 

The establishment of good quality control will make it possible to ensure a compara- 

tive level of quality and potency for all drugs in the different Member States. 

6.3 WHO gives on request lists of laboratories in a number of countries, where 

samples of a drug can be sent by an importer or an importing country for analytical 

quality control. 

7. In any case, it is important to ask for a certificate from the exporting country 

"that drugs which are exported from that state will comply with the same drug control 

requirements which apply to drugs for its domestic use" (cf. WHA17.k1). Drugs 

prepared for export only should be examined very carefully and, if possible, be 

tested for pharmaceutical quality control in the importing country or outside, and 

examined prior to registration by a medical committee on the basis of the pharmaco- 

logical and clinical data submitted. 

8. The difficulties and expense of installing and staffing an adequate national 

laboratory for pharmaceutical quality control will be amply compensated by the assn- 

rance it can give that imported drugs are of the right quality, and by enabling good 

decisions to be taken on which drugs ought to he imported, when pharmaceutical prepa- 

rations are offered at varying prices by exporters from different countries. It 

will make it possible for national administrations, hospitals, etc. to purchase 

their pharmaceutical chemicals used as raw material for domestic pharmaceutical 
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manufacturing, and their bulk pharmaceutical preparations, including specialities, 

from manufacturers and agents in different countries and be confident that they are 

buying drugs of the right quality and at the best possible price. 

9. WHO provides assistance fór the establishment, of the national laboratories for 

physico- chemical and biological control of the quality of pharmaceutical preparations, 

particularly by assisting within its fellowship programme in the training of pharma- 

ceutical analysts and biologists. Post -graduate courses in pharmaceutical quality 

control have now been established in different pharmaceutical institutes, with the 

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

necessary for pharmaceutical quality control. 

9.1 Two or more countries can agree to help each other in establishing common 

laboratories for pharmaceutical quality control. On the other hand, effective 

quality control can often be provided in a country by the staff of the pharmaceutical, 

medical and other faculties, schc,ols and institutes, using their facilities and 

equipment.. 

Quality control should also be instituted regularly in the pharmacies of larger 

hospitals, which dispense a larger part of the drugs in many of the developing 

countries, and these establishments may help their national authorities in effecting 

quality control on their behalf. 

9.2 Effective assistance is provided by WHO by sending consultants to requesting 

countries to help health administrations to plan for proper quality control of their 

pharmaceutical preparations, either imported or locally produced. 

9.3 Great assistance is also provided by WHO 'in supplying proposed specifications 

for the quality control of the more important pharmaceuticals, as published in the 

International Pharmacopoeia,1 and requirements for a number of biological substances, 

1 Volumes I and II of the First Edition of the International Pharmacopoeia and 
the Supplement (WHO, Geneva 1959); Volume of Specifications for Reagents mentioned 
in the International Pharmacopoeia (WHO, Geneva 1963). 

The text of the Second Edition of the International Pharmacopoeia, including 
specifications for many additional pharmaceutical substances, will be sent in October 
1965 to Member States as mimeographed documents (WнО /Pharm /L08, WHO /Pharm /408 Add.l 
and WHO /Pharm/408 Add.2). 
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as published in the World Health Organization Technical Report Series. Moreover, 

the international non- proprietary names proposed by WHO for pharmaceutical substancesI 

are of help to national administrations for the labelling of drugs and for regula- 

tory purposes. International biological standards, as well as international 

chemical reference substances,2 are also supplied through WHO for pharmaceutical 

quality control. 

10. Summary 

Consideration should be given by countries to the development of their adminis- 

tration and laboratory facilities in order to ensure effective physico -chemical and 

biological quality control of the preparations which they import. This quality 

control should, of course, also apply to drugs manufactured in the country. In this 

connexion it should be noted that a majority of the WHO Member States, whether 

developed or developing, have already started manufacturing a larger part of their 

pharmaceutical preparations within their borders. 

10.1 WHO supplies assistance in making technical staff available, in organizing 

training courses in pharmaceutical analysis, in granting fellowships, in preparing 

proposed specifications for quality control (e.g. the International Pharmacopoeia, 

minimum requirements for reagents and for certain vaccines, etc.), in proposing non- 

proprietary names for new pharmaceutical substances, etc. • 10.2 A well -organized quality control makes it possible to maintain an adequate 

quality of the drugs produced in the country for home consumption or for export. 

It enables a government to purchase cómрetitive. drugs. at the best price, whether 

imported or manufactured in the country, provided that they have the necessary 

quality for therapeutic use. 

1 
International Non -proprietary Names, Cumulative List (WHO, Geneva 1962) and 

Lists 12 and 13 (Chron. Wld 11th Org., 1962, 16, No. 10, and Chron. Wld 11th Org., 
1963, 17, No. 10). 

2 These standards are supplied respectively by the International Laboratory for 

Biological Standards, Statens Seruminstitut, Copenhagen; the International Labora- 
tory for Biological Standards, National Institute for Medical Research, London; and 
the International Reference Centre for Chemical Reference Substances, Apotekens 
Kontrollaboratorium, Stockholm. 
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10.3 When certificates are used, care should be taken to ensure that the quality 

control at the manufacturers, and control by the authorities of the exporting country, 

are adequate .(see articles 5 and 6). 

10.4 Care should be taken that adequate facilities exist to check the stability of 

pharmaceutical preparations in the country of use, since extensive deterioration may 

possibly produce toxic decomposition products. 

10.5 For countries who have not yet sufficient facilities for an adequate quality 

control, arrangements can be made to ask laboratories, national or private, in other 

countries to perform the necessary quality control on their behalf for drugs which 

they import or which are produced within their borders. In this case also WHO 

supplies regularly the necessary information. 

* * * 

In conclusion, the quality of a pharmaceutical preparation (drug) imported, as 

well as of a pharmaceutical preparation produced in the country and used in the 

country or exported, can be ascertained under the following three programmes. These 

three programmes complement each other: 

(a) Regular inspection of the manufacturing plants from which the raw materials 

and the finished products originate, of the quality control performed at all 

stages of manufacturing and on all the batches of the finished product. 

(b) Examination for quality (purity, potency, sterility etc.) in a national 

laboratory for pharmaceutical quality control (or a private laboratory licensed 

by the national authorities) of representative samples of the drug, particularly 

when it contains a new pharmaceutical substance or includes a new dosage, a new 

mixture of substances presented under a new galenical form, especially injec- 

table solutions. 

(c) The obtainment of certificates of quality from the exporting country or 

from the manufacturer whose products are imported, provided the value of the 

certificates can be properly estimated and found satisfactory by the importing 

country (see articles 5 and 6). 

* * * 
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The Executive Board at its thirty -fifth session examined this question and 

transmitted the above report to the Eighteenth World Health Assembly together with 

the minutes of the discussions which took place at that session.1 Furthermore, 

in its resolution ЕВ35.R162 the Executive Board recommended to the World Health 

Assembly the adoption of a draft resolution which the Eighteenth World Health Assembly 

might wish to consider. 

1 Documents EB35/MirV3 Rev.1 and FR35/Мin/6 Rev.1 (annexed). 

2 Off. Rec. Wld 11th Org., 140, 14. 
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Dr IZMEROV, Assistant Director -General, said that the quality control of pharma- 

ceutical preparations was not a new subject; in fact it had been under consideration 

since the seventh session of the Executive Board in 1951. He referred to resolutions 
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EB33.R28 and WHA17.41. Quality control became increasingly important as the years 

went by, because of the large number of new products placed on the market each year 

and the advertising campaigns carried out by manufacturers. Some products were 

exported in their final form while others were exported in bulk as pharmaceutical 

chemicals to be used as raw materials for the preparation of such products. 

Some developing countries were also beginning to manufacture pharmaceutical 

preparations and quality control at the production level by inspection was necessary. 

Testing was also required at a later stage to ascertain the stability of pharmaceutical 

preparations that might suffer from transport and storage, particularly in warm, :Humid 

climates. 

He outlined the salient points contained in the report, drawing attention to 

section 9, which described the assistance provided by the Organization in supplying 

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

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

biological substances. 

The report also suggested that countries develop their laboratory services to 

enable control of pharmaceutical products to be carried out. In that connexion, the 

Director -General had sent a circular letter to Member States on 28 May 1964 requesting 

them to study the possibility of ensuring that pharmaceutical preparations which were 

exported complied with the same requirements for quality control that applied to 

pharmaceutical preparations for domestic use, and also to consider whether testing 

facilities could be made available to importing countries having no such facilities. 
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The CHAIRMAN opened the general discussion. 

Professor MUNTENDAM congratulated the Director- General on the comprehensive 

report before the meeting. The testing of pharmaceutical chemicals referred to in 

paragraph 2 (a) of the report was an essential requisite in manufacturing practice, 

whether the chemicals concerned had been imported or not. 

With regard to paragraph-.5::2 (d)', whereas a positive statement that a pharmaceutical 

preparation exported. was still on the home market would have some significance, a 

negative statement would be misleading because of the various factors involved in the 

marketing of a product in a given country. 

Speaking on the report in general, he said that, while it was certainly a step 

forward, it failed to answer the basic question raised by resolution WHA17.41. What 

was required was some kind of international co- operation through WHO on the quality 

control of pharmaceuticals, for the sake of importing countries. He fully realized 

the difficulties of establishing such international control but there was no doubt 

that the problem was world -wide and required action on the world -wide level. 

He suggested that the Board's report to the Health Assembly on the subject should 

also cover the need to establish, international standards for the quality control of 

products at the time of manufacture, and laboratory quality control of representative 

samples of drugs. Any agreements that could be reached on such standards would be 

most helpful to the developing countries importing pharmaceuticals and would save them 

from having to depend on their own controls. 
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• Dr DALY, after congratulating the Director -General on his report, stressed the 

importance of the subject for countries whose pharmaceutical industry and control 

laboratories were not yet developed. The measures recommended in the report - such 

as testing of pharmaceutical products, inspection of manufacturing plants, certificates 

of guarantee and national control laboratories - were insufficient in view of the great 

needs of developing countries in pharmaceutical products, the multitude of preparations 

available, and the attitude of the medical corps which always insisted on freedom of • prescription. He therefore favoured Professor Muntendam's proposal and was of the 

opinion that WHO should take more direct action to assist developing countries to 

obtain supplies of high -quality pharmaceutical products. 

Dr EVANG thanked the Director- General for the excellent report, which was a step - 

forward, if rather a cautious one. The situation described in section 2 of document 

EB35/29 was chaotic, and no -one reading the document could fail to be shocked by it 

in a century of scientific approach. 

In the case of countries flooding their own populations with drugs that had not 

been submitted to quality control, there was little the Organization could do, unless 

specifically requested, since that was a matter for the national authorities. There 

were border -line cases where the resulting increase in resistance to antibiotic drugs 

might be harmful to neighbouring countries. From the international point of view, 

however, where, drugs were imported and exported, it was the task of WHO to attempt to 

remedy the deplorable situation which had developed. The Expert Committee on 

Addiction -Producing Drugs had stressed the severity o� the problem in its report. 

That committee had found it unpractical and confusing to distinguish between addiction - 

producing and habit - forming drugs and had suggested reverting to the more general term 

"dependence- producing drugs ". Unfortunately the number of such drugs was increasing 

all the time. 
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He fully supported the point of view expressed by Professor Muntendam. The 

report contained in document E 55/29, while an excellent paper, was passive in 

character and contained no indication of future steps to be taken. He wondered 

whether the time had not come for WHO seriously to consider the establishment of a 

third set of health regulations, on the lines of the quarantine regulations, covering 

the quality control of drugs on the international market. With regard to current 

legislation, unfortunately other countries had not followed the lead of the United. 

States of America where registration of pharmaceutical preparations had to be 

accompanied by a clear statement of side -effects, every possible toxic effect, and all 

contra -indications. Clearly it was the task of WHO to ensure that the medical pro- 

fession and those associated with it were made fully aware of the negative as well as 

the positive aspects of the pharmaceutical preparations placed in their hands, 

particularly as that problem was the subject of increasing concern the world over. 

Professor ZDAЛΡTOV also noted that document RR35/29 represented a certain progress 

but, like previous speakers, he could have wished that progress to be greater. There 

had been animated discussions at the Board and the Health Assembly, both on the need 

for intensified screening of drugs for harmful side -effects, and on the concern of 

certain countries that there should be some quality control of the drugs that they 

imported. 

The report before the meeting indicated that it was desirable, not only that there 

should be quality control in the country of manufacture, but also that the importing 

country should be able to use the laboratory facilities of the exporting country for 

its own testing. That was important - but it was even more important to ensure that 

positive measures were taken to ensure for example that the importing countries knew 

what laboratories were available, under what conditions quality control would be 

carried out, what legislation was in force in the exporting country, etc. 
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A first step would be for the Organization to set up a network of laboratories to 

collaborate with it in ensuring quality control. The situation was complicated by the 

fact that in some countries, e.g. the United States of America, in addition to quality 

control by the Government, testing was also carried out by private laboratories which 

had no official status. WHO, however, had considerable experience of international 

reference centres, and the Organization's prestige would, he thought, ensure the willing • collaboration of laboratories. Once the network was established, the importing 

countries could be invited to send their pharmaceutical products to a laboratory in the 

exporting country, in the assurance that a satisfactory quality control would be carried 

out. 

Dr El- BORAI, after congratulating the Director- General and his staff on the 

comprehensive report prepared, favoured the three programmes outlined at the conclusion 

on page 10 of EB35/29 and suggested that legislation should be enforced in all countries 

to avoid relaxation of any regulations. In the case of prohibition of importation of 

a drug because it did not comply with the standards in force, tedious negotiations might 

take place between the manufacturers, claiming that their reputation had been 

prejudiced by WHO; perhaps the Director -General could suggest a way by which that might 

be avoided. 

He fully supported the views of Professor Muntendam that WHO should draw up 

acceptable standards for the sа�еty and efficacy of pharmaceutical preparations. Study 

groups should be set up to examine the toxicity of drugs, and international procedures 

should gradually be developed. The collaboration of pharmaceutical manufacturers was 

essential, because it was easier for tests to be carried out at the time of manufacture 
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than later. National laboratories should also exercise similar controls at a later 

stage. Thorough study should be made of the side -effects of pharmaceutical preparations 

since a drug that was a specified remedy for a dangerous disease might be used in spite 

of side- effects, whereas it would be unwise to use it for a minor illness. 

Professor GERIC recalled that the policy of WHO s set forth in various 

resolutions adopted following thorough discussicn of the matter. He would be grateful 

for information as to the numbл of national laboratcri s for physico- chегical and 

biological control of the quality of pharmaceutical preparations established with the 

assistance of WHO, and referred to the first sentence in section 9 on page 8 of the 

document. He wondered how many of them, in regions such as Africa, South Asia and 

South America, were at present in a position to carry out a quality control of 

pharmaceutical preparations, thus enabling regional networks to be set up within a 

reasonable period. 

He referred to the number of documents, resolutions and recommendations of the 

Health Assembly and Executive Board on the subject of the control of pharmaceutical 

preparations and fully supported Professor Muntendam and Dr Evang that international 

regulations on the subject should be drawn up, on the lines of the Single Convention on 

Narcotic Drugs. By acceptance of such a convention, the manufacturing countries would 

accept obligations with regard to the quality of the drugs they produced for the 

domestic market and export. International legislation on the quality control of 

pharmaceutical preparations would be of great importance not only for the importing but 

also for the exporting countries. In any case concrete action on the lines put 

forward by the various speakers was certainly'necessary. 
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Sir George GODBER said that document FÁ35/29 was a useful interim report but did 

not constitute the final word on the subject. The problem was not so much to arrange 

for the screening of new drugs appearing on the market but more to control the quality 

of pharmaceutical preparations already on sale. If. WHO were to frame very rigid 

regulations on the quality control of such preparations, it might severely hamper the 

pharmaceutical industry. Moreover, compliance with very strict regulations would be 

extremely time -consuming, and that might mean that the drugs examined would have ceased 

to be useful by the time they had been approved. 

• Legislation in a great many countries, including his own, was not as yet in a 

position to make the control of drugs in.the course of distribution as effective as it 

might be. Future legislation might, however, achieve standardization of pharmaceutical 

preparations, as had been done for biological products, which were more suitable for 

batch standardization; pharmaceutical preparations, on the other hand, required a 

running check on the chemical substances of.whieh they were constituted. It was not 

possible to get guarantees from producing countries that a given drug would be of a 

certain potency when used. Drugs were not alw ̂ys of the same strength and changes 

occurred during storage, so there must be a check carried out in the country where 

they were to be used. The suggestion of Professor.Zdanov to use a network of 

laboratories for that type of checking could well be a move in the right direction. 

The first and most important check should be carried out in the country where the drug 

was manufactured, and another check should be made in the country to which the drug 

was then exported; subsequent checks should then be carried out periodically while 
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the drug was in use. Naturally it would take time before a satisfactory system could 

be devised and put into operation. In the meantime the Report could be looked upon 

as a step towards a solution but not as a solution in itself. 

ALAN associated himself with previous speakers in expressing thanks and 

congratulations to the Director -General for thé document. 

There were two categories of countries involved: some produced drugs and others 

were consumers and importers of those preparations. Certain of the producing 

countries exercised some form of control but some carried out no control at all; 

likewise, among the importing countries, some were able to check the quality of drugs 

imported, but in a great many countries that was not feasible. Consequently abut 

two -thirds of the world population had. no guarantee as to the quality of the drugs 

they were receiving. The problem was worldwide and required immediate attention. 

WHO was the most suitable organization for taking the necessary action. Not only 

were long -term measures required but, in view of the urgency of the problem, some 

short -term solution should also be found. As pointed out by previous speakers, 

international legislation could be a long -term solution; national standards could be 

established concerning the quality of drugs and methods for analysis of pharmaceutical 

products could be laid down, but there again, that was a long -term measure. Dr Evang 

had suggested international regulations for drugs. There wer& already international 

sanitary regulations for quarantinable diseases and all countries were able to enforce 

them by medical examinations, compulsory vaccination, and so on; but even if such 

regulations existed in regard. to pharmaceutical products, a great many countries would 

be unable to apply them because they would not have the means for carrying out the 

necessary tests on pharmaceutical preparations. 
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The suggestion put forward by Professor Zdanov and supported by Sir George Godber 

was an interesting one and might provide a solution for the problem within the 

foreseeable future. It might be possible to use some well -known international 

laboratories to ensure the proper quality of pharmaceutical preparations entering the 

importing countries. WHO should assume responsibility in that field and try to find 

a solution to the problem, which was increasingly serious. 

Dr EVANG, in reply to Dr Alan, said that he had been referring to Article 21(d) 

of the WHO Constitution. Perhaps it had caused.confúsion because he had used the 

word "quarantine" in connexion with the regulations he would like to see established 

for the quality control of pharmaceutical preparations. Article 21(d) clearly called 

for standards to be established w0.th respect to the safety, purity and potency of 

drugs moving in international commerce. His feeling was shared by many members of 

the Board that WHO should consider taking steps to establish such regulations, as was 

indicated in the Constitution itself. 

. The whole problem was very complex; as Sir George Godber had said, even when a 

drug had been duly accepted and registered, it might deteriorate over a certain period 

of use and would certainly not be acceptable for ever. Most drugs became out of 

date and were superseded by new drugs long before they had managed to cure the disease 

for which they had been invented; with a very few exceptións, drugs had a 

relatively short life. In his opinion, either under Article 21 or by means of some 

other procedure, an international convention or regulations should be established 

under the sponsorship of WHO. Such international regulations could be devised 

without unduly hampering the manufacturers of pharmaceutical preparations. Many 
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countries of the world would undoubtedly be glad to co- operate in оmе form of 

international legislation, since the present state of chaos was extremely undesirable 

from every point of view. At present the more conscientious producers were at a 

disadvantage compared with those who were less so; it would therefore be in the 

best interests of the pharmaceutical industry if WHO could introduce international 

regulations to control the quality of all pharmaceutical preparations. 

Dr DOLO said that at present the importing countries, which were in the majority, 

were compelled to conform to the legislation of the producing countries; they were . 
exposed to the pressure of new drugs which suddenly appeared on the market, and some 

order should certainly be established. 

Before speaking of international quality control, it was absolutely essential 

to establish some international standards. At present each exporting or producing 

country had its own standards and laws but there did not seem to be any standards a; 

the international level which could guarantee that a given drug had been checked ant 

found to be safe. For that reason he supported Dr Evang's proposal. That solution 

would be a long -term one, but it was essential to establish international standards 

before beginning to consider any form of international control. 

The three solutions proposed on page 10 of the document were not suitable for 

the importing countries. Most of them had limited financial resources and they 

could often not envisage establishing even one national laboratory. There were aleo 

difficulties involved in sending drugs for checking to another country where laboratory 

facilities existed - especially in the African Region, where atmospheric and climatic 

conditions were likely to have deleterious effects on the drugs being transported. 

If the drugs were sent to a laboratory in the exporting country, guarantees as to 

their safety would be less sure. 
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The problem therefore required -more extensive study and, on that basis, WHO 

could produce an effective plan for the control of pharmaceutical preparations, 

which would do a'.great deal towards reassuring the importing соuntrieгs. 

Dr GUNARAТNE thanked the Director- General for the interesting document. 

wished to bring to the attention of the Board the point of view of the developing 

countries, which were encountering many difficulties as they were importers of 

pharmaceutical preparations. As had been suggested, importing countries should 

use their national laboratories to carry out control of imported drugs, but unfor- 

tunately most of the developing countries did not have laboratories that could carry 

out quality control; they therefore had to depend on certificates of quality issued 

by the exporting country or by some supervising organization. 

Dr Evang had quoted passages on page 2 of the document to the effect that a 

pharmaceutical preparation made in an exporting country would often have, as the 

active drug or drugs, pharmaceutical chemicals produced in another country, without 

the manufacturer in the exporting country having sufficient knowledge of what testing 

had been carried out on those chemicals. Furthermore, some countries imported 

drugs wholesale and then for some reason exported those drugs. The situation was 

thus even worse than was stated in the document. 

Reliance on the certificate of quality issued by the exporting country raised 

a very serious problem: most of the developing countries - and he could speak for 

his own - that wanted to import drugs operated on the tender system because they 

were obliged to look for the cheapest drug on the market. Many countries submitted 

tenders for the same drug, and the developing country had not only to consider which 

source was, the cheapest, but also whether that source could provide a certificate 

of quality. 
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In view of -all those difficulties, he would suggest that, instead of having a 

certificate of quality issued by the country exporting the.drug, an international 

certificate of 'q'àlïty should be- devised ̀ and sponsored by WHO. The importing 

countries would have far more security regarding the safety, purity and potency of 

drugs if they could rely on an international certificate rather than a national 

certificate as at present. 

Dr SUBANDRIO expressed her appreciation of the document and considered that it 

constituted a step forward in comparison with documents on the same subject that had 

been prepared for earlier meetings of the Executive Board. 

• The underlying idea in controlling drugs was to ensure protection for the 

peoples of the world, about two - thirds of whom lived in countries that had to import 

drugs. It might be a solution if a resolution could be adopted to the effect that 

some kind of certificate must be given to guarantee the quality of drugs supplied 

by the exporting country. Such a method of certification would not be 100 per cent. 

satisfactory, and it might not even be 100 per cent, possible; nevertheless some 

protection would be given. 

A suggestion had been put forward that the importing countries themselves should 

arrange for the examination of imported drugs in laboratories established in their 

own countries. That was an excellent idea but many of those importing countries 

were also: developing countries and they could not set up appropriate laboratories in 

a short space of tune;: meanwhile their peoples were needing drugs very urgently. 

Perhaps there could be some form of international co- operation, such as an inter'- 

national or regional conference on the subject. Such a conference could be attended 

by all countries that would like to participate in establishing a co- ordinated method 
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for the control of drugs in every country; co- operation could consist in establishing 

laboratories to examine the quality of imported drugs. Perhaps WHO could encourage 

the convening of a conference to undertake a study of how drugs could best be 

examined, since that was a vital matter for the importing countries. 

Another excellent idea that had been suggested during the discussion was the 

issuance of international certificates guaranteeing the quality of drugs, Such 

certification would not unduly restrict the action of manufacturers, since respec- 

table manufacturers who maintained proper standards could always obtain such an 

international certificate without difficulty; in fact, the system would probably 

be to the advantage of their export drive. 

Dr EIr -BORAI warmly supported the proposal put forward by Dr Evang for some 

kind of international regulations under the auspices of WHO. He would suggest 

that the Executive Board should submit a resolution to that effect to the Eighteenth 

World Health Assembly. 

. Ar EVANG said that he had been referring to resolution ЕВ8.Rk0 of the Executive 

Board at its eighth session; he quoted paragraph 3 of the operative part. At that 

time, 1951, the Executive Board had been of the opinion that the International ' 

Pharmacopoeia should be embodied in international regulations but the following 

meeting of the Board in 1952 had reversed that decision, as could be meen from 

resolution ЕВ9.195. Owing to the termination of the Brussels Agreements of 1906 

and 1929 (referred to in the second paragraph of the preamble to that resolution), 

the International Pharmacopoeia had been retained as a recommendation by the World 

Health Assembly. 
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It was nad огΡïen to the r..:.ecutive Board to revise the decision taken at its 

ninth session and ask the Eighteenth World Health Assembly to make the International 

Pharmacopoeia the subject of a third set of health regulations. All countries, 

whether exporting or im:ortiu ;, would then be absolutely sure that no drug could 

be produced unless it had been properly tested in accordance with the provisions of 

the International Fhnrm,i.coрceia; that would provide sufficient security if such a 

procedure were acceptable to Nlembоr States. 

r DALY said that, after raadииi the text of resolutions EB8.R40 and EБ9.R95, 

he had the imрreosiоn that they related. to two different things. Resolution 

ЕВ8.РАО referred to the Intеrn..,tiоnеi Pharmacopoeia whereas resolution 9.R95 

ft.:.r•: ^ad. to potent ru�a . 

áï.4; L рuтY D_CPО СР .(Ц-2, 11.4L s_.id that Dr Daly was quite right in his assumption; 
rosQLuticu ЕВ8.R'r0 dealt e,_clusïveэΡly with the problem of whether or not the Inter - 

r_,.�tiozal Pliаrаcopoеia (then ir. its first edition) should become a' set of regulations 

he.; ed on the Ce'_, tituú .оn, hereas re .:elution EB9.R95 referred especially to ",.potent 

, since it wac bated en the Вrussels Agreements, which had been terminated. 

however, as Dr , .е; ; К.oz 7 '., in the second preambular paragraph of resolution 

RR9 the D::eeutjve B?. ̂rc. tid ,'v зred its decision to recommend to the Assembly 

t at the I . a .ion l Ph. rr:accnое .a be emboc.ied in international regulations, 

сoni ng th' . 
' 

wс,, ?.c: be sufficient for it to retain the character of a simple 

гсcemmen1аtion conferred on it by the Third World Health Assembly. 
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Dr Evang's statement was perfectly correct, but some confusion had arisen 

because the resolution spoke of the Agreements known as the Brussels Agreements for 

the Unification of Pharmacopoeial Formulas for Potent Drugs (in French, " médicaments 

héroiques "); but they were already obsolete since the International Pharmacopoeia 

applied to all drugs and not only to "potent" drugs. 

Mr BLANC (Pharmaceuticals) said that the Director-General's report (document 

FR35/29) was an attempt to elucidate the very complex situation concerning pharma- 

ceutical preparations that were exported as raw material for the manufacture of semi- 

finished forms, preparations in bulk to be packed in the importing country, and 

specialities packed ready for use. The quality control of the different stages of 

preparation of a finished product packed ready for dispensing to the patient had to 

be carried out by the manufacturer, and the quality of a pharmaceutical preparation 

depended on the quality of manufacture at all stages and on the excellence of the 

quality control at all stages. 

The quality must be checked at all stages of manufacture, and they might be 

numerous; that applied also to raw materials coming from the manufacturer himself, 

from other manufacturers in the country, or from other countries and entering into 

the manufacture of the finished product. The coñtrol at the time of manufacture was 

therefore of the utmost importance, as it might be the only safe criterion for the 

quality of packed products placed on the market. 

As had been explained at previous discussions among WHO specialists on trie 

quality control of pharmaceutical preparations in the various countries, it was very 

important to ascertain whether each manufacturer was able to exercise an adequate 
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control over every batch of all preparations he offered for sale, in order that the 

public and the medical and pharmaceutical professions should have adequate protection 

in respect of the safety and usefulness of the products offered; that had been 

brought out in the report of a study group held in Geneva on the subject.l Another 

technical meeting of specialists on the quality control of pharmaceutical preparations,2 

held under the auspices of the WHO Regional Office for Europe in 1961, had:,. come to the 

same conclusions. It was expected that further discussions of specialists would be 

held at regional level to deal with the subject, with a view to_unifying efforts to 

bring into effect the necessary arrangements for quality control. 

One difficulty arose because countries had different legislation ,and l -re gt .i. .,r 

for quality control, whether for imported drugs or for drugs legally manufactured in 

the country. More important still was the fact that, pharmaceutical preparations on 

the market in different countries were often different and could not be easily compared, 

so that it was difficult to reach a satisfactory solution by means of certification of 

quality by the exporting country. Discussions held at the international, level under 

the auspices of WHO would assist legislators and specialists on quality, control of 

drugs to unify their efforts to harmonize the preparations in the different. countries, 

with a view to introducing common facilities for quality control. 

1957, 138, 26 -2 1 Wid 11th Org. techn. Rep. Ser., 

2 
Wld 11th Ors. techn. Rep. Ser., 1962, 249, 24 -26. 
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The report described the arrangements that were possible when certification was 

not fully satisfactory, and also indicated the different possibilities for exporting 

countries to have samples of drugs examined by an authority in the exporting country, 

either a private or a national laboratory, or by a laboratory in another country. 

WHO already supplied information to any country requesting it concerning laboratories 

where such quality control could be effected. Other possibilities existed in the 

country itself, where in many cases there were faculties of medicine, pharmacy or 

sciences or national biological laboratories that could undertake satisfactory quality 

control of certain drugs: when tenders were obtained by a government on a finished 

pharmaceutical preparation or raw material, it would be possible for the institute or 

faculty to give the results of analyses and indicate whether the preparation was 

satisfactory, in which case the lowest bid could be accepted, provided it had the 

required quality. 

Specifications had been prepared by WHO and were contained in the International 

Pharmacopoeia, which had first been published in 1951 -1952 and now consisted of three 

volumes, which could provide a basis for unifying specifications in the different 

countries. The recommendations of WHO. on the rise of those specifications at the 

national level, whenever they were found acceptable by the authorities dealing with 

quality control, had given good results and they provided a good basis for the estab- 

lishment of national specifications. The second edition of the International 

Pharmacopoeia, soon to be published, should give a very complete set of specifications 

for quality control in respect of about 85 -90 per cent. of the modern pharmaceutical 

substances now on the market, singly and in different mixtures and dosages, in finished 

paekings or otherwise. 
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Another difficulty in establishing quality certificates at the national level 

would be the fact that countries would have to change. their national legislation in 

many instances. When a manufacturer received an order from an importing country 

for a certain drug in finished packaged form, :and the same preparation was not on 

the market in his own country (except in a different mixture or dosages), then it 

could not be considered a product offered for sale in his own country and consequently 

could not necessarily be certified by the exporting country. Moreover specifications 

for pharmaceutical substances in the importing country might be different from those 

in the exporting country, so that it was difficult for an exporting country to give a 

certificate. 

The foregoing was an attempt to answer the questions, suggestions and construc- 

tive criticism that had been made by members of the Board in the course of discussion. 

The clinical and pharmacological evaluation of drugs had been dealt with separately by 

WHO, and was described in resolution WHA17.39; the recommendaticas embodied in that 

resolution were currently being executed by the Director -General. 

The CHAIRMAN suggested postponement of further discussion until a small drafting 

group had produced a text for consideration. 

Decision: A drafting group was set up consisting of Dr Evang, Professor Zdanov, 
Sir George Godber, Dr Alan, Dr Gunaratnе and Professor Múntendam. 

(For ccnsideration of report of working group, see minutes of the sixth meeting, 

section 5). 
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5. QUALITY CONTROL OF PHARMACEUTICAL PREPARATIONS: Item 2.5 of the Agenda (Document 

FR35 /WР /5 Rev.l) (continued from the third meeting, section 2) 

At the invitation of the CHAIRMAN, Dr EVANG introduced the report of the drafting 

group on the quality control of pharmaceutical preparations (document EB)5/WР /5 Rev.1), 

pointing out that the words "in common use ", occurring in operative paragraph 2 (c) of 

the draft resolution contained therein, should be deleted. 

The CHAIRMAN invited the Executive Board to comment upon the draft resolution, which, 

as amended, read: 

The Executive Board, 

Considering resolution WHA17.�+l; 

Having examined the report of the Director -General, 

1. TRANSМITS this report to the Eighteenth World Health Assembly together with 
the minutes of the discussions which took place at the thirty -fifth session of 
the Executive Board; and 

2. RECOMMENDS to the Eighteenth World Health Assembly the adoption of the 
following resolution: 

The Eighteenth World Health Assembly, 

Recalling resolution WHA17.41 on the compliance of exported pharma- 
ceutical preparations with the requirements applying to pharmaceutical 
preparations for domestic use; 

Having examined the report of the Director -General on the quality 
control of pharmaceutical preparations, setting out an unsatisfactory 
situation in regard to the quality control of pharmaceutical preparations 
moving in international commerce; 

Noting that large parts of the world population make use of 
pharmaceutical preparations without having in their countries adequate 
facilities for prior quality control; 

Recalling the provisions of Articles 2 and 21 of the Constitution, 
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1. INVјТБЅ'о.vегnегitѕ to take the. nесеёѕагу measures to subject 
pharmaceutical preparations, imported or locally manufactured, to 

adequate quality control; 

2. RЕQUЕЅТЅ the Director-General: 

(a) to continue to assist Member Ѕtаtеѕ to develop their own 
laboratory facilities or to secure access to such facilities 
elsewhere, 

(b) to continue to study methods of securing, in the countries 
of origin, control of the quality of pharmaceutical preparations 
intended for export, and .. 

(c) to pursue the establishment of internationally accepted 
principles and specifications for the control of the quality of 
pharmaceutical preparations; and further 

З. 1ЕUЕЅТЅ the Director-General to report to the Executive Board 
and to the Nineteenth World Health Assembly on the possibilities of 
the Organization's blaying an even more active role in the quality 
control of pharmaceutical preparations. 

Decision: The draft resolution was adopted.1 

Resolution PR35.R16 
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QUАтТТУ CONTROL OF PHARMACEUTICAL PREPARAТIONS1 

Report by the Director -General 

1. The following considerations are submitted for a further examination of the 

general problem of the control of quality, purity, potency and sterility of 

pharmaceutical preparations. 

1.1 For the purpose of this report, "pharmaceutical preparations" include 

pharmaceutical chemicals as raw material for the preparation of pharmaceutical 

forms, preparations in bulk to be packed in the importing country, and pharma- 

ceutical specialities packed ready for use, including tablets, injectable solutions, 

dragees, ointments, suppositories, ophthalmic preparations, etc., which may include 

preparations containing a single drug or a mixture of many active principles, for 

instance isoniazid with para- aminosalicylic acid, mixtures of antibiotics, steroids, 

vitamins, analgesics, etc. 

2. The control of the identity, purity, potency, sterility, etc. of these prepara- 

tions is covered by the expression pharmaceutical quality control ". Pharmaceutical 

. quality control does not cover the clinical and pharmacological evaluation of 

pharmaceutical preparations. It is therefore a pharmaceutical problem, concerned 

with the conformity of pharmaceutical preparations with their labelling (whereas the 

evaluation of pharmaceutical preparations is a medical problem concerned with the 

therapeutic action of the preparations, including any adverse reactions which they may 

produce). 

Pharmaceutical quality control can be effected by: 

1 
The text of this report was submitted to the Expert Committee on Specifications 

for Pharmaceutical Preparations held from 3 -9 November 1964. The Committee agreed 

with the general terms of the report and decided that it should be included as Annex 1 

to the Twenty -first Report of the Expert Committee on Specifications for Pharmaceuti- 
cal Preparations, 



Ајз/.л&В/в 
page 2 

(a) The manufacturer at the time of manufacture of the basic pharmaceutical 

chemical, and, also later on, when the pharmaceutical -preparation is made ready 

for use, including one or more active principles with added excipients, colouring 

material, buffering agents, stabilizers, preserving agents, etc. A difficulty 

arises from the fact that the pharmaceutical preparation made in an exporting 

country will often have as the active drug or drugs pharmaceutical chemicals 

produced in another country without the manufacturer. ai the pharmaceutical 

preparation - for instance tablets or injections - having sufficient knowledge 

of what, testing has been made of the quality of.these.chemicals. It so happens 

that a pharmaceutical speciality of an exporting country may include only drugs 

which have actually been produced in a number of other countries, which may 

exercise no official quality control over pharmaceutical chemicals made in their 

countries. It is well to remember that all batches of manufactured pharma- 

ceutical chemicals and preparations have to be examined. Evidence establishing 

the safety and effectiv..:ness of one or more batches of a drug has no significance 

with respect to the safety of subsequent batches of the drug unless they can be 

the same as to identity, strength, quality and purity as the batches studied. 

(b) The national contra authority. This control of the work done at the 

manufacturers to check the quality of their products can thus be effected 

through inspection by the national or a provincial administration and with the 

taking of samples to be analysed in a national laboratory for quality control. 

A number of countries have regulations for this purpose; however, in many cases 

the preparations are actually checked in the national laboratories only at the 

time of their first introduction onto the market of the country, if at all. 

Other exporting countries may have only regulations and, in practice, effect 

little or no official quality control whatsoever of the preparations sold in 

their own and in other countries. 

Still other countries, doing's large export of drugs, do not have regula- 

tions requiring pharmaceutical quality control by a national or provincial 

authority, even for the drugs and pharmaceutical specialities used in their 

countries. For these countries, although the drugs exported comply fully with 

their requirements, it does not mean that they have undergone any pharmaceutical 

quality control. 
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2.1 The problem of finding ways and means to ensure that exported drugs comply 

with requirements of the exporting country for these drugs is further complicated 

by the fact that manufacturers and agents may produce and export drugs which conform 

to the requirements of their country, but which, however, are used only to a very 

limited extent in their country, or not at all. In this case, there may be no 

quality control effected on these preparations, even in countries where a certain 

amount of quality control exists for the preparations in regular use in the country. 

2.2 The number of manufacturers of pharmaceutical preparations is growing steadily. 

There are up to a few hundred pharmaceutical manufacturers in certain countries, and 

their number is growing, many of them exporting part or all of their production. 

The number of countries manufacturing and exporting pharmaceutical preparations is 

increasing year after year, as private or national manufacturers are endeavouring to 

export their preparations also to more countries. _ 

2.3 Inspection of the plants of the pharmaceutical manufacturers, including an 

examination of the qualifications of their staff and of their equipment for quality 

control, could, to a certain extent, ensure the quality of the drugs produced in a 

country. This, however, does not apply to drugs imported into a country, unless the 

importing country is satisfied that the pharmaceutical quality control of the drugs 

they import has been effected adequately in the exporting country, or unless.they 

arrange to send inspectors to ensure that the quality control of the manufacture in 

the exporting country is adequate. Certain countries have now introduced.legisla- 

tion to make it possible to send inspectors to inspect plants and their quality 

control in the country from which they believe that the drug originates. However, 

the possibility that the exporting country or the manufacturers of that country would 

allow such inspection of its manufacturing plants is an open question. 

3. Mention of the quality of the packing material should also be made, since chemi- 

cal changes will take place if proper packing and storage conditions are not observed, 

particularly for products going to tropical countries, with the formation of disinte- 

gration products, thus possibly increasing the toxicity of the drug or decreasing or 

nullifying its strength. Packaging providing sufficient protection in one country 

may be wholly insufficient for export purposes to certain climates and under poor 
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transport and storage conditions. In such cases even expiry dates may not afford 

sufficient protection, and it may happen that shipments of, for instance, antibiotics, 

which were of the required quality at the time of export, have lost much of their 

strength when used in the importing country. . 

4. The really effective way of checking the quality of drugs imported is by checking 

representative samples in an official laboratory of the importing country. The 

quality control of pharmaceutical preparations requires a national laboratory with a 

well- trained staff and with adequate equipment. Reference to the problems involved 

can be found in the report of a Study Group which met in Geneva from 4 -8 December 1956 

to discuss the "Use of Specifications for Pharmaceutical Preparations ",1 under Item 8, 

"Organization of a National Control Authority ", and in the report on a European 

Technical Meeting held in Warsaw from 29 May to 2 June 1961 on "The Quality Control 

of Pharmaceutical Preparations ",2 under Item 4, "Methods for the Examination and 

Analysis of Pharmaceutical Preparations ". 

5. Certificates by the pharmaceutical manufacturers or agents exporting drugs, or 

certificates by the authorities of the exporting country would at first sight appear 

to give to the agent or manufacturer or national authority of the importing country 

a valid assurance that the pharmaceutical preparation which he imports is of a suffi- 

cient quality. However, these certificates may only afford a very temporary and 

inadequate solution to the problem, and the following considerations are submitted 

on this subject. 

5.1 In certain countries, pharmaceutical quality control is left in the hands of 

the manufacturers and there is no quality control by the national authority of the 

drugs used in the country, as well, of course, as of the drugs exported. In such a 

case a certificate that the "drugs which are exported from that state will comply 

with the same drug control requirements which apply to drugs for its domestic use"3 

dan hardly be satisfactory. 

1 
Wld 11th Org. techri. Rep. Ser., 1957, 138. 

2 
Wld 11th Org. techn. Rep. Ser., 1962, 249. 

3 Resolution WHA17.41, Off. Rec. Wld 11th Org., 135. 
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In other countries, whatever official control exists of the quality of the 

drugs Used in the country as well as of the drugs exported, it may be insufficient 

to assure the importer that the quality of the drugs received is fit for therapeutic 

use. 

Proems of packing and of storage are also important. When drugs are imported 

into countries where climatic conditions are not as favourable - because of heat 

and /or humidity - as in the exporting country, and where, in addition, facilities 

for storage may not be adequate, a rapid deterioration of the imported drugs may be 

the result, even though the quality of the imported drugs had been sufficient when 

they left the country of origin. The instability of certain drugs or mixtures of 

drugs, galenical preparations, etc., makes a recontrol at certain intervals necessary. 

5.2 A certificate issued by the exporter or the exporting country may be of practi- 

cal help to a country which has not yet made the arrangements for an adequate quality 

control laboratory only if the importer is satisfied that the following requisites 

are met in the exporting country: 

(a) an assurance that steps have been taken in order to ensure that the 

quality of pharmaceutical preparations for export is submitted to the same regu- 

lations as the ones for domestic use; 

(b) an efficiently organized quality control within the pharmaceutical manu- 

facturing establishments, including control of every batch of raw material, and 

of every batch of the pharmaceutical preparations produced in bulk or as a 

pharmaceutical preparation ready for use; 

(c) an efficient inspection by the national authority . of all pharmaceutical 

manufacturing establishments, as well as of the staff and facilities for quality 

control; 

(d) registration by competent staff of all pharmaceutical preparations for 

local use or for export, with adequate physico -chemical and biological quality 

control specifications. It would also be useful to obtain a statement from the 

national authorities of the exporting country that the pharmaceutical prepara- 

tion exported is still on its market. In this way, obsolete preparations 

which may still be under registration can be eliminated; 
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(e) in addition, assurance should also be obtained that (i) the packing of 

the pharmaceutical preparation is adequate for transportation and storage, 

especially in tropical countries, and (ii) that the storage in the importing 

country is adequate to preserve the drug from loss of potency, and disintegration 

with production of undesirable or toxic side -effects; 

(f) a certificate of quality should preferably concern the specific batch of 

manufacturing of the pharmaceutical preparation imported - raw material, tablets, 

ampoules or other galenical forms. 

5.3 A country importing pharmaceutical preparations should first ascertain that the 

above requisites exist in the exporting country by studying the regulations of the 

exporting country, and by studying the actual situation of the quality control in the 

laboratories of the manufacturing establishments and in the laboratories of the 

national authority dealing with quality control. This study is recommended as there 

may be significant differences between regulations on pharmaceutical quality control 

and their application in the laboratory. By examining whether the exporting country 

has adequate staff and laboratory facilities for a satisfactory quality control, for 

drugs locally used or exported, as well as good arrangements for their registration, 

the importing country sees whether the pharmaceutical preparations to be imported are 

liable to meet the quality specifications requested by the importing country. When 

these requisites are met, two or more countries can make arrangements to accept each 

other's certificates. 

6. When the above requisites cannot be met, assurance that the quality of imported 

drugs is sufficient for therapeutic use can only be obtained by examination of samples 

of the imported drug in: 

(a) a national laboratory for quality control in the importing country; or 

(b) another competent laboratory in the importing country, such as the labora- 

tory of a pharmaceutical or chemical or medical institute in the country, or, if 

found satisfactory, a private laboratory; or 

(c) a laboratory accepted by the importing country in the exporting country, 

or in another country. Samples of the imported batches of the raw material 

(e.g. chemicals) or of the pharmaceutical forms.(including pharmaceutical 
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specialities in bulk or as the finished product ready for use, as injectable 

solution or tablets, or suspension, or other pharmaceutical forms) should be 

obtained and sent to this laboratory for quality control. 

6.1 It is important to note that production of pharmaceutical preparations is 

increasing very rapidly in developing countries. Indigenous pharmaceutical facto- 

ries are being established by governments in some of these countries. Satisfactory 

quality control of these preparations at the production level, by inspection, and in 

a national laboratory for quality control independent of the producer is a necessity 

for these developing countries. 

6.2 Satisfactory quality of all drugs, either produced within a country for home 

consumption or for export, or imported, is indispensable for the protection of health. 

The establishment of good quality control will make it possible to ensure a compara- 

tive level of quality and potency for all drugs in the different Member States. 

6.3 WHO gives on request lists of laboratories in a number of countries, where 

samples of a drug can be sent by an importer or an importing country for analytical 

quality control. . 

7. In any case, it is important to ask for a certificate from the exporting country 

"that drugs which are exported from that state will comply with the same drug control 

requirements which apply to drugs for its domestic use" (cf. WHA17.ц -1). Drugs 

prepared for export only should be examined very carefully and, if possible, be 

tested for pharmaceutical quality control in the importing country or outside, and 

examined prior to registration by a medical committee on the basis of the pharmaco- 

logical and clinical data submitted. 

8. The difficulties and expense of installing and staffing an adequate national 

laboratory for pharmaceutical quality control will be amply compensated by the assu- 

rance it can give that imported drugs are of the right quality, and by enabling good 

decisions to be taken on which drugs ought to be imported, when pharmaceutical prepa- 

rations are offered at varying prices by exporters from different countries. It 

will make it possible for national administrations, hospitals, etc. to purchase 

their pharmaceutical chemicals used as raw material for domestic pharmaceutical 
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manufacturing, and their bulk pharmaceutical preparations, including specialities, 

from manufacturers and agents in different countries and be confident that they are 

buying drugs of the right quality and at the best possible price. 

9. WHO provides assistance for the establishment of the national laboratories for 

physico- chemical and biological control of the quality of pharmaceutical preparations, 

particularly by assisting within its fellowship programme in the training of pharma- 

ceutical analysts and biologists. Post -graduate courses in pharmaceutical quality 

control have now been established in different pharmaceutical institutes, with the 

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

necessary for pharmaceutical quality control. 

9.1 Two or more countries can agree to help each other in establishing common 

laboratories for pharmaceutical quality control. On the other hand, effective 

quality control can often be provided in a country by the staff of the pharmaceutical, 

medical and other faculties, schools and institutes, using their facilities and 

equipment. 

Quality control should also be instituted regularly in the pharmacies of larger 

hospitals, which dispense a larger part of the drugs in many of the developing 

countries, and these establishments may help their national authorities in effecting 

quality control on their behalf. 

9.2 Effective assistance is provided by WHO by sending consultants to requesting 

countries to help health administrations to plan for proper quality control of their 

pharmaceutical preparations, either imported or locally produced. 

9.3 Great assistance is also provided by WHO in supplying proposed specifications 

for the quality control of the more important pharmaceuticals, as published in the 

International Pharmacopoeia,1 and requirements for a number of biological substances, 

1 Volumes I and II of the First Edition of the International Pharmacopoeia and 
the Supplement (WHO, Geneva 1959); Volume of. Specifications for Reagents mentioned 
in the International Pharmacopoeia (WHO, Geneva 1963). 

The text of the Second Edition of the International Pharmacopoeia, including 
specifications for many additional pharmaceutical substances, will be sent in October 
1964 to Member States as mimeographed documents (WHO /Pharm /408, WHO /Рharm /408 Add.l 
and WHO /Pharm»/408 Аdd.2). 
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as published in the World Health Organization Technical Report Series. Moreover,' 

the international non- proprietary names proposed by WHO for pharmaceutical substancesI 

are of help to national administrations for the labelling of drugs and for regula- 

tory purposes. International biological standards, as well as international 

chemical reference substances,2 are also supplied through WHO for pharmaceutical 

quality control. 

10. Summary 

Consideration should be given by countries to the development of their adminis- 

tration and laboratory facilities in order to ensure effective physico- chemical and 

biological quality control of the preparations which they import. This quality 

control should, of course, also apply to drugs manufactured in the country. In this 

connexion it should be noted that a majority of the WHO Member States, whether 

developed or developing, have already started manufacturing a larger part of their 

pharmaceutical preparations within their borders. 

10.1 WHO supplies assistance in making technical staff available, in organizing 

training courses in pharmaceutical analysis; in granting fellowships, in preparing 

proposed specifications for quality control (e.g. the International Pharmacopoeia, 

minimum requirements for reagents and for certain vaccinés, "etc.), in proposing non- 

proprietary names for new pharmaceutical substances, etc. 

10.2 A well -organized quality control makes it possible to maintain an adequate 

quality of the drugs produced in the country for home consumption or for Export. 

• It enables a government to purchase competitive drugs at the bëst'pricе ; whether 

imported or manufactured in the country, provided that they have the necessary 

quality for therapeutic use. 

1 
International Non -proprietary Names, Cumulative List (WHO, Geneva 1962) and 

Lists 12 and 13 (Chron. Wld 11th Org., 1962, 16, No. 10, and Chron. Wld 11th Org., 

1963, 17, No. 10). 

2 These standards are supplied respectively by the International Laboratory for 

Biological Standards, Statens Serurninstitut, Copenhagen; the International Labora- 

tory for Biological Standards, National Institute for Medical Research, London; and 

the International Reference Centre for Chemical Reference Substances, Apotekens 

Kontrollaboratorium, Stockholm. 
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10.3 When certificates are used, care should be taken to ensure that the quality 

control at the manufacturers, and control by the authorities of the exporting country, 

are adequate (see articles 5 and 6). 

10.4 Care should be taken that adequate facilities exist to check the stability of 

pharmaceutical preparations in the country of use, since extensive deterioration may 

possibly produce toxic decomposition products. 

10.5 For countries who have not yet sufficient facilities for an adequate quality 

control, arrangements can be made to ask laboratories, national or private, in other 

countries to perform the necessary quality control on their behalf for drugs which 

they import or which are produced within their borders. In this case also WHO 

supplies regularly the necessary information. 

* * * 

In conclusion, the quality of a pharmaceutical preparation (drug) imported, as 

well as of a pharmaceutical preparation produced in the country and used in the 

country or exported, can be ascertained under the following three programmes. These 

three programmes complement each other: 

(a) Regular inspection of the manufacturing plants from which the raw materials 

and the finished products originate, of the quality control performed at all 

stages of manufacturing and on all the batches of the finished product. 

(b) Examination for quality (purity, potency, sterility etc.) in a national 

laboratory for pharmaceutical quality control (or a private laboratory licensed 

by the national authorities) of representative samples of the drug, particularly 

when it contains a new pharmaceutical substance or includes a new dosage, a new 

mixture of substances presented under a new galenical form, especially injec- 

table solutions. 

(c) The- obtainment of certificates of quality from the exporting country or 

from the manufacturer whose products are imported, provided the value of the 

certificates can be properly estimated and found satisfactory by the importing 

country (see articles 5 and 6). 

* * * 
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The Executive Board at its thirty -fifth session examined this question and 

transmitted the above report to the Eighteenth World Health Assembly together with 

the minutes of the discussions which took place at that session.l Furthermore, 

in its resolution EB35•R162 the Executive Board recommended to the World Health 

Assembly the adoption of a draft resolution which the Eighteenth World Health Assembly 

might wish to consider. 

1 Documents ЕВ35/Min/3 Rev.1 and FR35/min/6 Rev.1 (aanexed). 

2 
Off. Rec. Wld 11th Org., 140, 14. 
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1. TRIBUTE TO THE LATE EXECUTIVE DIRECTOR OF UNICEF 

The CHAIRMAN said that after the close of the previous meeting he had received 

word of the death of the Executive Director of UNICEF, Mr Maurice Pate. After out- 

lining Mr Pate's distinguished career in relief work, he said how much the members of 

the Board would miss him, and requested the representative of UNICEF attending the 

session to convey the Board's condolences to that organization and to Mr Pate's family. 

He asked the Board to observe a minute's silence. 

The Board stood in silence for one minute. 

Sir Herbert BROADLEY (UNICEF) expressed his appreciation of the Chairman's 

words, which he would certainly convey both to UNICEF and to Mr Pate's family. UNICEF 

would mourn a leader who had inspired affection as well as respect and admiration, 

who would also be missed in the organizations comprising the United Nations family, 

and by both the governments and the peoples of the countries which he had tirelessly 

visited. The understanding and common purpose which had grown up between UNICEF and. 

WHO was in no small measure due to Mr Pate's wisdom and personality. His inspiration 

would stimulate all his colleagues in UNICEF to strive more earnestly in the cause 

which he had had so much at heart - the welfare of the children in all countries and 

all conditions., . throughput the world. 

2. QUALITY CONTROL OF PHARMACEUTICAL PREPARATIONS: Item 2.5 of the Agenda 
(Resolution W1А17.41, paragraph 1; Document 35/29) 

Dr IZMEROV, Assistant Director -General, said that the quality control of pharma- 

ceutical preparations was not a new subject; in fact it had been under consideration 

since the seventh session of the Executive Board in 1951. He referred to resolutions 
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ЕВ)з.R28 and WHA17.41. Quality control became increasingly important as the years 

went by, because of the large number of new products placed on the market each year 

and the advertising campaigns carried out by manufacturers. Some products were 

exported in their final form while others were exported in bulk as pharmaceutical 

chemicals to be used as raw materials for the preparation of such products. 

Some developing countries were also beginning to manufacture pharmaceutical 

preparations and quality control at the production level by inspection was necessary. 

Testing was also required at a later stage to ascertain the stability of pharmaceutical 

preparations that might suffer from transport and storage, particularly in warm, humid 

climates. 

He outlined the salient points contained in the report, drawing attention to 

section 9, which described the assistance provided by the Organization in supplying 

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

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

biological substances. 

The report also suggested that countries develop their laboratory services to 

enable control of pharmaceutical products to be carried out. In that connexion, the 

Director- General had sent a circular letter to Member States on 28 May 1964 requesting 

them to study the possibility of ensuring that pharmaceutical preparations which were 

exported complied with the same requirements for quality control that applied to 

pharmaceutical preparations for domestic use, and also to consider whether testing 

facilities could be made available to importing countries having no such facilities. 
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The CHAIRMAN opened the general discussion. 

Professor MUNTENDAM congratulated the Director -General on the comprehensive 

report before the meeting. The testing of pharmaceutical chemicals referred to in 

paragraph 2 (a) of the report was an essential requisite in manufacturing practice, 

whether the chemicals concerned had been imported or not. 

With regard to paragraph 5.2 (d), whereas a positive statement that a pharmaceutical 

preparation exported was still on the home market would have some significance, a 

negative statement would be misleading because of the various factors involved in the 

marketing of a product in a given country. 

Speaking on the report in general, he said that, while it was certainly a step 

forward, it failed to answer the basic question raised by resolution WHA17.k1. What 

was required was some kind of international co- operation through WHO on the quality 

control of pharmaceuticals, for the sake of importing countries. He fully realized 

the difficulties of establishing such international control but there was no doubt 

that the problem was world -wide and required action on the world -wide level. 

He suggested that the Board's report to the Health Assembly on the subject should 

also cover the need to'establish international standards for the quality control of 

products at the time of manufacture, and laboratory quality control of representative 

samples of drugs. Any agreements that could be reached on such standards would be 

most helpful to the developing countries importing pharmaceuticals and would save them 

from having to depend on their own controls. 
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Dr DALY, after congratulating the Dirëëter- General. on his report, stressed the 

importance of the subject for countries whose pharmaéeutical industry and control 

laboratories were not yet developed. The`Мeasürès' recommended in the report - such 

as testing of pharmaceutical products, inspeëtïon of manufacturing plants, certificates 

of guarantee and national control laboгátoriès - were insufficient in view of the great 

needs of developing countries in pharmaceüti'cáiproducts, the multitude of preparations' 

available, and the attitude of the medical carps'which always insisted on freedom of 

prescription. He therefore favoured Professor Muntendam's proposal and was of the 

opinion that WHO should take more direct action to assist developing countries to 

obtain supplies of high -quality pharmaceutical products. 

Dr EVANG thanked the Director -General for the excellent report, which was a step 

forward, if rather a cautious one. The situation described in section 2 of document 

ЕВ35/29 was chaotic, and no -one reading the document could fail to be shocked by it 

in a century of scientific approach: 

In the case of countries flooding their own populations with drugs that had not 

been submitted to quality control, there was little the Organization could do, unless 

specifically requested, since that was a- matter for the national authorities. There 

were border -line cases where the resulting increase in resistance to antibiotic drugs 

might be harmful to neighbouring countries. From the international point of view, 

however, where drugs were imported and èxported, it was the task of WHO to attempt to 

remody the deplorable situation which had developed. The Expert Committee on 

Addiction -Producing Drugs had stressed the severity of the problem in its report. 

That committee had found it unpractical and confusing to distinguish between addiction - 

producing and habit - forming drugs and-had suggested reverting to the more general term 

"dependence- producing drugs ". Unfortunately the number of such drugs was increasing 

all the time. 
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Hе fully supported the point of view expressed by Professor Muntendam. The 

report contained in document EB35/29, while an excellent paper, was passive in 

character and contained no indication of future steps to be taken. He wondered 

whether the time had not come for WHO seriously to consider the establishment of a 

third set of health regulations, on the lines of the quarantine regulations, covering 

the quality control of drugs on the international market. With regard to current 

legislation, unfortunately other countries had not followed the lead of the United 

States of America where registration of pharmaceutical preparations had to be 

accompanied by a clear statement of side -effects, every possible toxic effect, and all 

contra -indications. Clearly it was the task of WHO to ensure that the medical pro- 

fession and those associated with it were made fully aware of the negative as well as 

the positive aspects of the pharmaceutical preparations placed in their hands, 

particularly as that problem was the subject of increasing concern the world over. 

Professor ZIDANOV also noted that document ЕВ35/29 represented a certain progress 

but, like previous speakers, he could have wished that progress to be greater. There 

had been animated discussions at the Board and the Health Assembly, both on the need 

for intensified screening of drugs for harmful side -effects, and on the concern of 

certain countries that there should be some quality control of the drugs that they 

imported. 

The report before the meeting indicated that it was desirable, not only that there 

should be quality control in the country of manufacture, but also that the importing 

country should be able to use the laboratory facilities of the exporting country for 

its own testing. That was important - but it was even more important to ensure that 

positive measures were taken to ensure for example that the importing countries knew 

what laboratories were available, under what conditions quality control would be 

carried out, what legislation was in force in the exporting country, etc. 
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A first step would be for the Organization to set up a network of laboratories to 

collaborate with it in ensuring quality control. The situation was complicated by the 

fact that in some countries, e.g. the United States of America, in addition to quality 

control by the Government, testing was also carried out by private laboratories which 

had no official status. WHO, however, had considerable experience of international 

reference centres, and the Organization's prestige would, he thought, ensure the willing 

collaboration of laboratories. Once the network was established, the importing • countries could be invited to send their pharmaceutical products to a laboratory in the 
exporting country, in the assurance that a satisfactory quality control would be carried 

out. 

Dr El- BORAI, after congratulating the Director -General and his staff on the 

comprehensive report prepared, favoured the three programmes outlined at the conclusion 

on page 10 of ЕВ)5/29 and suggested that legislation should be enforced in all countries 

to avoid relaxation of any regulations. In the case of prohibition of importation of 

a drug because it did not comply with the standards in force, tedious negotiations might 

take place between the manufacturers, claiming that their reputation had been 

prejudiced by WHO; perhaps the Director -General could suggest a way by which that might 

be avoided. 

He fully supported the views of Professor Muntendam that WHO should draw up 

acceptable standards for the safety and efficacy of pharmaceutical preparations. Study 

groups should be set up to examine the toxicity of drugs, and international procedures 

should gradually be developed. The collaboration of pharmaceutical manufacturers was 

essential, because it was easier for tests to be carried out at the time of manufacture 
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than later. National laboratories should also exercise similar controls at a later 

stage. Thorough study should be made of the side -effects of pharmaceutical preparations 

since a drug that was a specified remedy for a dangerous disease might be used in spite 

of side- effects, whereas it would be unwise to use it for a minor illness. 

Professor GERIC recalled that the policy of WHO teas set forth in various 

resolutions adopted following thorough discussion of the matter. He would be grateful 

for information as to the number of national laboratories for physico- chemical and 

biological control of the quality of pharmaceutical preparations established with the 

assistance of WHO, and referred to the first sentence in section 9 on page 8 of the 

document. He wondered how many of them, in regions such as Africa, South Asia and 

South America, were at present in a position to carry out a quality control of 

pharmaceutical preparations, thus enabling regional networks to be set up within a 

reasonable period. 

He referred to the number of documents, resolutions and recommendations of the 

Health Assembly and Executive Board on the subject of the control of pharmaceutical 

preparations and fully supported Professor iuntendam and Dr Evang that international 

regulations on the subject should be drawn up, on the lines of the Single Convention on 

Narcotic Drugs. By acceptance of such a convention, the manufacturing countries would 

accept obligations with regard to the quality of the drugs they produced for the 

domestic market and export. International legislation on the quality control of 

pharmaceutical preparations would be of great importance not only for the importing but 

also for the exporting countries. In any case concrete action on the lines put 

forward by the various spe &L•ars was certainly'necessary. 
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Sir George GODBER said that document RВ35/29 was a useful interim report but did 

not constitute the final word on the subject. The problem was not so much to arrange 

for the screening of new drugs appearing on the market but more to control the quality 

of pharmaceutical preparations already on sale. If WHO were to frame very rigid 

regulations on the quality control of such preparations, it might severely hamper the 

pharmaceutical industry. Moreover, compliance with very strict regulations would be 

extremely time -consuming, and that might mean that the drugs examined would have ceased 

to be useful by the time they had been approved. 

Legislation in a great many countries, including his own, was not as yet in a 

position to make the control of drugs in the course of distribution as effective as it 

might be. Future legislation might, however, achieve standardization of pharmaceutical 

preparations, as had been done for biological products, which were more suitable for 

batch standardization; pharmaceutical preparations, on the other hand, required a 

running check on the chemical substances of which they were constituted. It was not 

possible to get guarantees from producing countries that a given drug would be of a 

certain potency when used. Drugs were not always of the same strength and changes 

occurred during storage, so there must be a check carried out in the country where 

they were to be used. The suggestion of Professor Zdanov to use a network of 

laboratories for that type of checking could well be a move in the right direction. 

The first and most important check should be carried out in the country where the drug 

was manufactured, and another check should be made in the country to which the drug 

was then exported; subsequent checks should then be carried out periodically while 
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the drug was in use. Naturally it would take time before a satisfactory system could 

be devised and put into operation. In the meantime the Report could be looked upon 

as a step towards a solution but not as a solution in itself. 

Dr ALAN associated himself with previous speakers in expressing thanks and 

congratulations to the Director -General for the document. 

There were two categories of countries involved: some produced drugs and others 

were consumers and importers of those preparations. Certain of the producing 

countries exercised some form of control but some carried out no control at all; 

likewise, among the importing countries, some were able to check the quality of drugs 

imported, but in a great many countries that was not feasible. Consequently abqut 

two -thirds of the world population had no guarantee as to the quality of the drugs 

they were receiving. The problem was worldwide and required immediate attention. 

WHO was the most suitable organization for taking the necessary action. Not only 

were long -term measures required but, in view of the urgency of the problem, some 

short -term solution should also be found. As pointed out by previous speakers, 

international legislation could be a long -term solution; national standards could be 

established concerning the quality of drugs and methods for analysis of pharmaceutical 

products could be laid down, but there again, that was a long -term measure. Dr Evang 

had suggested international regulations for drugs. There were already international 

sanitary regulations for quarantinable diseases and all countries were able to enforce 

them by medical examinations, compulsory vaccination, and so on; but even if such 

regulations existed in regard. to pharmaceutical products, a great many countries would 

be unable to apply them because they would not have the means for carrying out the 

necessary tests on pharmaceutical preparations. 
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The suggestion put forward by Professor Zdanov and supported by Sir. George Godber 

was an interesting one and might provide a solution for the problem within the 

foreseeable future. It might be possible to use some well -known international 

laboratories to ensure the proper quality of pharmaceutical preparations entering the 

importing.countries. WHO should assu,me responsibility in that field and try to find 

a solution to the problem, which was increasingly serious. 

Dr EVANG, in reply to Dr.Alan, said that he-had been referring to Article 21(d) 

of the WHO Constitution. Perhaps it had caused confusion because he had used the 

word in connexion with the regulations he would like to see established 

for the quality control of pharmaceutical preparations. Article 21(d) clearly called 

for standards to be established with respect to the safety, purity and potency of 

drugs moving in international commerce. His feeling was shared by many members of 

the Board that WHO should consider taking steps to establish such regulations, as was 

indicated in the Constitution itself. 

The whole problem was very complex; as Sir George Godber had said, even when a 

drug had been duly accepted and registered, it might deteriorate over a certain period 

of use and would certainly not be acceptable for ever. Most drugs became out of 

date and were superseded by new drugs long before they had managed to cure the disease 

for which they had been invented; with a very few exceptions, drugs had a 

relatively short life. In his opinion, either under Article 21 or by means of some 

other procedure, an international convention or regulations should be established 

under the sponsorship of WHO. Such international regulations could be devised 

without unduly hampering the manufacturers of pharmaсeuticrll preparations. Many 
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countries of the world would undoubtedly be glad to co- operate in оme form of 

international legislation, since the present state of chaos was extremely undesirable 

from every point of view. -At present the more conscientious producers were at a 

disadvantage compared with those who were less so; it would therefore be in the 

best interests of the pharmaceutical industry if WHO could introduce international 

regulations to control the quality of all pharmaceutical preparations. 

Dr DOW said that at present the importing countries, which were in the majority, 

were compelled to conform to the legislation of the producing countries; they were 

exposed to the pressure of new drugs which suddenly appeared on the market, and some 

order should certainly be established. 

Before speaking of international quality control, it was absolutely essential 

to establish some international standards. At present each exporting or producing 

country had its own standards and laws but there did not seem to be any standards at 

the international level which could guarantee that a given drug had been checked and 

found to be safe. For that reason he supported Dr Evang's proposal. That solution 

would be a long -term one, but it was essential to establish international standards 

before beginning to consider any form of international control. 

The three solutions proposed on page 10 of the document were not suitable for 

the importing countries. Most of them had limited financial resources and they 

could often not envisage establishing even one national laboratory. There were also 

difficulties involved in sending drugs for checking to another country where laboratory 

facilities existed - especially in the African Region, where atmospheric and climatic 

conditions were likely to have deleterious effects on the drugs being transported. 

If the drugs were sent to a laboratory in the exporting country, guarantees as to 

their safety would be less sure. 
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The problem therefore required more extensive study and, on that basis, WHO 

could produce an effective plan for the control of pharmaceutical preparations, 

which would do a great deal towards reassuring the importing countries. 

Dr GUNARAТNE thanked the Director -General for the interesting document. He 

wished to bring to the attention of the Board the point of view of the developing 

countries, which were encountering many difficulties as they were importers of 

pharmaceutical preparations. As had been suggested, importing countries should 

use their national laboratories to carry out control of imported drugs, but unfor- 

tunately most of the developing countries did not have laboratories that could carry 

out quality control; they therefore had to depend on certificates of quality issued 

by the exporting country or by some supervising organization. 

Dr Evang had quoted passages on page 2 of the document to the effect that a 

pharmaceutical preparation made in an exporting country would often have, as the 

active drug or drugs, pharmaceutical chemicals produced in another country, without 

the manufacturer in the exporting country having sufficient knowledge of what testing 

had been carried out on those chemicals. Furthermore, some countries imported • drugs wholesale and then for some reason exported those drugs. The situation was 

thus even worse than was stated in the document. 

Reliance on the certificate of quality issued by the exporting country raised 

a very serious problem: most of the developing countries - and he could speak for 

his own - that wanted to import drugs operated on the tender system because they 

were obliged to look for the cheapest drug on the market. Many countries submitted 

tenders for the same drug, and the developing country had not only to consider which 

source was, the cheapest, but also whether that source could provide a certificate 

of quality. 



Г�В35./I�ÍinCj Rév.1 - 96- 

In view of all those difficulties,; he would suggest that, instead of having a 

certificate of quality issued by the country exporting the drug, an international 

certificate of qtt' i1tÿ -should be devised and sponsored by 10. The importing 

countries would have far more security regarding the safety, purity and potency of 

drugs if they could rely on an international certificate rather than a national 

certificate as at present. 

Dr SUВANDRIO expressed her appreciation of the document and considered that it 

constituted a step forward in comparison with documents on the same subject that had 

been prepared for earlier meetings of the Executive Board. 

The underlying idea in controlling drugs was to ensure protection for the 

peoples of the world, about two - thirds of whom lived in countries that had to import 

drugs. It might be a solution if a resolution could be adopted to the effect that 

some kind of certificate must be given to guarantee the quality of drugs supplied 

by the exporting country. Such a method of certification would not be 100 per cent. 

satisfactory, and it might not even be 100 per cent, possible; nevertheless some 

protection would be given. 

A suggestion had been put forward that the importing countries themselves should 

arrange for the examination of imported drugs in laboratories established in their 

own countries. That was an excellent idea but many of those importing countries 

were also developing countries and they could not set up appropriate laboratories in 

a short space of time; meanwhile their peoples were needing drugs very urgently. 

Perhaps there could be some form of international co- operation, such as an inter- 

national or regional conference on the subject. Such a conference could be attended 

by all countries that would like to participate in establishing a co- ordinated method 
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for the control of drugs in every country; co- operation could consist in establishing 

laboratories to examine the quality of imported drugs. ?erhaps WHO could encourage 

the convening of a conference to undertake a study of how drugs could best be 

examined, since that was a vital matter for the importing countries. 

Another excellent ides: that had been suggested during the discussion was the 

issuance of international certificates guaranteeing the quality of drugs. Such 

certification would not unduly restrict the action of manufacturers, since respec- 

table manufacturers who maintained proper standards could always obtain such an 

international certificate without difficulty; in fact, the system would probably 

be to the advantage of their export drive. 

Dr ТТгВORAI warmly supported the proposal put forward by Dr Evang for some 

kind of international regulations under the auspices of WHO. He would suggest 

that the Executive Board should submit a resolution to that effect to the Eighteenth 

World Health Assembly. 

Ьr EVANG said that he had been referring to resolution ЕВ8.R10 of the Executive 

Board at its eighth session; he quoted paragraph 3 of the operative part. At that 

time, 1951, the Executive Board had been of the opinion that the International 

Pharmacopoeia should be embodied in international regulations but the following 

meeting of the Board in 1952 had reversed that decision, as could be meen from 

resolution EВ9.R95. Owing to the termination of the Brussels Agreements of 1906 

and 1929 (referred to in the second paragraph of the preamble to that resolution), 

the International Pharmacopoeia had been retained as a recommendation by the World 

Health Assembly. 
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It was now open to the Executive Board to revise the decision taken at its 

:21nth session and ask the Eighteenth World Health Assembly to make the International 

Fria_°macopoeia the subject of a third set of health regulations. All countries, 

wh-.ther exporting or importing, would then be absolutely sure that no drug could 

be produced unless it had been properly tested in accordance with the provisions of 

th International Pharmacopoeia; that would provide sufficient security if such a 

procedure were acceptable to Me -ber States. 

Dr DALY said that, after reading the text of resolutions FR8.R40 and FR9.R95, 

he h d the impression that they related to two different things. Resolution 

EB8.R40 referred to the International Pharmacopoeia whereas resolution RR9•R95 

refs -rеd to "potent drugs ". 

The DEPUTY DIRECTOR- GENERAL said that Dr Daly was quite right in his assumption; 

resolution EB8.R40 dealt exclusively with the problem of whether or not the Inter- 

national Pharmacopoeia (then in its first edition) should become a set of regulations 

bа:, d on the Constitution, whereas resolution ЕB9.R95 referred especially to "potent 
� н 

гtou'', since it was based on the Brussels Agreements, which had been terminated. 

iowever, as Dr Evang had said, in the second preambular paragraph of resolution 

ЕЕ').95 the Executive Board had reversed its decision to recommend to the Assembly 

that the International Pharmacopoeia be embodied in international regulations, 

considering that it would be sufficient for it to retain the character of a simple 

rcccmmendation conferred on it by the Third World Health Assembly. 
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DrEvang's statement was perfectly correct, but some confusion had arisen 

because the resolution spoke of the Agreements known as the Brussels Agreements for 

the Unification of ?harmacopoeial Formulas for Potent Drugs (in French, " médicaments 

héro!ques ");. but they were already obsolete since the International Pharmacopoeia 

applied to all drugs and not only to "potent" drugs. 

Mr BLAW (Pharmaceuticals) said that the Director -General's report (document 

Fн35 /29) was an attempt to elucidate the.very complex situation concerning pharma- 

ceutical preparations that were exported as raw material for the manufacture of semi- 

finished forms, preparations in bulk to be packed in the importing country, and 

specialities packed ready for. use. The quality control of the different stages of 

preparation of a finished product packed ready for dispensing to the patient had to 

be carried out by the manufacturer, and the quality of a pharmaceutical preparation 

depended on the quality of manufacture at all stages and on the excellence of the 

quality control at all stages. 

The quality must be checked at all stages of manufacture, and they might be 

numerous; that applied also to raw materials coming from the manufacturer himself, 

from other manufacturers in the country, or from other countries and entering into 

the manufacture of the finished product. The control at the time of manufacture was 

therefore of the utmost importance, as it might be the only safe criterion for the 

quality of packed products placed on the market. 

As had been explained at previous discussions among WHO specialists on the 

quality control of pharmaceutical preparations in the -- various countries, it was very 

important to ascertain whether each manufacturer was ab e to exercise an adequate 
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control over every batch of all preparations he offered for sale, in order that the 

public and the medical and pharmaceutical professions should have adequate protection 

in respect of the safety and usefulness of the products offered; that had been 

brought out in the report of a study group held in Geneva on the subject. 
1 

Another 

technical meeting of specialists on the quality control of pharmaceutical preparations,2 

held under the auspices of the WHO Regional Office for Europe in 1961, had come to the 

same conclusions. It was expected that further discussions of specialists would be 

held at regional level to deal with the subject, with a view to_unifying efforts to 

bring into effect the necessary arrangements for quality control. 

One difficulty arose because countries had different legislation-And..reguJatiоn 

for quality control, whether for imported drugs or.for drugs legally manufactured in 

the country: More important still was the fact that, pharmaceutical preparations on 

the.'market,in.ёi,fferent. countries were often different and could not be easily compared, 

so that it was difficult to reach.a satisfactory solution by means of certification of 

quality by the exporting country. Discussions held at the international level under 

the auspices of WHO would assist legislators and specialists on quality.çontrol of 

drugs tó unify their. efforts to harmonize the preparations in the different countries, 

with a view to introducing common facilities for quality control. 

1957, 

1962, 

138, 26 -27. 

24 -26. 

1 Wld 11th Org. techn. Rep. Ser., 

2 
Wld 11th Org. techn. Rep. Ser., 249, 
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The report described the arrangements that were possible when certification was 

not fully satisfactory, and also indicated the different possibilities for exporting 

countries to have samples of drugs examined by an authority in the exporting country, 

either a private or a national laboratory, or by a laboratory in another country. 

WHO already supplied information to any country requesting it concerning laboratories 

where such quality control could be effected. Other possibilities existed in the 

country itself, where in many cases there were faculties of medicine, pharmacy or • sciences or national biological laboratories that could undertake satisfactory quality 
control of certain drugs: when tenders were obtained by a government on a finished 

pharmaceutical preparation or raw material, it would be possible for the institute or 

faculty to give the results of analyses and indicate whether the preparation was 

satisfactorÿ, in which case the lowest bid could be accepted, provided it had the 

required quality. 

Specifications had been prepared by WHO and were contained in the International 

Pharmacopoeia, which had first been published in 1951 -1952 and now consisted of three :, 

volumes, which could provide a basis for unifying specifications in the different • countries. The recommendations of WHO on the.nse of those specifications at the 

national level, whenever they were found acceptable by the authorities dealing with 

quality control, had given good results and they provided a good basis for the estab- 

lishment of national specifications_ The second edition of the International 

Pharmacopoeia, soon to be published, should give a very complete set of specifications 

for quality control in respect of about 85-90 per cent. of the modern pharmaceutical 

substances now on the market, singly and in different mixtures and dosages, in finished 

packings or otherwise. 
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Another difficulty in establishing quality certificates at the national level 

would be the fact that countries would have to change their national legislation in 

many instances. When a manufacturer recived an order from an i�аporting country 

for a certain drug in finished packaged form, and the same preparation was not on 

the market in his own country (except in a different mixture or dosages), then it 

could not be considered a product offered for sale in his own country and consequently 

could not necessarily be certified by the exporting country. Moreover specifications 

for pharmaceutical substances in the importing country might be different from those 

in the exporting country, so that it was difficult for an exporting country to give a 

certificate. 

The foregoing was an attempt to answer the questions, suggestions and construc- 

tive criticism that had been made by members of the Board in the course of discussion, 

The clinical and pharmacological evaluation of drugs had been dealt with separately by 

WHO, and was described in resolution WHА17.39; the recommendations embodied in that 

resolution were, currently being executed by the Director -General. 

The CHAIRMAN' suggested postponement of further discussion until a small drafting 

group had produced a text for consideration. 

Decision: A drafting group was set up consisting of Dr Evang, Professor Zdanov 
Sir Gеorge Godber, Dr Alan, Dr Gunaratne and Professor Muntendam. 

(For consideration of report of working group, see minutes of the sixth meeting, 

section 5). 
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З. INTERNA'1IONAL STANDARDS AND 'ÜNITS FOR BIOLOGICAL SUASтANCЕS : Item 2,6 of the 
Agenda (Articles 2(u), 21(d) and (е) and 23 of the Constitution; Resolution 
WHA3.8; . Document ЕБ35/2 ) 

The DEPUTY DIRECTOR- GENERAL said that the action the Board was invited to take 

under item 2.6 conformed to a wish expressed at the first meeting in connexion with 

the report by the Expert Committee on Вiologinal Standardization, by Professor Zdanov 

and others, namely that it was important to ensure that international standards and 

units for biological substances were not only established but actually applied both 

in WHO's programmes and by Member States. 

The purpose of the Director -General's report on the subject (document FВ35/2) 

was to confer a formal character, by way of WHO recommendations, on the standards and 

units established by the Expert Committee on Biological Standardization. During 

recent years those standards had been brought to the attention of the Member States 

through the reports of expert committees, which were widely circulated and were 

accepted in scientific circles as a firm foundation for standardization at the country 

level but without any legal standing. Indeed, as the -Вoard knewy the-reports-of expert 

committees carried a note stating that they contained the collective views of an 

international group of experts and did not necessarily represent the decisions or the 

stated policy of WHO. There was certainly some inconsistency between the fact that 

WHO was actively engaged in promoting international standards and units for biological 

substances and that note. 

There was an Article in the Constitution - Article 21 - already mentioned by 

Dr Evang in the course of the meeting, empowering the Organization to adopt regulations, 

but there was no question of doing that in the present instance. However, Article 23 

did аonfer upon the Health Assembly the authority to make recommendations to Members 
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with respect to any matter within the competence of the Organization, and it was in 

view of that provision that the Third World Health Assembly - which had shown a 

special interest in problems of pharmacological and biological standardization - had 

adopted resolution WHA3.8 recommending that Member States recognize officially the 

thirty -seven international standard preparations and units listed in the resolution. 

Owing to an omission, difficult to explain, the Secretariat had not submitted at 

regular intervals a similar resolution to the Health Assembly. It accordingly 

presented a suggested draft in document FR35/2 (pages 6 -9) on the lines of the previous 

one, which the Executive Board might wish to recommend for adoption by the Health 

Assembly. It would invite or recommend Members to recognize officially the inter- 

national standards and units enumerated in the list and that they be introduced into 

the national pharmacopoeias. Such action would meet the concern expressed at the 

first meeting during the discussion on item 2.3, and would entail the Director -General 

being invited to inquire periodically from Members regarding the use being made of 

international standards in their countries, which would be consistent with the spirit 

of Article 62 of the Constitution. 

He could say at once without waiting for the replies that the standards were 

already being widely used, as each year thousands of requests for international 

standards were received from national laboratories for purposes of national 

standardization. Nevertheless it would be useful to obtain more precise information 

on the subject. 

Regarding the list contained in the suggested draft resolution, he said that some 

of the standards had already been included in resolution WHA3.8, some had been replaced, 

and a few had been abandoned. Thus, the new list would cancel and replace that of the 

previous resolution and would bring the matter up to date as of the beginning of 1965. 
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In the future the Secretariat would recommend, once the number of new standards justi- 

fied it, that from time to time the Board should invite the Health Assembly to establish 

supplementary lists. 

Professor ZDANOV commended the Director- General on a good piece of work and 

expressed support for the suggested draft resolution. He hoped that in future the list 

would be revised et more frequent intervals. 

Dr EL- DORAI, referring to the reoоm.!ei� dation contained in resolution WHA3.8, said 

that biological рreduсts, such as vaccines, therapeutic sera, toxoids, hormones and 

others, were unique amongst phаг: сеиticаl products. Most of them were produced by 

using pathogenic organisms and consequently special techniques and laboratory facilities 

were required for their production and special care in handling. The preparations had 

played an important role in improving h dith in prevention,• diagnosis and treatment, and 

were now being regarded as essential. That being the case. that they should be accepted 

was of priTM:e importance to those concёггйéd with their effective use for the benefit of 

the community and to those responsible for determining their continued efficacy and 

safety. The latter could not be a achieved' s olely. by chemical and - physical means, as WЮ, 

having inherited the health fun,t oп . of the League of Nations; was. aware. Many 

countries had established naticnal ооtгој dејаitmепtѕ for biological products and had 

been greatly assisted by the interr.atiб_пa1 regulations fixed by 6I0, since they would 

enable manufacturers throughout the world to achieve án acceptablе level of quality. 

The number of international s .dndarдA•now'in existence was far greater than in 

1950 when resolution Wн .3 8 had been adepted. That resolution liad proved valuable and 

he therefore supported the proposed draft in the Director-General's report; he would 

p: efer, however, the word -"peoáucts" to be substituted for the weird "substances". 
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Dr KAREFA -SMART asked what was the meaning of the expression "second standard" 

and "third standard" which appeared in parentheses against certain items in the list 

contained in the proposed draft resolution. 

The DEPUTY DIRECTOR- GENERAL replied that once the quantity standardized had 

been exhausted another was prepared and was designated as the second or third 

standard, as the case might be. 

The CHAIRMAN submitted to the Board the draft resolution contained in the 

Director -General's report (document EB35/2, page 6), in which the Board proposed for 

adoption by the Health Assembly a resolution recommending inter alia that Member 

States recognize officially the international standards and units enumerated in that 

resolution. 

Decision: The draft resolution was adopted.1 

4. DEVELOPMENT: OF THE MALARIA ERADICATION PROGRAMME: Item 2.8 of the Agenda 
(Resolution WHA17.22; Document RR35/12 and Corr.1) 

Dr KAUL, Assistant Director -General, introducing item 2.8, said that the global 

eradication programme continued to pursue its objective. Chapter 1 of the report on 

the development of the malaria eradication programme (document EB35/12 and Corr.1) 

was devoted to general progress and indicated that during 1964 the number of people 

living in areas where transmission of malaria had stopped or final eradication of the 

disease had been achieved had increased by over 115 million compared with 1963. 

1. Resolution FR35.R9. 
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The malarious areas of the world could be classified into three categories. 

First, those very large areas where the vector was amenable to residual insecticide 

attack, and where suitable administrative facilities existed. That first category 

covered approximately 72 per cent. of the population living in the originally malarious 

areas. The second covered those areas where insecticides alone had proved unable to 

interrupt transmission due to technical problems, and amounted to about 1 per cent. 

Those problem areas required a concentrated effort by the governments concerned, not • only to establish the nature of the causative, factors but also to provide reserves 
of staff and resources to implement remedial measures. In some instances where 

technical difficulties had arisen, vital additional financial provision for supple- 

mentary attack measures, which might well have resolved the problem had they been 

applied rapidly, had been lacking. The third category included the countries and 

areas where existing administrative facilities were not sufficiently developed for 

eradication -programmes to be immediately initiated. It contained the remaining 

27 per cent. and would advance on the road to eradication according to the availability 

of staff and resources for extending the, health services. 

The population in the maintenance phase was 28.6 per cent. higher than in 1963: 

advances in that phase had been recorded in all regions where eradication programmes 

were in progress. Two further countries, Hungary and Spain, had been entered on the 

official register of areas where malaria eradication had been achieved. Table 1 in 

the report showed that the population of areas in the maintenance and consolidation 

phases freed from the risk of endemic malaria now amounted to 813 million, or 52.5 per 

cent. of the population of the originally malarious areas of the world. The popula- 

tion of areas where eradication programmes had not yet started showed a decrease of 
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13.7 million compared with 1963. It was significant that the population not yet 

covered by malaria eradication programmes had been reduced in spite of the natural 

increase in population. That population of 383 million included 80 million people 

from countries where the programme was being conducted by stages and 170 million 

living in countries where twenty -three pre -eradication programmes were being under- 

taken. ft the end of 1964 ten further pre -eradication programmes, covering a 

population of 30 million, were under negotiation or awaiting the assignment of WHO 

staff following the signature of the plan of operations. 

Although the world -wide eradication programme had been outstandingly successful 

in many areas, obstacles were not unexpectedly being encountered in some areas in 

pursuing the programme. In many instances, they were due to operational factors 

such as inadequate financial and personnel support and the low priority given to 

programmes, or to political instability and insecurity. But in other cases there 

were technical factors which, by reducing the effectiveness of residual insecticides 

in interrupting transmission, had delayed progress. 

The population in areas with technical problems amounted to about 1 per cent. 

of the total population covered by malaria eradication operations. Those areas had, 

however, attracted a great deal of attention because they had upset the programme 

phasing and had resulted in unexpected expenditure for the governments and the 

assisting agencies. 

Chapter 2 of the document dealt with operational aspects in eradication 

programmes, and pre -eradication programmes. In planning programmes there was often 

evidence of a considerable lack of realism in relation to the time factors involved 

in efficient programme management: for example, before a plan of action for a particular 
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period of time had been accepted by all the government ministries involved, the 

period covered by the plan might have already elapsed. Consequently, the 

effectiveness of forward planning and management of the material and manpower 

facilities were seriously limited. In a programme involving biological factors - 

man, the mosquito and the parasite - planning should allow sufficient flexibility to 

be able to absorb the delays which might arise before attack measures become fully 

effective. 

Much attention has been paid to the necessity for the full participation of 

public health services in malaria eradication programmes. A number of meetings 

on the subject had been held during the year by the Organization and at country 

level. 

In surveillance operations, which formed an еs7,cntial part of the later stages 

of the attack phase and were the sole activity after the withdrawal of spraying, 

insufficient development of passive case detection had been observed in certain 

programmes; however, improvement had been noted during the past year in the coverage 

obtained in a number of countries. There had also been an improvement in the 

epidemiological investigation of_ positive cases reported, but still more effort was 

required. The eleventh report of the Expert Committee on malaria, which had been 

dealt with under item 2.3, had drawn attention to the need for the complete 

integration of entomological activities with the over -all epidemiological evaluation 

throughout all phases of the programme. 
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When planning new pre- eradication programmes, it could be said that it was never 

premature to implement them in a malarious country: it was the essential and logical 

first step in any country whose general administrative and health services had not yet 

reached a level that would enable it to undertake an eradication programme. A 

pre -eradication programme could be tailored to meet the needs of any local situation 

and to suit the resources in each case. It might in some instances be completed 

within two years or so, if the health and malaria services had only a few lacunae to 

fill, but in others it might take a much longer period. In pre -eradication programmes 

already in operation the development of the health infrastructure had been in general 

slower than had been hoped, though in a number of cases sound comprehensive plans to 

that end had been elaborated, and a start had been made on the training or re- training 

of personnel to staff the health posts. 

Chapter 3 of the report dealt with the registration of areas where malaria had 

been eradicated. The Organization maintained two registers of areas of the world free 

from malaria: the official register of areas where malaria eradication had been 

achieved, and a supplementary list of countries or areas where malaria had never 

existed or had disappeared without specific measures. Those two registers were 

reproduced twice yearly in the Weekly Epidemiological Record. 

Chapter 4 was concerned with the protection of areas freed from malaria. The 

maintenance of malaria eradication in any country was the responsibility of the 

national health service of the country concerned. The prevention of the reintroduction 

of malaria had become increasingly important with the increase in the number of areas 

now freed from the disease. As malaria ceased to be an epidemic disease in many 

countries, medical officers began to forget the disease as a possible diagnosis. On 
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the individual plane that could and did result in fatalities from time to time. On 

the public health plane, the misdiagnosis of what was actually malaria could result 

in a resumption of transmission. It was therefore necessary not only constantly to 

remind the national health services of that danger, but it was also essential that 

the medical profession as a whole should be aware of malaria as a disease entity. 

For that reason, all schools of medicine and public health must continue to give due 

attention to adequate teaching on both the clinical and public health aspects of 

malaria, and emphasis should be placed particularly on the importance of blood 

examinations in all cases of fever not obviously due to causes other than malaria. 

Chapter 5 dealt with problems in malaria eradication and the approach to their 

solution. The Seventeenth World Health Assembly had drawn attention to the so- called 

problem areas and had urged that intensive studies of the factors responsible should 

be undertaken. Those were areas where a combination of the different methods of 

attack available would need to be employed, at an additional cost to the programme. 

The general causative factors of problem areas were due to man, the vector and the 

parasite; of these the mosquito factor was by far the most important. The 

comprehensive list of those causative factors and the methodology for studying them 

were given in the tenth report of the Expert Committee on Malaria, and the entomological 

methods of investigating problem areas were considered further in the eleventh report. 

The problem of drug resistance to malaria parasites, which so far had not 

hampered the progress of malaria eradication programmes, could if it spread have 

repercussions on programmes, particularly in their final stages where reliance was 

to a great extent placed on chemotherapy. Experience so far had shown that there were 

far more reports of drug resistance than actually proved instances of resistance. 
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The Scientific Group on Drug Resistance of Malaria Parasites, which had met in Geneva 

in October 1964, had defined drug resistance and had developed a standard methodology 

for undertaking investigations in instances of suspected drug resistance. 

Both the resistance of vector mosquitos to insecticides, and the behaviour 

responses of the vector which rendered the insecticide ineffective, could be the 

cause of failure to interrupt transmission. The early recognition of those vector 

reactions was of great importance to enable alternative attack measures to be 

instituted. 

During the year there had been little change in the number of species of 

mosquito resistant to insecticides, though one further vector, A. funestus, had been 

found to be resistant to dieldrin in a few areas in Africa. 

Chapter 6 dealt with the promotion of technical methodology and procedures. In 

order to carry out its role of technical leadership in malaria eradication, the 

Organization provided the means by which technical policies, methodology and procedures 

could be reviewed at frequent intervals. That was done primarily through meetings of 

expert committees and study groups, Malaria conferences and technical meetings served 

a multiple purpose. They provided a platform through which new policies and concepts 

could be disseminated and their application discussed and a forum in which experiences 

could be shared and problems and their solutions studied. In addition, technical 

information and advice were furnished through the preparation and distribution of 

technical literature both printed and mimeographed, as well as through the services 

of the Organization's technical staff. 

During the year, in addition to the meetings of the Expert Committee on Malaria, 

and the Scientific Group on Drug Resistance of Malaria Parasites, an inter -regional 

malaria conference had been held in Tripoli, Libya, from 28 November to 5 December. 



- 113 - EB35»2-irn/3.-_ Rev.1 

Chapter 7 dealt with research, The general policy of the Organization in the 

matter of malaria research was to give priority to problems which had a direct and 

almost immediate bearing on malaria eradication. During 1964, thirty -seven research 

projects had been assisted by the Organization in twenty -six countries. Those 

projects included ten on the parasitology of malaria, four on epidemiology, six on 

immunology, eight on chemotherapy, and nine on entomology. Amongst 'the types of 

projects being given high priority were those concerned with the development and 

evaluation of new potential antimalarial drugs, studies of immunology, of simian and 

rodent malaria, improved methods of blood examination, studies of the behaviour of 

malaria vectors as regards insecticides, and possibilities of biological control of 

vectors. 
. 

Chapter 8 was concerned with insecticide field trials. Two such trials were 

being carried out with organo- phosphorus insecticides, one on malathion in Uganda and 

one with a code -named product 0MS -43, in Northern Nigeria. In the case of the 

project in Uganda, the epidemiological information so far available indicated that 

malaria transmission could be interrupted with that insecticide in that area. The 

trial with OMS -43 had not been proceeding long enough for conclusions to be drawn. 

Chapter 9 covered the training of national malaria eradication staff. In the 

five centres in Lagos, Lomé, Manila, Sao Paulo and Maracay, ten courses had been held 

and 198 persons trained. A number of senior national personnel had been assisted under 

the exchange of malaria workers scheme to visit other country eradication programmes. 

Chapter 10 dealt with the WHO technical advisory services. 

The appendix to the report gave information on the status of malaria eradication 

by regions in greater detail. 
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Professor ZDANOV recalled that in February 1955 the Executive Board had adopted 

resolution EB15.R67, recommending to the Eighth World Health Assembly the adoption of 

a resolution on malaria eradication throughout the world, which was the object of 

national programmes in combating the disease. That recommendation had taken the form 

of resolution WHА8.30 of May 1955, the main purpose of which had been to achieve 

eradication by regular insecticidal operations. During the ensuing decade governments 

and peoples had undertaken a vast operation requiring an enormous expenditure of effort 

and resources. Malaria had been largely eliminated in many areas and virtually 

eradicated in a number of economically advanced countries such as the Soviet Union, 

the United States, Italy and others. 

While paying tribute to what had been done by WHO, he was bound to point out 

that for some years attention had been drawn to the imperative need for a revision 

of the methodology recommended by the Organization. 

Expensive operations were being conducted in the foci of persistent endemicity, 

as indicated in Table 1 of the report under discussion. In many areas ver.tor 

resistance had developed and had been a factor in prompting the adoption of the 

resolution on global eradication; but the information contained in section 5.2 of the 

report on that point was extremely incomplete. 

The slow rate of progress in eradication programmes in many countries had 

aroused disappointment that might threaten further progress in a campaign that had 

already been delayed. The absence of a comprehensive survey evaluating the real 

position at the present time, and the uncertainty about future possibilities, were 

reinforcing the pessimism felt by governments and malariologists. 
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The analysis of the status of malaria eradication by regions submitted in the 

appendix to the report was very inadequate. While appreciating the Secretariat's 

work he could not be satisfied with that section and continued to thick that (as 

• proposed by one delegation to the Sixteenth World Health Assembly) the only solution 

was to set up an authoritative committee properly empowered to appraise the achieve- 

ments and shortcomings of countries and of WHO's Secretariat during the past decade, 

10 
so that it would be possible for the Eighteenth World Health Assembly to form, an 

objective picture of the situation and to recommend the necessary measures. 

The report under discussion placed more emphasis on positive features so as to 

focus attention on them, but a detailed examination of the problem revealed that the 

successes achieved, added up to a vast operation conducted in India, with very little 

having been done in Africa. . The report was silent about the reason for failures and 

uncertainty about the future apart from a few brief and inadequate comments on the 

subject. 

Paragraph 4 of resolution WHA16.23 had been adopted, after a lively discussion, 

. by an overwhelming majority. Unfortunately two years had elapsed, but the study 

which the Director- General had been asked to make had not yet been submitted nor did 

it appear in the present report. The tenth anniversary of the campaign seemed an 

appropriate moment for such a study to be presented and he proposed that the 

Director -General be asked to do so in time for submission to the Eighteenth World Health 

Assembly, particularly in view of the enormous expenditure, both national and 

international, on the eradication programme. It was imperative to outline future 

prospects with precision and realism. He in no way wished to imply that the campaign 

should be delayed or abandoned: there could be no question of leaving unfinished 
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what had been begun, but a critical analysis of the reasons for failure could help to 

improve methods, tactics and strategy throughout the world so that the ultimate aim of 

total eradication could be achieved, though admittedly it was likely to take a long 

time. 

Dr EL -ВORAI said that the Director -General's comprehensive report provided a 

striking survey of WHO's work and a detailed description of each phase in the 

eradication operations. As long as malaria existed in any country or continent there 

was always a danger of it being exported to others, particularly as a result of the 

ease of modern communications. WHO's aim was rightly total global eradication, which 

was by no means easy to achieve since many countries needed trained personnel or were 

suffering from markedly low standards of economic and social development. That situation 

meant that WHO should be ready on all occasions to assist countries, even in the remotest 

corners of the world, to improve the economic and social conditions of their peoples and 

to free them from the scourge of malaria. Health was an essential prerequisite of 

peace and security and called for the widest co -e perdtion between all States. The 

advanced countries should pledge their financial and intellectual resources to obliterate 

the gulf between them and the less fortunate. It was the solemn duty of rich nations 

to help the poorer ones to escape from the rut of disease. 

It was important to determine exactly why transmission persisted in certain areas, 

while it had been interrupted in others with the same conditions. The causes might be 

established by means of preliminary epidemiological investigation of individual cases and 

by an entomological study on the degree of contact between man and mosquito. If 

persistent transmission were due to the faulty use of insecticides, that should be 

corrected; possibly a gradual switch to another insecticide might be found necessary. 
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Chemotherapy and larviciding should be considered if insecticides continued to fail, 

and that would include the radical treatment of confirmed cases and mass drug 

administration. Chemotherapy was not an easy operation, because it was difficult 

to achieve the degree of coverage needed to interrupt intense transmission. 

Successful antilarval measures depended on a high standard of operational 

efficiency and careful checking, and should be regarded as an adjunct rather than a 

substitute. 

Hе hoped that the Expert Committee on Malaria would continue to tackle 

vigorously the difficulties in problem areas. 

Commenting on immunity, he said that it had been found that the gamma -globulin 

fraction extracted from the serum of a person with a high degree of immunity produced, 

after purification, a great reduction in parasitaemia among young children suffering 

from clinical malaria. It had been found that in endemic areas a state of equilibrium 

existed between host and parasite and it appeared that every adult in such areas was in 

a state of permanent parasitaemia. Thus persistent transmission might well prove to 

be a continuous problem which could only be overcome by perfect case- finding. 

A great deal of attention should also be given to another epidemiological 

problem, namely a renewal of transmission, as a result of infections transmitted through 

blood transfusion, in countries where malaria had been eradicated or where the last 

stages of eradication had been reached. It was essential to determine the length 

of time during which a malaria parasite remained viable under normal blood-bank 

conditions. 
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He hoped that the Expert Committee on Malaria could solve the problems he 

had mentioned as well as others that were generally well known. 

The meeting rose at 12.30 p.m. 
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1. REPORT ON THЕ FOURTEENTH SЕSS m. OF THE .ЕЕ TONAL CON .TDEЕ: FOR EUROPE : 
Item 5.4.1 of the Agenda (Document Ев35/5) 

Dr van de CALSEYDE, Regional Director for Europe, introducing the report 

on the fourteenth session of the Regional Committee for Europe (document Ев35/5), 

said that thirty Member States had been represented and one Associate Member, 

Malta, had attended for the first time. 

Part I contained the Regional Director's report on the work carried out 

from 1 July 1963 to 30 June 1964, covering activities in education and training, 

public health administration, chronic diseases, gerontology, social hygiene, 

medical care and nutrition. The Regional Office had organized a symposium on the 

toxicology of drugs, held in Moscow in February 1964; and had been active in 

nursing education with a view to meeting the demand for nurses. He had further 

reported on work in maternal and child health, occupational health, rehabilitation, 

mental health, epidemiology and health statistics, and communicable diseases. 

In the last -named field progress had been made in three countries of the 

Region in pre -eradication of malaria. In that connexion the Regional Office 

was placing greater emphasis on the training of personnel. In addition, it had 

been able to certify eradication of malaria in a number of countries. The account 

of activities ended with environmental health, and the comments of members of 

the Regional Committee on the work were summarized in the suceeding pages. 
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Part II dealt with the action taken, first in regard to matters arising out of 

decisions of the Executive Board at its 1964 sessions, of the Seventeenth World 

Health Assembly, and of the Regional Committee at its thirteenth session. Secondly, 

on technical matters, it was reported that the Committee had discussed a paper on the 

epidemiology of home accidents and had thereafter adopted a resolution requesting the 

Regional Director to continue studies in that field, embracing limited surveys on 

mortality and morbidity from such accidents. 

Two short discussions on technical topics had preceded the technical discussions; 

the first on the value of oral revaccination against poliomyelitis and the second on 

evidence of salmonella contamination of canned food. The main technical discussions 

had been on the pre -symptomatic diagnosis of diseases by organized screening procedures; 

an account of them was appended to the report in the annex. The Committee had sub- 

sequently decided that topical discussions should be continued, and had selected 

"Causes and Prevention of Perinatal Morbidity" as the subject for the technical 

discussions at its sixteenth session. 

The next section reported on the question of accommodation for the Regional • Office. It had not been possible to start the construction of the new building 

because of certain legal obstacles that had still to be overcome. However, he was 

now in a position to state that, after four years of discussions between the Regional 

Office and the Danish Government, there was hope of an early solution, as a result of 

draft legislation placed before the Danish Parliament and designed to eliminate 

certain restrictions on building in the part of Copenhagen where the Regional Office 

was situated. The decision of the Danish Parliament was still awaited. 
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Lastly, it was reported that the Committee had accepted. invitations to 

hold its fifteenth session at Istanbul and its sixteenth session in Morocco. 

An account was given, in Part III, of the Committee's action in respect of 

the proposed programme and budget estimates for 1966. In considering the 

proposed programme as a whole, Members had made a number of critical comments 

and it had been decided to exclude four inter -country projects proposed and 

insert in their place three inter - country projects taken from the additional 

list. In addition, it had been decided to increase the provision for project 

EURO -330, assistance to European post -graduate courses for the training of health 

education specialists, by adding $ 1100 for the provision of fellowships. 

Lastly, the Committee had adopted a resolution approving the proposed 

programme and budget estimates for 1966, as thus amended, for transmission 

to the Executive Board. 

The CHAIRMAN invited comments on the report. 

Professor GERIC said he would like to confirm that the Regional Committee's 

session had been well organized and had brought valuable results. The experiment 

of introducing topical questions under the technical discussions had been highly 

successful, and most positive conclusions had emerged from the technical discussions 

themselves. In conclusion, he would thank the Regional Director and his staff 

for the good work done in the period under review. 
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Professor ZDANOц thought that the interesting report presented by the 

Regional Director served to show that the activities of the European Regional 

Office were developing along useful lines. He, too, would like to stress the 

importance of the technical discussions held in 1964, which had enabled the 

Regional Committee to take up certain specific aspects of health and medical 

science in relations between the countries of the Region. Further discussions 

of the kind should cover a broad range of questions and take account of the • varying interests and different points of view that existed in the Region, due 

to varying social structures. Those discussions might come to play an even 

more important role within the framework of the Region. The diversity of the 

countries comprising it was not always, he thought, fully represented and there 

perhaps need balance to some extent, in taking subjects 

of interest to all the countries of Europe, including the socialist countries, 

which also had outstanding scientists able to make a useful contribution. 

He would once again endorse the general trends emerging from the report, 

particularly in exchange of experience. In no other region did such a broad 

exchange of views take place, and the value of such work was enhanced by the fact 

that at times representatives from other regions were also invited to give the 

benefit of their knowledge. In that connexion, he particularly welcomed the 

good relations that existed with the continents of Africa and Asia. 

The CHA1RМAN.observed that, undoubtedly, the Western Pacific Region 

would also like to join in some of the European activities in question, if 

invited. 
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2. REPORT ON THE FOURTFRNТН SESSION OF THE REGIONAL COMMITTER, FOR THE EASTERN 
MEDITERRANEAN: Item 5.5.1 of the Agenda (Document ЕВ35/20) 

Dr ТАВА, Regional Director for the Eastern Mediterranean, introducing the report 

(document Eв35/20) said that both sub -committees of the Regional Committee had met 

in 1961, Sub -Committee A in Kuwait and Sub -Committee В in Geneva. The Government 

of atar had been represented for the first time as Associate Member in Sub- Committee A. 

The report before the Board was the co- ordinated report of the two sub -committee 

sessions, which had considered identical agendas. It was noteworthy that the con- 

clusions arrived at by the two bodies on the main items of the agenda had been 

substantially the same. 

In discussion of the Regional Director's Annual Report, the general programme of 

work carried out in the. preceding year had been examined. Subjects given priority 

had included medical education, in which field WHO's assistance to the countries of 

the Region had been increasing, particularly in the past. year.. It had been proposed 

that it should receive increasing priority in the years to come. The report of the 

meeting on medical education, held in Alexandria at the end of l963, had been sub- 

mitted to the Regional Committee, which had endorsed the recommendations contained 

therein. The Regional Committee considered that there was need in the Region for 

much closer collaboration between ministries of health, medical faculties and teach- 

ing institutions. It had been recognized that the curriculum of medical faculties 

required revision from time to time in order to meet the changing needs of the various 

countries and the Regional Office had been asked to assist in that matter by providing 

consultants where requested. A recommendation had been made that countries having 

more than one medical faculty should select a particular one to act as a model school 

for the training of doctors; and the Regional Office had been asked to give assis- 

tance to countries in the advanced and refresher training of medical educators. 
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A special project for the award of WHO fellowships to professors of medical schools 

had accordingly been included in the inter -country programme. Assistance in the 

training of medical librarians had also been recommended; a project for that purpose 

had been started in mid -1964, in conjunction with the American University of Beirut. 

Lastly, the Regional Office had been strengthened by the appointment of an additional 

medical officer under the inter -country programme of the Region, to deal with the 

subject of undergraduate and post- graduate medical education. • He went on to enumerate the various medical faculties to which the Regional 

Office was providing assistance; it was also giving help to post -graduate institutes, 

especially in the various fields of public health and tropical medicine. All that 

activity had received the full endorsement of the two sub -committees. 

In respect to fellowships, 267 had been awarded in 1964, of which seventeen had 

gone to candidates from countries not having any medical faculty of their own for 

undergraduate training abroad. 

In dealing with the question of co- operation with other organizations and agencies, 

Sub -Committee A had adopted a resolution expressing its appreciation to UNRWA for its • valuable work in caring for the health and welfare of the Palestine refugees, and 
thanking all international and other agencies for their continued co- operation in 

fields related to health. 

The programme for 1966 had been examined by the Sub -Division on Programme of 

Sub -Committee A and also by Sub -Committee B, and had received their endorsement. 

Some delegates had, however, expressed concern at the trend towards a decrease in the 

share allocated to health projects from the Expanded Programme of Technical Assistance 

funds and Sub -Committee A had included a paragraph to that effect in its resolution on 

the programme and budget for 1966. Both sub -committees had endorsed the inter - 

country programme for the Region. That programme was expanding year by year; under 



вв35/мin/6 Rev.1 - 202 - 

it, in 1964, a seminar on veterinary public health had been held in Lahore, with 

field trips in Teheran; an inter- regional seminar on malaria eradication, held in 

Tripoli; and training courses for laboratory technicians and psychiatric nursing, 

in addition to the one for medical librarians mentioned earlier. 

Resolutions had been adopted an the questions dealt with in the four technical 

papers submitted: the subjects had been: public health aspects of measles in the 

Region, with special reference to the use of vaccines as a preventive measure; public 

health laboratory services; review of some aspects of medical education; and hospital • 
pharmacy and medical stores as part of hospital administration. In an annex to the 

last paper, the requirements of a 250 -bed hospital in hospital equipment And_.srpplies 

had been set out, together with a note of the approximate cost. 

The technical discussions had been on the subject of infantile diarrhoea but in 

fact had covered diarrhoea in the first five years of life. School health had been 

selected as the subject for the 1965 technical discussions, and health aspects of 

industrialization in relation to air pollution for 1966. 

It would -be noted.. in Part V of the report that there was a special proposal by 

Sub-Committee A to commemorate the 1ptе Dr Shousha. The proposal was that a fund be • 
established on somewhat similar lines to the Léon Bernard Fund, the accrued benefits 

to be used for awarding prizes to outstanding public health workers of the region. 

That proposal was thus brought to the Boardrs attention. 

Sub -Committee A had also given special attention to resolution EB33.R36 of the 

Executive Board, on the question of the use of the Arabic language in the Regional 

Office, and had decided to refer the matter back to the Director -General for further 

consideration by the Executive Board at a forthcoming sossion. It was the view of the 

Sub -Committee that the matter should be brought to the attention of the Executive Board 
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once again because, in the circumstances of the Region, Sub -Committee A had felt that 

the wider use of Arabic would be of valuable assistance to the work of the Regional 

Office. 

It had been decided that Sub -Committee A would meet in Addis Ababa in 1965 and 

Karachi in 1966. The place of meeting of Sub -Committee B had not as yet been determined. 

The CHAIRMAN invited comments on the report. 

Dr EL-BORAI commended the Regional Director on his comprehensive statement and • excellent report; his ability was well -known and was the main factor conducing_ to- 

fruitful work in the Region. 

Dr DALY wished also to congratulate the Regional Director and his staff on their 

effective help to the health programme of the Region. He. was particularly gratified 

that the Regional Director and his staff recognized the problems of the Region in respect 

to medical education and training, a matter of basic importance for all health promotion; 

the importance attached to these problems was reflected in the decisions and resolutions 

of the Regional Committee, and given concrete form in the regional budget, where the 

relevant appropriations had substantially increased over the years. The proportion of 

the total regional budget allotted to such activities had risen from 18.82 per cent. in 

1964 to 21.32 per cent. in 1966. 

He would like to ask what was meant by the so- called "model medical schools "; was 

it implied that the instruction was of a different level or was it intended that the 

"cream" of the other medical schools should be concentrated in the one, both in respect 

to teaching and research? 

Dr ESCOBAR- BALLESTAS asked for an explanation of why the Regional Committee for 

the Eastern Mediterranean was divided into two sub -committees. 
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Dr ТАВА explained that the question of model medical schools was linked with the 

frequent need for adjusting the curricula of medical schools to meet the real and 

changing needs of the Region. The matter had been discussed in great detail in the 

two medical education conferences in the Region and also by the Regional Committee, 

and it was noteworthy that adjustments of the kind had been slow to materialize not 

only in the Eastern Mediterranean Region but also elsewhere, due to various factors, 

including some degree of resistance on the part of medical educators. The model 

medical school would be in the nature of a pilot project, to ascertain the kind of 

doctor needed to meet the actual needs of the country, through collaboration between 

the existing professors and the ministry of health and, where necessary, advice from 

outside. Should the adjustments of the curriculum and methods agreed upon in the 

model medical school prove their worth, similar changes in other medical faculties of 

the same country could follow. 

The reason for the division of the Regional Committee into two sub- committees was 

that, as could be seen from the discussion on the matter at the Seventh and preceding 

Health Assemblies, for four years the Regional Committee could not meet owing to the 

fact that a group of countries refused to sit, in regional meetings. with a certain 

Member State, The adoption of resolution W1Á7.33 decided that the Regional Committee 

could function through being divided into two sub -committees and provided a solution 

to the problem thus created, 

3. USE OF THE ARABIC LANGUAGE IN 11E REGIONAL OFFICE FOR THE EASTERN MEDITERRANEAN: 
Item 5.5,2 of the Agenda (Document EB35/26) 

Mr SIEGEL, Assistant Director -General, stated that by the report before it 

(document EB)5/26)1 the Director -General was transmitting to the Board the resolutions 

adopted by the two sub -committees of the Regional Committee for the Eastern 

1 Sее Off. Rec. W1d 11th Org., 140, Annex 10. 
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Mediterranean on the use of the Arabic language in the Regional Office. The 

Board would recall that, at its thirty -third session, the Director -General had 

submitted a comprehensive report on the matter (Official Records No. 1)2, Annex 12), 

on the basis of which the Board had adoptèd resolution EB33.н36,in which, after 

noting the conclusions of the Director -General in that report and the consideration 

given to the subject in the Regional Committee, it noted that Article 50 (f) cf the 

WHO Constitution provided a suitable means of meeting that regional need. The • resolution had further requested the Director -General to bring the decision to the 
attention of the Regional Committee at its next meeting. 

The Director -General had no further information on the matter which he would 

wish to bring to the Board's attention at the present time; he would propose to 

keep the matter under review and continue to study with the Regional Director the 

implications of the Regional Committee's proposal, with a view to reporting once 

again to the Board when appropriate. 

Dr EL BORAI recalled that as far back as the fourth session of the Regional 

Committee, the Regional Director had been requested to study the possibility, 

desirability and practicability of using Arabic, in addition to English and French, 

as a working language for the Regional Office. The Regional Director had reported 

to the fifth session that he was unable to recommend the introduction of Arabic as 

a working language for budgetary and administrative reasons. The matter had been 

discussed on successive occasions at Regional Committee sessions until the Ninth 

World Health Assembly, in resolution WHA9.25, had approved the introduction of 

Arabic as a working language in the Regional Committee from 1957. In 1961, 
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Sub -Committee A of the Regional Committee had requested the Regional Director to give 

further study to the question and report at the following session. The report in 

question had reviewed the implications- of an extended use of the Arabic language, 

or alternatively its introduction as an official and /or working language in the 

regional organization and had concluded that there was no constitutional or legal 

obstacle to either alternative considered. At the twelfth session, Sub -Committee A 

had adopted a resolution, deciding that Arabic should be used as an official language 

of the Regional Office and requesting the Regional Director to take the steps necessary 

to implement that decision as from 1965. That resolution had been brought to the 

Board's attention at its thirty -first session, when the decision had been taken to 

defer action upon it on the grounds that the objective might be achieved on a regional 

basis under the terms of Article 50 of the Constitution. Accordingly, no provision 

had been made in the programme and budget estimates for 1965 to give effect to the 

Sub -Committee A resolution. 

A full report on the matter had been submitted by the Director -General to the 

Board at its thirty -third session, resulting in the adoption of resolution ЕВзз.Rз6. 

The Board had taken the view that an extension of the use of Arabic in the Regional 

Office within reasonable limits was of special regional interest and had noted that 

Article 50 (f) of the Constitution provided a suitable means of meeting that regional 

need. It had further directed that the resolution be brought to the attention of 

the Regional Committee, intimating at the same time that a wider use of Arabic 

should be given priority in the work of the Regional Office, subject to administrative 

and budgetary implications being overcome. 
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At the fourteenth session, Sub -Committee A had once again devoted full attention 

to the matter and had discussed three alternatives put forward by the Regional 

Director: (1) translation of incoming correspondence, with replies in English or 

French, at a total annual cost of $ 19 200; (2) addition of an unofficial Arabic 

reply at an annual cost of $ 28 350; and (5) the provision of an official Arabic 

reply at an annual cost of $ 35 050. It had subsequently adopted a resolution 

requesting the Executive Board to reconsider its resolution F,R33.R36. 

He would draw the attention of Board members to the importance of the Arabic 

language to those peoples using it as their mother tongue in the Eastern Mediterranean 

. Region. Greater understanding of the positipn of those countries should be shown 

in the approach to the problem, so as to eliminate all barriers to their complete 

participation in the Organization's work. In the discussions on the matter, the 

point had repeatedly been made that the resources of the Organization should be 

-devoted primarily to programme activities and that every effort should be made to 

'.еер administrative costs down. Under the 1966 budget estimates for the Region, 

a large increase was proposed in the proportion for administrative purposes, amount- • ing to 3.3 рРг cent. of the over -all 9 per cent. increase in the budget. The cost 

of implement: g the third alternative mentioned would be less than 0.1 per cent. of 

the total 9 per cent. increase. 
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It should not be forgotten that Arabic was an ancient cultural language and that 

the advantages attached to its use in the Region would outweigh the financial 

implications. The use of Arabic in the Regional Office had been gaining ground 

progressively, and its use as a working language in the Regional Committee had 

greatly facilitated the proceedings. 

It had been argued that introduction of the use of Arabic might set a precedent 

for other regions and agencies. The danger of similar claims arising was not so 

great, in his opinion, since there were few languages similarly placed. The case 

of Arabic could well be dealt with in the same way as when Span.: h and_ Russian _had._.becотe 

working languages in the Americas and the European regional organizations, respectively. 

He would therefore urge the Board to reconsider its resolution EB33.R36. 

Dr DALY and Professor GERIC endorsed the proposal of Dr El- Вorai. 

Professor ZDANOV also supported the arguments of Dr El- Borai. The Board 

could, he thought, take a positive stand on the matter. 

Professor AUJAТ,FU, while agreeing that the aspirations of the Arabic -speaking 

countries of the Region were legitimate, was of the opinion that the terms of 

Article 50 (f) of the Constitution offered full possibilities for a reasonable 

solution to the problem. In saying so, he was fully cognizant of the fact that his 

own country was represented in the Regional Committee. 
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Dr КAREFA -SMART considered that there was no conflict between the view expressed 

by Dr El -Borai and the suggestion of the Director- General that the question be given 

further study and reported on at a later date to the Board. No immediate decision 

could be taken before the practical implications of the action advocated had been 

given thorough study. 

Dr EL -BORAI recalled that the matter had been pending for some ten years already. 

There was therefore no question that the Director -General was not_.alrеady well aware 

of all the implications. He would accordingly prefer that the Board take positive 

action forthwith. 

Dr DOLO said he had noted, in the course of his service on the Board, that the 

Secretariat was always able to find the necessary means whenever a measure became 

essential. The arguments adduced by Dr El -Borai were pertinent and the Secretariat 

should do everything possible to meet the desire of the Region. 

The CHAIRMAN pointed out that the only firm proposal before the Board was that the 

Director -General should be requested to keep the matter under review. 

Dr EL -BORAI asked what were the practical steps needed to have the Board re- 

consider its earlier decision. 

The DIRECTOR- GENERAL said Dr El -Borai was doubtless aware that the matter had 

been brought before the Board at its thirty -third session, at which time the Board 

had advised the Regional Committee to reconsider the question in the light of 

Article 50 (f) of the Constitution, under which it was open to the Members of the 

Region themselves to provide the necessary financing. In its latest resolmtion 

Sub -Committee A of the Regional Committee gave no clear answer as to its position on 

that point. 
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A relevant point to be taken into consideration was the fact that the Health 

Assembly and the Executive Board had five official languages, only two of which 

were used as working languages. As Director -General, he was bound to take into 

account the risk attendant upon intemperate action on language questions that use 

of all five official languages might be imposed on the Organization; it was not 

therefore a question of money alone but of a possible upheaval of the whole structure 

of the Organization. The question of using Russian at world level had been 

repeatedly discussed and the Board and the Health Assembly had decided to keep its 

use within certain limits. Arabic was used in the Regional Committee as a full 

working language and in addition had perforce to be used partly as a working 

language in the Regional Office because of correspondence being received in it. 

However, to make such part use official would face the Organization with a completely 

different problem - one on which the Board could not take a stand on the basis of 

superficial discussion. There was need for him to go once again into all the 

implications covered by his previous report and to report further to the Board 

once that had been done. In the circumstances, he failed to see how the Board could 

forthwith decide to rescind its previous decision. 

Dr SUBANDRIO, avowing that she understood little about the matter of minority 

working languages being used at world level, nevertheless saw no reason why Arabic 

should not be used even in the World Health Assembly. Very little funds would be 

required to make that possible. 
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Dr EL -BORAI said that Arabic was sometimes used in United Nations meetings. 

He would certainly like to see the same apply to the World Health Assembly and 

would look forward to the day when that would come about. 

The DIRECTOR- GENERAL pointed out that any language apart from the working 

languages could be used in the Health Assembly, provided that the speaker supplied • interpretation into one of the working languages. Provision to that effect was made 

in the Rules of Procedure. The costs of such interpretation had to be borne by the 

government concerned. 

The CHAIRMAN assumed that there was, a.consensus in favour of asking the 

Director -General to review the matter once again and report to the Board at a later 

session. He accordingly submitted the following draft resolution for the Board`s 

consideration: 

The Executive Board, 

1. NOTES the resolutions adopted by thetwo -sub- committees of the Regional • Committee for the Eastern Mediterranean, and 

2. REQUESTS the Director- General to keep the matter under review. 

Decision: The draft resolution was adopted. 

1 Res oluti_orï ЕВ35_R1k. 

1 
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4. REPORT ON THE FIFTEENTH SESSION OF THE REGIONAL COMMITTEE FOR THE WFSTERN PACIFIC: 
Item 5.6.1 of the Agenda (Document ЕВ35/4) 

The CHAIRMAN asked the Regional Director for the Western Pacific to introduce the 

Regional Committee's report on its fifteenth session (document ЕВ35/4). 

Dr FANG, Regional Director for the Western Pacific, said that the Regional Committee 

had examined in detail his annual report covering the period 1 July 1963 - 30 June 1964 

and had noted with satisfaction the progress which had been made in that period, despite 

the unsettled conditions in a number of areas. Part I of the document before the Board 

contained a summary of the major developments. During the Regional Committee's 

discussion, the importance of population studies in relation to health had been stressed 

and a resolution had been adopted requesting the Regional Director to encourage such 

studies and to submit a report on them to the Regional Committee's sixteenth session. 

It was also recommended that the Organization should encourage, and assist in, studies 

on the problem of poliomyelitis control and should, in collaboration with UNICEF, study 

the question of the supply of vaccines. 

The proposed programme and budget estimates for 1966 had been carefully reviewed 

by the Sub -Committee on Programme and Budget and its report, which had been considered 

by the Committee, was given as Annex 3 of the Committee's own report. Thé -committee 

had decided to extend by one year its second general programme of work for the Region 

to cover the period 1962 -1966, and to consider the proposed third general programme of 

work, for 1967 -1971, at its sixteenth session. 
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Three technical papers had appeared on the agenda. .The first had stressed the 

importance of paying more attention to the health of the pre -school child. and the 

Committee had recommended that the maternal and child health services should be 

broadened to include adequate measures to improve the health of that group. The second 

paper had given a report on the public health aspects of protection against ionizing 

radiation, since it was felt that insufficient attention had been paid to the 

establishment of national programmes of radiation protection within the framework cf • public health services. The third paper had contained a report submitted by the 

administration of Papua and New Guinea, on the importance of dental epidemiology and 

national dental services. The Committee had noted that a number of suggestions 

contained in the report had already received attention from WHO. 

A major decision had been taken by the Committee to amend the rule of рrocd,t, 

governing the election of the Regional Director, and details of that amendment could he 

found in document ЕВ 5/17. 

The topic selected for the technical discussions was "Тhe Use of Statisticss in 

Public Health Administration" and full details were given =n the report on the tcchnic. • discussions which appeared as Annex 5 to the report: Тhe topic chosen for the 

technical discussions at the•Regonal Committee's sixteenth session.was "The Use of 

Health Education Services in National Health .Programmes". 

The sixteenth session of the_Regional Committee would be held in 1966 in Sеоul, 

Republic of Korea; the Committee had also accepted an invitation from the Governs. 

of Malaysia to hold its eighteenth session in Kuala Lumpur. 

The CHAIRMAN declared the item open for discussion. 
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Mr ATKINS, alternate to Dr Turbott, extended to Dr Fang and, through him, to 

his staff, an expression of appreciation for the work accomplished during the 

period under review. 

Dr DIN bin AHMAD, congratulating Dr Fang on the interesting and lucid report 

before the Board, said that the success of the Regional Committee's fifteenth 

session could in a large measure be attributed to its Regional Director, who had 

guided the proceedings with tact and wisdom. 

He would take that occasion to draw the Board's attention to the emphasis laid 

by the Regional Committee at its fifteenth session, first, upon health in relation 

to demographic questions and, secondly, upon dental epidemiology and dental health 

services. 

Dr DALY, Rapporteur,, read out the text of the following proposed draft 

resolution: 

The Executive Board, 

NOTES the reports on the 1964 sessions of the following regional 
committees: 

(1) Regional Committee 
(2) Regional Committee 

of the Directing 
(3) Regional Committee 
(4) Regional Committee 
(5) Regional Committee 
(б) Regional Committee 

for Africa, fourteenth session; 
for the Americas, sixteenth session /XV meeting 

Council of the Pan American Health Organization; 
for South -East Asia, seventeenth session; 
for Europe, fourteenth session; 
for the Eastern Mediterranean, fourteenth session; 
for the Western Pacific, fifteenth session. 

Decision: The draft resolution was adopted.1 

1 Resolution ЕВ 5.R15. 
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5. QUALITY CONTROL OF PHARMACEUTICAL PREPARATIONS: Item 2.5 of the Agenda (Document 

EB)5 /WP /5 Rev.1) (continued from the third meeting, section 2) 

At the invitation of the CHAIRMAN, Dr EVANG introduced the report of the drafting 

group on the quality control of pharmaceutical preparations (document EB35/WP /5 Rev.1), 

pointing out that the words "in common use ", occurring in operative paragraph 2 (c) of 

the draft resolution contained therein, should be deleted. 

The CHAIRMAN invited the Executive Board to comment upon the draft resolution, which, • as amended, read: 
The Executive Board, 

Considering resolution WНA17.k1; 

Having examined the report of the Director -General, 

1. TRANSMITS this report to the Eighteenth World Health Assembly together with 
the minutes of the discussions which took place at the thirty -fifth session of 
the Executive Board; and 

2. RECOMMENDS to the Eighteenth World Health Assembly the adoption of the 
following resolution: 

The Eighteenth World Health Assembly, 

Recalling resolution WHA17.k1 on the compliance of exported pharma- 
ceutical preparations with the requirements applying to pharmaceutical 
preparations for domestic use; 

Having examined the report of the Director -General on the quality 
control of pharmaceutical preparations, setting out an unsatisfactory 
situation in regard to the quality control of pharmaceutical preparations 
moving in international commerce; 

Noting that large parts of the world population make use of 
pharmaceutical preparations without having in their countries adequate 
facilities for prior quality control; 

Recalling the provisions of Articles 2 and 21 of the Constitution, 
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1. INVITES governments to take the necessary measures to subject 

pharmaceutical preparations, imported or locally manufactured, to 

adequate quality control; 

2. REQUESTS the Director- General: 

(a) to continue to assist Member States to develop their own 

laboratory facilities or to secure access to such facilities 

elsewhere, 

(b) to continue to study methods of securing, in the countries 

of origin, control of the quality of pharmaceutical preparations 

intended for export, and 

(c) to pursue the establishment of internationally accepted 

principles and specifications for the control of the quality of 

pharmaceutical preparations; and further 

3. REQUESTS the Director -General to report to the Executive Board 

and to the Nineteenth World Health Assembly on the possibilities of 

the Organization's playing an even more active role in the quality 
control of pharmaceutical preparations. 

1 
Decision: The draft resolution was adopted. 

6. DEVELOPMENT OF THE MALARIA ERADICATION PROGRAMME: Item 2.8. of the Agenda 

(continued from the fourth meeting, section 7) 

The CHAIRMAN invited the Board to resume consideration of the draft resolution 

proposed by the Rapporteurs and the amendment proposed by Professor Zdanov. 

Dr KAUL, Assistant Director- General, said that the Director - General, in pursuance 

of paragraph 4 of resolution WHA16.23 and in compliance with paragraph 4 of resolution 

it1331.R31, had submitted a report in two parts to the thirty -third session of the 

Executive Board. The first part, contained in document EB33 /k, which concerned the 

examination and analysis of the programme, had been transmitted to the Seventeenth 

World Health Assembly and could be found in Annex 6 to Official Records No. 135. The 

1 Resolution EB35.R16. 



-.217 EB�5.'Х'.n7' f Rev.1 

second part, contained in document EB33/4 Add.l,which related to the financial aspects 

of the malaria eradication programme, had been submitted to the Executive Board but had 

not been forwarded by the Board to the Health Assembly. It would therefore appear 

that it was the financial part of the Director -General's report to which reference 

was made in Professor 2дanоv's proposed amendment (EB35 /Ссnf.Doc. No. 4). However, as 

it was over two years since the preparation of the financial estimates given in the 

report, the Executive Board might wish to suggest that the report should be brought up • to date and presented to a future session of the World Health Assembly. 
Dr AMOUZEGAR, referring to document EB35 /Conf.Doc. No. 2, containing the draft 

resolution proposed by the rapporteurs, said that operative paragraph 3 on page 2, as 

drafted, referred only to countries which had reached an advanced stage of their 

malaria eradication programmes. The proposal contained in the second part of that 

paragraph, however, should not be limited in that way but should apply equally to all 

countries engaged in malaria eradication. He therefore suggested that paragraph 3 

should be redrafted as two paragraphs along the following lines: 

3. URGES governments of countries which have reached an advanced stage in 
their malaria eradication programmes to take steps to stimulate the collaboration 
of all medical and health personnel; and 

4. URGES governments of countries in malarious areas to take steps to ensure 

adequate teaching сf both the clinical and public health aspects of malaria in 

all schools of medicine and public health, regardless of whether they have 
reached an advanced stage in their eradication programme or not. 

With regard to operative paragraph 2, he questioned the term "bilateral agencies". 

He had heard of "bilateral agreement" but never of "bilateral agencies" and its meaning 

was not clear to him. 
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He fully agreed with what Dr Кarefa -Smart had said, at the Board's meeting the 

previous day, about the undesirability of using the term "pre -eradication ", and would 

therefore propose that the wording of the second preambular paragraph, occurring 

under paragraph 2 on page 1 of the documemt, should be amended to read: 

"Noting the progress that has been made towards the development of a network 
of rural health services in the countries where eradication programmes have 
been, or are being, launched ". 

In the same way, the words "URGES governments undertaking pre -eradication 

programmes • ", appearing in operative paragraph 1 on page 2, should be replaced 

by the words "URGES governments intending to carry out eradication programmes . . . ". 

In the first preambular paragraph of the draft resolution to be recommended to 

the Eighteenth World Health Assembly, he proposed that the words "with satisfaction" 

should be deleted from the text, that the word "nearly" should be inserted before 

"813 millions" and that "52.5" should be amended to "52 ". Finally, in the last 

preambular paragraph, the somewhat vague expression "and the goal of eradication is 

approached in a country" should be deleted. 

V 
The CHAIRMAN proposed that Professor Zdanov, Dr Amouzegar and Dr Daly, assisted 

by Dr Kaul, should meet to redraft the resolution, which could then be submitted to 

the Executive Board at its meeting the following day. 

It was so agreed. (See minutes of the seventh meeting, section 2.) 
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7. ORGANIZATIONAL STUDY OF METHODS OF PLANNING AND EXECUTION OF PROJECTS: 

Item 2.11.1 of the Agenda (Documents EB35/WР /1 and Corr.1) 

Mr SIEGEL, Assistant Director -General, said that the Board would recall that the 

organizational study on methods of planning and execution of projects had been 

undertaken in pursuance of the decisions of the Fifteenth World Health Assembly in 

resolutions W1A15.58 and WHA15.59• On the basis of suggestions made by the Director- • General, the Board had, at its thirtieth, thirty -first and thirty -second sessions, 

defined the scope of the study which it wished to undertake and the procedure to be 

followed. Members would also .recall that, in his preliminary report to the thirty - 

second session of the Board, the Director - General had suggested, and the Board had 

adopted, certain criteria to govern the execution of the study. 

The study was not concerned with the technical aspects of project planning, the 

evaluation of the substance of the projects or the budgetary aspects of programming. 

It was an examination of the administrative and managerial aspects of the planning 

and execution of projects and was largely confined to the period of planning and • initial implementation. It was, moreover, directed as far as possible towards the 

practical requirements of planning and execution and was designed to produce objective 

findings which would be generally applicable to the future planning and execution of 

projects. 

The acceptance of the criteria laid down in document EB32/WP /1 imposed certain 

conditions, one of which was the need for a broad coverage, and members would see 

from paragraphs 2.1 and 2.2 of the document before them that the study had in fact 

been carried out on such a basis: eighty -six projects were selected, from 

forty -seven countries, and the data for the study had been obtained by analysis of 

some 680 questionnaires, together with accompanying narrative statements. The volume 
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of the data was such that it warranted the partial use of punched cards for its 

analysis. Another condition was that certain limitations were inherent in the 

criteria: for the most part, the study covered the period of planning and initial 

implementation, up to the time the project started. Matters studied were largely 

confined to those of an administrative and managerial nature, and technical evaluation 

if the quality of planning and operating projects had been excluded. A senior public 

health officer, widely experienced in national and international health work, had 

been engaged as a consultant towards the end of the analysis то review the data and 

to .participate in drafting the report before the Board. It could fairly be assumed 

that, within the limitations mentioned, reliable conclusions could be reached in 

view of the extent of the data obtained and the means used to collect them. 

The document before the Board consisted of three sections: an introductory 

section (pages 1 -6), covering the origin and methodology of the study and containing 

a "General Summary and Suggestions "; a descriptive section (pages 7 -19), describing 

the present methods of planning and execution of projects; and an analytical section 

(pages 19 -55), containing the results of the study of the three items selected by 

the Executive Board for particular emphasis, namely, the role of WHO in planning 

projects (pages 19 -24), the main causes for delays in starting projects and measures 

for reducing such delays (pages 24 -49) and the relationship between the effectiveness 

of WНO assistance and 
. the, adequacy of the project- supporting staff and work 

facilities ,(pages.4:9 -55). Findings on each of the three items consisted of an intro- 

duction, an analysis of the results of the study, and conclusions. The "General 

Summary and Suggestions" also contained a summary of the results. 
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The conclusions reached would probably only confirm impressions already held by 

members of the Board - the Secretariat had itself not been surprised at the facts 

revealed. However, that should in no way detract from the value of the study. 

To establish objectively and quantitatively what had been observed from day -to -day 

experience to be the case was in itself an achievement of considerable worth. The 

Director- General was of the opinion that the study would be a valuable report and 

reference document for ;эоmе time to come. as had been thr case with other studies • undertaken by the Board, and it might be useful for it to be brought up to date 

from time to time. 

As to the practical consequences of the study, the Board would note that the 

rei:ort indicated that the principal area for improvement by the Organization itself 

lay in recruitment and measures had already been initiated to that end. There 

remained of course the basic conflict between the desire to improve the availability 

of suitable candidates and the desire to obtain a wide geographical distribution of 

the staff. The report also indicated certain ways in which governments might 

more efficiently discharge their responsibilities regarding project planning and 

with regard to the support of projects in operation. It was to be hoped that or.e 

of the results of the study, when presented to the World Health Assembly, would 

be an increased awareness c,; the part of Ministry of Health officials of the need for 

improvement. 

The Secretariat would endeavour to reply to any questions which members might 

raise in order to assist the Bo rд to complete its study, which it was hoped ..luld. 

be submitted to the Eighteenth World Health Assembly. 
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Professor GERIС expressed gratitude to the Director- General for having undertaken 

such an extensive and complex study, which would be of great value both to those 

countries where projects were under way and those planning for the future. 

It was evident from the study that the main reasons for the various delays in the 

prcjects lay with the individual countries. However, in his opinion, WHO's 

administrative procedure where planning and the execution of projects was concerned 

was sometimes rather complicated, particularly for developing countries, and it should 

be possible for the Secretariat to simplify that procea.e. 

The question of the recruitment of personnel had been competently analysed in the 

study, and, there again, there was room for improvement. The existing method was 

based sometimes on the system of competitive examination - but not all countries knew 

when and where the examinations were to be held - and sometimes headquarters or the 

Regional Offices contacted a candidate directly and, after discussion with him, then 

approached his government. It would perhaps therefore be advisable if the Organization 

could send to governments a list of vacancies or posts expected to be vacant in the 

future. The government could then provide the Organization with a list of specialists 

who could, if chosen by WHO, work on the various projects. Such a method would provide • 
the Organization with a wide choice of specialists and would allow it to apply a policy 

of equitable geograp:..ical distribution. Moreover, the government would be encouraged 

to take a more active interest in the Organization and to direct its training of 

personnel and its policy towards helping the developing countries through the inter- 

mediary of WHO. 
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In connexion with supplies and equipment, he asked if the idea of purchasing 

in countries with currency difficulties had ever been considered. He was aware that 

there were certain difficulties associated with obtaining supplies from some of the 

more recently developing countries. Nevertheless, such a policy might help to solve 

the problem of arrears in contributions. 

Lastly, he proposed that the study should be continued and that it should be 

• extended to the planning and execu +•ion of inter -regional and inter -country. projects • and also headquarters projects. 
Dr EL -80RAI said that the report contained an elaborate and detailed account of 

the different aspects of the planning and execution of projects. A WHO project 

originated in assistance from the Organization in response to a request from a 

government. Technical advice was usually given on the spot, and before a project was 

embarked on full discussions took place with the government concerned on priorities, 

cost, resources and financial ability. The major causes of delay were the 

unpreparedness of governments, the length of negotiations and the difficulty of • recruiting project staff. Tie inadequacy of counterpart staff did not impair the 

basic effectiveness of WHO's assistance. . 

The Organization's policy, as described, was a good one and should be supported. 

He would, however, like to draw attention to the following points. 

The development of any health project should be planned on the basis that the 

public attitude to health in the place concerned was one of the foremost 

considerations. Projects should be planned on a scientific basis, and not on 

haphazard or empirical lines. One of the requirements of modern planning was general 
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principles depending on the most modern medical and public health knowledge available 

and taking into account the trend of development in other parts of the world. Attention 

should also be paid to advances in medical science, the effect of economic, social and 

cultural conditions on public health, and improvements in the techniques for controlling 

a nation's economy; for, if planned development were regarded as part of the efficient 

deployment of a community's resources, it would be recognized that public health was an 

applied science, and an integral part of social and economic development. 

Planning was the basis of any administrative process; its purpose was to 

rationalize activities, and it should be regarded not only as a starting point, but also 

as a dynamic operational process. General principles should reflect inevitable 

variations due to differences in administrative structure, stage of social development, 

nature and extent of public health needs, or resources available to meet those needs. 

The fundamental step in planning was to determine a government's health policy, since 

it was the government's responsibility to provide health services. 

Governments should ensure that health services met the requirements of the 

population, and were based on the most modern principles. For that reason it was 

essential to have a responsible central health administration. The first step should 

be to survey the health situation and ascertain the health problems, after which 

priorities should be decided, and objectives and target dates agreed upon. There 

should be a consultation with all medical and health workers. Important elements 

were prevention, care for people engaged in productive work, maternal and child welfare 

services, and nutritional standards. Ideal targets were free health services for the 

entire population, the control or eradication of endemic and epidemic diseases, and the 

provision of sanitary water supplies and sewerage. 
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It was important to ensure that a programme was practicable and within existing 

or potential resources - including personnel and all facilities. Development should, 

however, be progressive and allow for new developments in the medical and public health 

fields. Health education of the public was important, and public confidence and 

interest were often stimulated by the need to concentrate on specialized programmes for 

mass control of diseases. A successful health programme depended on full co- operation 

between all professions and institutions involved. 

Programmes should be assessed periodically to evaluate progress and to ensure 

that targets were being met. The fulfilment of plans could best be assessed by 

statistical methods, whereby the whole plan and its individual elements were examined, 

and a proper balance was ensured. 

It would be useful during the formulation of plans if the broad objectives could 

be discussed with representative groups of the population, to ensure public acceptance 

and interest. Medical and health personnel could also participate and contribute 

their experience and knowledge. 

In view of the increasing complexity of medical, health and social activities, it 

was essential to have a planning body responsible at all levels - a council, a 

commission or a special department in the administration, with wide terms of reference 

to assess resources, create facilities and й�аke recommendations. If that were 

impossible, an expert could be called in to appraise the existing situation, and make 

recommendations on future policy. Close co- operation should be maintained between 

the health and planning authorities and the other government departments concerned. 
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Professor ZDANOV said that the document was both useful and important, and the 

Director- General was to be congratulated on a lucid and comprehensive report. 

It was true that the report revealed certain shortcomings which needed remedying, 

but the improvement of activities was an essential and continuing task. It would be 

seen from paragraph 3.3.1.1 on page 4, for example, that out of eighty -six projects 

studied, thirty - i.e. over one third - had been delayed by six months or more; and 

on page 27 there was reference to a project which had been delayed as long as six 

years. The same applied to the recruitment of project staff. It would be seen from 

paragraph 3.3.2.1 on page 5 that out of 135 posts, thirty -three had not been filled 

three months after the latest planned target date. 

Despite those facts, the report was an excellent one, and was a good example of 

self -criticism. He was very interested in the information in section 3.2 on page 22, 

concerning the relationship of requests to national programmes. The support for 

certain projects, their implementation, and their integration in national health 

programmes were evidence of success. Co- ordination and assistance were important 

because, as he had said before, many of the Organization's activities could only be 

successful in co- operation with national services. 

In general, he was satisfied with the report, although it de.�erved much more 

careful and detailed study. He supported Professor Geric's view that the work should 

be continued. Improvement should be a constant preoccupation, and critical assessment 

was essential. He would, however, like future studies to include the financial and 

administrative aspects. He therefore proposed that in studying the improvement of 

activities, attention should also be paid to the financial aspects. It was true that 
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resources were not always sufficient, but it should be pointed out that resources 

available to the Organization, whether from the budget or elsewhere, were essentially 

to be spent on the operative programme, and that administrative costs should be redu t.. 

Dr SUВANDRIO said that the report was an excellent one but did not appear to 

contain any information on the failure or success of WHO projects in different 

countries. It would be useful to have some idea of the effectiveness of projects • undertaken and whether they had been undertaken to meet the real needs of countries 
or in a more haphazard way. 

Although the report analysed delays in the execution of projects, there was no 

analysis of failures or discontinuation of projects. 

It was important, especially for countries trying to develop health services, 

have advice on which were the most important projects. It was not the number of 

projects provided which was important, but that the projects should provide for the 

needs of the countries concerned. 

She also stressed the importance of the part that WHO representatives in the 

® developing countries could play in the initiation and promotion of projects. From 

her own experience, contacts between such representatives and national health 

officials had produced excellent results. It would be useful if the subject could 

be mentioned in the report. 

Professor AUJALEU said that the document was a world in itself and it was very 

difficult to comment even on the essential parts. 
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It .seemed to him that the Director -General had been working for himself more 

than for the members of the Board, for it was he who would be making the most use of it 

A!t?reover., thеDirector- General was better able to understand the document, for one 

would have to be very familiar with the Organization's methods and procedures to be 

able to grasp all that the report contained. Although, therefore, he found the report 

of the greatest interest, there was much that escaped him. 

He had, however, been struck by the question of the recruitment of personnel. It 

was astonishing, for example, that to fill a position, whether for a doctor, a nurse 

or an auxiliary, two or three candidates had to be chosen; that six months elapsed 

between the appeal for candidates and the selection; and that another six months 

elapsed before the selected candidate started work. It was surprising that there was 

anyone working if there was a year between the time someone applied for a position and 

the time he was offered work, for by then he would doubtless have found something else 

to do. That was surely a point requiring attention, for the result of such a situation 

would be that by the time a request was met the need no longer existed. 

He had been impressed by the fact that in the case of Africa delays had been 

reduced by half - presumably because Africa was given priority and procedures could 

therefore be speeded up. But if that could be done for Africa where the problems of 

providing personnel were certainly no less than for other regions, why not try to 

reduce delays in other regions? 

Although there were undoubtedly other points to comment on, the document was 

highly interesting and was the result of very great effort. For those who could not 

examine the document in detail, the introduction would give them an adequate idea of 

what was in it. 
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Sir George GODBER said that the document was a useful and interesting study and 

a piece of public self- examination on which the Secretariat was to be highly 

complimented. 

It was, however, not only a self - examination of the Secretariat because it also 

revealed - though not in words - a great many failures by Member governments. In face 

of the difficulties and delays in recruitment, he did not really think that the 

_______,countries for which recruitment was made were really blameless • There were many • lessons to be learned from the report on ways in which Member governments could give 
more help to the Organization, for the difficulties of planning and carrying out 

projects in so many countries would inevitably cause delay. He wished that the report 

could be seen by other people . than members of the Board and read with an eye that 

looked inward and not merely at the Secretariat. 

Dr KAREFA -SMART congratulated the Director -General on an extremely efficient 

study. He agreed with Sir George Godber but would go further. With regard to the 

delays referred to particularly by Professor Zdanov, it was interesting that in every 

case of delay beyond a few months, the sole cause was that the government concerned 

was not ready to implement the project. Although he was aware that working papers 

were normally not circulated outside the Executive Board, he suggested that the 

Director -General, with the help of those who had helped him to prepare the document, 

should prepare it for publication in the Technical Report Series, or in whatever form 

he thought fit, so that governments could see what had happened in the representative 

projects that were the subject of the report. He was sure that the governments of 

his own region would derive great benefit from knowing what had happened in the past., 

why certain projects had progessed faster than others and where the fault might lie 

with themselves. He for one would find it a most useful text -book in the work of 

teaching about international health and its complexities. 
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The CHAIRMAN pointed out that the report would be referred to the World Health 

Assembly and all Member governments would receive a copy. 

The DEPUTY DIRECTOR - GENERAL said that at present the document was treated as a 

working paper because it had been prepared by the Secretariat as a preparatory document 

for the Board's discussion of the subject of a study which was the Board's study. 

final report of the Board would pass to the Assembly and would be printed in the 

Official Records of the Organization along with the proceedings of the Assembly 

concerned. 

The • 

Dr EVANG, after commenting on the excellence of the report, referred to the 

statement in paragraph 4.5.7 on page 41 that the shortage of well -qualified candidates 

was increased by the Organization's concern for recruitment on as wide a geographical 

basis as possible. Since there appeared to be no reference in the document to 

"equitable geographical distribution" he wondered whether the principle of recruitment 

on the widest possible geographical basis was really an important factor in the delay. 

If so, were there any constitutional or other obstacles preventing the Secretariat 

from trying to obtain more satisfactory results in its recruitment policies? 

He also referred to the statement in paragraph 4.5.1 on page 39 that the 

Organization had been engaged for more than a year in intensifying efforts to develop 

recruitment sources and to paragraph 4.2.1 on page 30 which stated that headquarterA 

served as the central source of candidates for international recruitment and was 

actively engaged in the development of new and the building up of existing recruitment 

sources. Was he to understand that headquarters had tried to build up a pool of 

available scientists or was headquarters trying to build up contacts so that it would 

know where to seek experts? 
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Dr AMOUZEGAR congratulated the Director- General and his staff on an excellent 

and comprehensive report and the Organization's field members who had provided the 

basic data and information. 

Without implying any criticism, he felt that much time and money could be saved 

if such reports could be made shorter by• omitting obvious or self - explanatory 

material. Examples of what he had in mind were to be found in paragraph 2.4.l on 

page 15 - Member governments were surely aware of what a plan of operations was; in 

paragraph 2.7.1 on page 17; in paragraph 2.2 on page 20 and in paragraph 6.1.1 on 

page 45 . 

With regard to the comment in the first paragraph on page 4i that some public 

health specialists were willing to join WHO "attracted by relatively good salaries ", 

he felt that the reference was out of date. While it might have been true ten years 

earlier, if public health specialists were to be attracted at the present time higher 

salaries would have to be paid. 

The DIRECTOR- GENERAL said that Dr Amouzegar had made a most interesting point, 

although he did not entirely agree with his impression of the knowledge of Member 

governments and representatives at meetings. He wished to assure Dr Amouzegar that 

he should have no hesitation in proposing any amendments to the report, The 

Secretariat had made the report for the Executive Board as a basis for the Board's 

own study, which would be transmitted to the Assembly. 

(For further discussion, see minutes of the seventh meeting, section 3.) 

The mеetin rose at 5.40 p.m, 


