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1. INTERNATIONAL NON-PROPRIETARY NAMES FOR PHARMACEUTICAL PREPARATIONS: 
Item 2.4 of the Agenda (Щ57/25 and Corr.l) 

Dr IZMEROV, Assistant Director-General, introduced the Director-General
í

s 

report on international non-proprietary names for pharmaceutical preparations 

(document EB37/25 and Corr.l). He recalled that large numbers of non-proprietary 

names for non-patented pharmaceutical preparations were introduced each year and 

the same product was often known under different names in different countries• The 

work of pharmacists was greatly complicated by the existence of such a large variety 

of names, and the standardization of terminology was an urgent need. 

The task had been assumed by WHO because of the need, for international co-operation. 

The Executive Board had made recommendations on the selection of non-proprietary names; 

and 1/Ш0
f

s programme since 1952 had resulted in the selection of 1715 names, which were 

used in regulations for pharmaceutical preparations, in the literature and in labelling, 

and which were of direct assistance to public health services and to international 

trade. The General Principles adopted as a result of the recommendations of the 

Sub-Committee on Non-Proprietary Names of the Expert Committee on Specifications 
. . . . • .. > 

for Pharmaceutical Preparations - for use by international bodies, industrial concerns, 

research institutes and for the naming of new products - embodied the use of suffixes 

or prefixes to indicate a substance belonging to a group of pharmacologically related 

substances. The Sub-Committee had revised the General Principles in December 1964 

and would continue to make annual revisions for new preparations appearing on the 

market. 
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He drew attention to the following draft resolution in paragraph 5 of 

document EB37/25. 

The Executive Board, 

Having considered the report of the Director-General； 

Noting 

(i) the continuing nature of the work for the selection of non-proprietary 
names for pharmaceutical preparations, in accordance with the Procedure for 
the Selection of Recommended International Non-Proprietery Names for 
Riarmac eu t i с al Preparations as adopted, by resolution EB12.R24 and later 
revised by resolution EB15.R7; 

(ii ) the increasing general use in the Interests of public health of the 
non-proprietary names proposed by WHO for regulatory, labelling, scientific 
and other purposes; and 

(iii ) the growing number of new chemicals and other sulpstances introduced 
in therapeutics and entering international commerce, and the corresponding 
need for proposing suitable non-proprietary names at an early stage in the 
introduction of new pharmaceutical preparations; 

Recognizing that the General Principles for Guidance in Devising 
International Non-Proprietary Names for Pharmaceutical Preparations have 
to be continually revised at intervals to keep up with developments in 
the field of therapeutics, 

1. APPROVES the revision as proposed in the Annex to the Fifteenth List 
of proposed Irrbernâtional Non-Proprietary Names, and 

2. AUTHORIZES the Director-General to make such revisions as may seem 
desirable in the light of experience and on the suggestion of the Expert 
Advisory Panel on the International : ñiarmacopoeia and Fnarmaceutical 
Preparations designated to deal with the selection of non-proprietary names. 

The DEPUTY DIRECTOR-GENERAL drew attention to the following corrections to 

the draft resolution that were contained in document ЕВ37/25 Ссгг. 1 : 
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(a) Ibder (i), between the word "Preparations" and the words "as adopted" 

should be inserted the words "and with the General Principles for Guidance in 

Devising International Non-Proprietary Names for Pharmaceutical Preparations 

as amended by resolution EB15-R7"； 

(b) in operative paragraph 1； after the words "APPROVES the revision", 

should be inserted the words "of the General Principles"; and 

(c) in operative paragraph 2, after the words "to make such revisions", 

should be inserted the words "of the General Principles". 

He indicated that it might not be necessary to retain the references to the 

resolutions, as given in the text of the document and in the corrigendum; it would 

perhaps be better to refer to Official Records No. 60, in which both the Procedure 

and the General Principles had been published. He also mentioned that the words 

"members of" should be inserted between the words "on the suggestion of" and 

"Expert Advisory Panel" in operative paragraph 2 of the proposed resolution. 

. Dr V/ATT said that in dealing with major problems it was easy to overlook their 

relationship with other major problems. Items 2.3, 2.4 and 2.5 of the agenda were 

really three aspects of the same problem. At one end was Quality control (item 2.3) 

which must be exercised as closely as possible to the source of production, so that 

no products of bad quality reached the market. At the other end was control of the 

effects of drugs (item 2.5), which involved the very sensitive reaction of the 

patient and must, be carried out as closely as possible to the patient • In the 

middle came the naming of products (item 2
e
4), at present imder discussion, which 

involved finding a way to bring order in the chain from producer to consumer. What-

ever success was achieved in developing the acceptance of non-proprietary names would 

have a bearing on the solution of the other two problems. 
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The DEPUTY DIRECTOR-GENERAL said that Dr Watt had made a most valuable point. 

The order of the three items was very opportune, for in speaking of quality control of, 

or adverse reactions to, drugs it was essential to know exactly what was involved； 

thus item 2.4 was far from being merely a question, of terminology or labelling: 

universally adopted non-proprietary names would provide a common language both in 

matters of quality control and in monitoring of adverse effects. 

Dr KEITA said that item 2.4 was extremely important because it was concerned with 

providing a common language for vШ0
T

 s Member countries• It might be compared with 

the international highway code. Countries using the same terminology could not 

perhaps fully appreciate the importance of the subject: it was in the countries which 

had to import pharmaceutical -preparations from other countries that the question of 

names presented difficulties to doctors and pharmacists. His own country, after being 

long accustomed to French doctors and French drugs^ had begun to use American, Italian, 

German, Soviet and other drugs. Unless doctors had the time to find out the chemical 

formulae for the new drugs it was difficult for them to prescribe them. The proposals 

in the document under discussion would be invaluable in helping doctors to identify 

and utilize pharmaceutical preparations. The proposed system would also help 

importers to know what products were required. 

He entirely supported both the report and the proposed draft resolution. .. 

Dr VIANNA said that the developing countries were interested in how to determine 

the quality of pharmaceutical products. They appreciated that WHO would find it 

difficult to control the quality of all pharmaceutical products, although the 
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Organization provided on request lists of laboratories in a number of coimtries where 

samples were analysed. But there were some products which were exported even though, 

in their country of manufacture, they had not been scientifically approved and their 

use had been prohibited by medical associations. It would be reasonable for WHO 

to notify IVfember countries of products which had not been tested. The developing 

countries were not interested in lists of products exported on a large scale to 

countries which were unable to test them. The Organization should undertake a study 

of the problem on the basis of information from scientific associations in the 

countries concerned, to see if the value of given products had been scientifically 

tested or not. 

Dr HAPPI welcomed the item under discussion. His own country, for example, 

had already been faced with the problem of non-proprietary names for pharmaceutical 

preparations. Cameroon was composed of a French-speaking and an English-speaking 

region. At one period in the country's development, the English-speaking part had 

been without doctors, and the French-speaking doctors sent there had been unable to 

make proper use of drugs imported from the United Kingdom because they did not fully 

understand the terminology. English-speáking doctors had eventually been found, 

with Ш0
1

 s assistance; but if the drugs used had been named in accordance with the 

recommendations in the report under discussion, the difficulty might not have arisen. 

Even now difficulties were encountered in the posting of doctors with differing 

medic al backgrounds • 

He endorsed the comments of the preceding speakers and fully supported the 

proposed draft resolution. 
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Professor MACÍJGH said that the idea of a system of international non-proprietary 

names for phar mac eut i e al preparations was not a new one; it followed a long-st^ding 

trend in Switzerland, the Scandinavian countries, Prance, the United Kingdom and the 

United States of America. The system proposed in document EB)7/25 was a good one, 

but in principle priority should be allowed to the name given by an inventor of a drug 

provided it corresponded with paragraphs 1 to 9 of the General Principles set out in 

the annex to document EB37/25. In any case the name should not be decided arbitrarily 

by WHO. One problem was the time which would elapse between the proposal of a name 

and the final decision by WHO. The process should be improved so that all the 

necessary formalities could be completed within a year at the most. 

In practice, the first part of paragraph 2 of the general principles was often 

difficult to apply； in any case, paragraphs 1 to 9 were recommendations rather than 

strict rules• There were certain objections to paragraph 10: for example, it 

appeared to conflict with paragraph 2; syllables such as "bol", "gly-", "mito-" and 

"-moxin" had nothing to do with non-proprietary names; the ending
 n

-inum" was 

inadequate since it indicated a group of alkaloids for the most part without thera-

peutic value； and the introduction of the syllables "pramine" was generally not 

justified. The application of paragraph 10 would reduce the possibilities in 

choosing names or, contrary to the intention of paragraph 1, would necessitate unduly 

long names. The list of syllables in paragraph 10 should be shortened, though 

syllables of the type of "barb" and ”-caínum" should be retained. 

The basic principle should be that names should be brief and easily pronouncable 

as well as correctly formed. It would be useful if WHO could issue lists more 

frequently : only four lists had appeared since 1962. 
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Dr Alr-AWADI said that no-one doubted that any attempt at unification of 

nomenclature would be of great help to both doctors and patients. He wondered 

why the word "psychological" had not been included in the second sentence of 

paragraph 2 of the guiding principles, since a name with psychological connotations 

could be as damaging as one with any of the other connotations listed. 

Dr RAO said that the subject was of great importance to the people of the 

developing countries. A serious aspect was the cost of medical care, which was 

extremely high for countries with low per capita income• The adoption of inter-

national non-proprietary names for pharmaceutical preparations would enable governments 

to obtain good quality products at low prices ； it v7ould ensure that middle-men did 

not make excessive profits; and that people with limited means could obtain the best 

possible medical aid. 

Dr Watt had made a valuable comment on the relationship between items 2.3, 2.4 

and 2.5 of the agenda. It was vital that any resolutions passed or action taken in 

respect of pharmaceutical preparations should be consistent with the quality control 

that was essential for the success of health programmes• 

Dr ALAN; referring to the second, paragraph of section 1 of document EB37/25> 

said that it was important to encourage the use of international non-proprietary names 

in national regulations, for clinical reports and for the labelling and advertising 

of pharmaceutical preparations. Such names would be of no value unless they appeared 

on packages and labels and were thus visible to the medical practitioner; more should 

be done to ensure that the producers of pharmaceutical preparations did in fact use 

the non-proprietary names. 
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He endorsed Professor ffecuch/s suggestion concerning more frequent publication of 

lists of non-proprietary names. 

The CHAIRMAN said that everyone was aware that WHO could recommend principles 

concerning non-proprietary names： it was for governments to pass legislation for 

applying them. 

Dr WATT remarked that attention had been given in recent legislation in the 

United States of America to the. need for the generic names of pharmaceutical 

preparations to be printed in letters as large as those of the proprietary name、 

Dr DOLO asked if the Secretariat could give any idea of the number of countries 

that were using the non-proprietary names proposed by Ш0. 

y 

Professor C-ONZAtEZ TORRES, stressing the importance of the work under discussion, 

said that there were so many names for drugs, шалу of them bearing no relation to the 

chemical composition, that it was impossible for anyone to remember them all： the 

medical practitioner needed an electrical computer to deal with them. It would of 

course be possible to use the generic names together with the manufacturer's name； 

but it was essential that the generic name should be printed in sufficiently large 

letters for the doctor to be immediately aware of what the drug in question really 

w a s • ..；,_. 

Dr IZMEROV said that it was difficult to reply to all the questions raised during 

the discussion； but the valuable information and the constructive proposals that had 

emerged would be taken into account in future work. 
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Mr BLANC (Pharmaceuticals) said that the technical comments had been noted and 

would be communicated to the members of the Expert Advisory Panel on the International 

Pharmacopoeia and on Specifications for Pharmaceutical Preparations, who were helping 

as experts in WHO's intricate work on the selection of non-proprietary names to be 

proposed to Member countries. 

Every effort was being made to see that lists were published as speedily as 

possible, but the task was difficult because it was a question of waiting for requests 

for names from manufacturers or from national or semi-national authorities and 

endeavouring to have them checked for possible infringement of existing trade-marks； 

that entailed a very heavy correspondence• The second cumulative list, which would 

include all the names proposed in lists 1 to 15, was in preparation and was expected 

to be published early in 19&J• Considerable time was needed for the task of checking 

the chemical definitions of names, and valuable help had been given by specialists and 

by the International Union of Pure and Applied Chemistry, The letter sent to Member 

countries asked them to take all the necessary steps to see that any non-proprietary 

names adopted would not be taken up by firms and granted proprietary rights. In 

other words, governments were requested to give protection to all names proposed by 

WHO, and in certain cases WHO had been able to persuade governments or firms and stop 

the misuse of non-proprietary names. 

In reply to Dr Dolo, he said that it was difficult to state the number of Member 

countries using non-proprietary names. Names were proposed to WHO and could be 

recommended if no objections were raised after a certain lapse of time. An inquiry 

as to how many of the names were used officially in countries would be difficult to 

conduct, particularly in view of the fact that governments were asked in case of 

conflict with other names to suggest another name for national use. 
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v The. suggestion, concerning the general principles would be;, sent to î he members of 

the expert panel dealing with thensubject. In laying down general principles, the 

policy had been to endeavour to avoid 'giving the public too much information on the 

use of the preparations, while giving medical and pharmaceutical professions a certain 

information from the name. ,、 人 . . J , . , ； ' 

The CHAIRMAN thanked Dr Watt for drawing the Board's attention to the
 :

fact that 

the present item was a component part of a very large problem. As he had described 

it, there w孕s at one end the safety of the enormous number of new drugs being 

‘ . . . . , ••... • . . .. . . . . . . . . . . • . : . . . . . . . . . - • . . . . . 

regularly introduced on the market by reputable or by less reputable firms for 

commercial reasons, and the need for machinery that would prevent the、world population 

from being swamped by the stream of medicines, but would not curtail further scientific 

research. At the other end was the very intimate relationship between drug and 

individual：, the biochemical relationship, which also reflected the psychological 

relationship - for the distinction between psychology and biochemistry was in process 

of disappearing. As； yet only for a few drugs had it been possible to discover 

exactly how they worked on the human organism. The problem now under discussion, 

which fell between the two referred to, was the question of terminology： the problem 

of perfecting and simplifying the tool used、by the doctor who prescribed ；the； drugs, 

to make it easier for him and for the public to judge what should or should not be 

used. All three aspects must be adjusted to one another. 

He invited attention to the proposed draft resolution in paragraph 5 of 

............ .....• . . , . . . . .• ,
 v
. . ... .、. .. . . .、 .. Ç4- . .. . - ：• ...；... 

document EBJ7/25> to th母 amendments in Corrigendum 1, and al^o to the further 

amendments suggested by the Deputy Director-General. 
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to continue his assistance to Member States for the improvement of 
quality control of pharmaceutical preparations； 

(b) to continue to study the measures proposed in the report of the 
Director-General, particularly in regard to the issue of a quality control 
сertifiсate； and 

(c) to report to a future session of the Executive Board as well as to 
the Nineteenth World Health Assembly. 

1 Resolution EB57.R9 and annex• 

Professor MÜNTENDAM said that he would like to suggest a further slight amendment 

to paragraph 2, as already amended, so that it read: 

AUTHORIZES the Director-General to make such revisions of the General 
Principles as may seem desirable in the light of advances in science and of 
experience, and on the suggestion of members of the Expert Advisory Panel on 
the International Pharmacopoeia and Fnarmac euti с al Preparations designated 
to deal with the selection of non-proprietary names. 

Decision： The draft resolution as amended was adopted• 

2. QUALITY CONTROL OF HiARMACEUTICAL PREPARATIONS: Item 2.3 of the Agenda 
(Document ЕВ37/) (continued from the third meeting, section 3) 

The CHAIRMAN asked for comments on the draft resolution (EB37/Conf.Doc • No. 10) 

prepared by the Rapporteurs, which read as follows : 

The Executive Board 

Recalling resolution VJHAI8.36, stressing the need to establish suitable 
procedures for ensuring a satisfactory level of quality control of pharmaceutical 
preparations imported or locally manufactured

s
 and requesting the Director-General 

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

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

Noting the proposals made therein for securing suitable control with the 
continuing assistance of the World Health Organization, 

REQUESTS the Director-General : 

(a) 
the 
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Sir George GODEER said that he would like to suggest an amendment to sub-

paragraph (b), which he felt needed slight clarification. He thought that it had 

been the intention to refer to the value and possibility of issuing quality control 

certificates in the country of origin. The best method of ensuring quality control 

of drugs was the close and continuous monitoring of production, which was only possible 

by the manufacturer； and the most effective action that could be taken in the country 

of origin was to ensure that that was done. It was not a matter of issuing quality 

certificates to particular batches of drugs - w M e h merely showed that the drug came 

from a reliable source. He would propose therefore that sub-paragraph (b) be 

amended to read "to continue to study the measxires proposed in the report of the 

Director-General, particularly in regard to the value and possibility of issuing 

quality control certificates in the country of origin"• 

Dr KEITA thought that as a general rule a resolution on a report should reflect 

that report* 1д the present с ase, the Director-General
1

 s report had stressed the 

question of training inspectors for analysis of pharmaceutical preparations and for 

quality control and reference laboratories• Dr Happi
1

 s original proposal had 

mentioned quality control laboratories and even the setting-up of reference 

laboratories in countries without them. But the wording of the draft resolution 
• : r - - L' . • - . • . • 

before the meeting, while requesting the Director-General to continue assistance to 

countries, did not show the extent or the form of such assistance. There was no 

problem for the developed countries, which had both quality control and laboratories: 

it was the coxmtries that imported the most, particularly in the African Region, that 

had neither• What form of assistance would the Direc tor-General offer to those 

countries?. He considered that, as a first step, reference laboratories recognized 

by WHO, such as were used, for example,, in the case of freeze—dried smallpox vaccine, 

should be designated to carry out quality control; and he would like to see, as point 

(d) of the resolution, a statement to that effect. 
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Dr HAPPI, Rapporteur, said that he accepted Sir George Godber's amendment. 

Dr ALAN drew the attention of the Board to resolution WHA18.36 of the Eighteenth 

World Health Assembly, operative paragraph 2 of which requested the Direc tor-General 

"to continue to assist Member States to develop their own laboratory facilities . . •". 

He thought that that wording might meet Dr Kelt a
1

 s point and asked whether he would 

be satisfied if it were added to the resolution. 

The CHAIRMAN asked Dr Keita whether his point would be met by amending sub-

paragraph (a) of the draft resolution to read "to continue his assistance to №mber 

States for the improvement of the quality control of pharmaceutical preparations in 

the way indicated in resolution • 

Dr KEITA thanked Dr Alan for drawing his attention to resolution WHAl8•；56, but he 

still found the draft resolution too vague in its terms • It was only by constant 

reiteration that any advance could be made. In order to give due weight to the 

Director-General' s report； he hoped that his amendment, which was in conformity with 

resolutidn WHAI8.36, could be accepted. 

Dr WATT wondered whether, if Dr Keita felt that his views were expressed by-

resolution ША18.36, it would not be possible to use the wording of that resolution to 

emphasize those parts of the resolution he felt to be important. 

Dr KEITA said that he wished to go beyond resolution WHAl8,)6; if the wording of 

that resolution were used, sub-paragraph (a) would read "to continue to assist Member 

States to develop their own'laboratory facilities or to secure access to such facilities 

elsewhere". In that case, there might be a proliferation of laboratories, whereas he 

would prefer a single reference laboratory, for the African Region for example• 
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Where resolution WHAl8v^6 referred to "access to such facilities elsewhere", he would 

prefer a mention of "the designation of reference laboratories, as à first stage". 

This was not simply a repetition but a new idea. He formally proposed the addition 

of a fourth sub-parâgraph (d), -.to read: 

to envisage tide ' designation of reference laboratories as a first stage 
for those regions which do not have any, or the establishment of control 
laboratories in those regions where they do not exist. 

In reply to a request by Dr WATT, the CHAIRMAN suspended discussion of item 2.3 
.., .. .... .， • • •• - .. ；.'. ‘ . - . . ' . i ； ；• . • .......“ 

to enable Dr Keita's amendment to be circulated in writing. 

ACTION IN RESIECT OP INTERNATIONAL CONVENTIONS ON NARCOTIC DRUGS: Item 2.6 of 
the Agenda (Docturients ЕД57/7 and Add.'l and Add.2) 

Dr IZMEROV, Assistant Director-General, said that document EH57/7 contained 

information on the decisions taken by the Director-General concerning the international 

control status of narcotic drugs since the thirty-fourth session of the Executive 

, • j.... . .. .•:..:....,. . ‘ j.. . . . . . . . . ^ . . . . . . . . . . ； 

Board. The decisions concerned one morphine-like synthetic drug and two compound 

preparations considered to be dangerous. 

In Addendum 1 to the document, the Director-General reported on the results 
‘ • • ' -' ； • • . ' • • ' " • ： •• • •••

：
 . . . . . . . • ‘ - . . . . . . . . . 

of the consultations which, as requested by resolution V/HA18.46 of the Eighteenth • • • - ‘ . . • . . . - . ....- - - • . • ...•..•• - -.-. . . • -
World Health Assembly, had been held with the different United Nations organs for 

. • • . . ••： ； i ：• ., ...... • ’ . . . . , , 

international narcotics control in order to avoid possible delays in giving effect to 

WHO's recommendations for controlling certain drugs. The Commission on Narcotic 

Drugs was not inclined to go as far as amending the Single Convention on Narcotic 
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Drugs at such an early stage, but had resolved that, in cases where delay in 

following up WHO'S recommendations might occur, the relevant decisions of the 

Commission could be taken by postal vote. As indicated in paragraph 5 of the 

addendum，the ne\i procedure would be kept under review, and the possibility of 

amending the Convention in accordance with the suggestions of the Eighteenth World 

Health Assembly at a later date had not been discarded. 

Addendum 2 to the document was an interim report on the reaction of the United 

Nations Commission on Narcotic Drugs in response to resolution ША18.47, in which the 

Assembly had requested the Direc tor-General to study the advisability and feasibility 

of international control measures for drugs of abuse of the sedative, stimulant and 

hallucinogen type. As a first step, the Expert Committee on Dependence-producing 

Drugs had recommended a number of such measures in its fourteenth report, as described 

in paragraph 2 of Addendum 2. 

It had been found appropriate to bring resolution VJHA18A7 and the Expert 

Committee
1

s recommendations to the notice of the Commission on Narcotic Drugs. The 

Commission's response had been positive, in the sense that something should be done； 

for various reasons, it could not go into any details of the problems at its last 

session, which had closed on 21 December 1965. A special meeting of the Commission 

was, however, planned for later in 1966， in which WHO would participate and on which 

a report would be submitted to the Board at its thirty-ninth session. 
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Dr KENNEDY said that it was encouraging to note that the Commission on Narcotic 

Drugs, the Permanent Central Narootios Board and the Drug Supervisory Body all shared 

Ш0
1

s concern about giving the quickest possible effect to recommendations. While 

the measure proposed by the Commission on Narcotic Drugs appeared at first sight to 

be satisfactory, a closer examination gave rise to doubts as to whether the vote by 

mail or telegram, referred to in operative paragraph 2 of the Commission
1

s resolution 

(reproduced in document EBJ7/7 Add.l), was appropriate to the situation, because 

there was no possibility of obtaining explanations on the Ш0 recommendations, as 

there always was at sessions of the Commission on Narcotic Drugs. 

He noted that document ЕВ37/7 Add.2 was the first of a series of reports. He 

hoped that, in subsequent reports, the alleged value of the import-export authorization 

system could be examined* Because of its success in the narcotics field, the system 

had become somewhat of a gimmick and he wondered what its value was to national control 

in the case of the amphetamines, barbiturates and tranquillizers. He himself strongly 

doubted its value. 

Dr WATT associated himself with Dr Kennedy's remarks. He himself was worried 

by the term "dependence-producing", since it might not always be sufficiently clearly 

defined• With some drugs there was no problem, since the action was clear and 

unmistakable. There were others, however, which while they might be described as 

"dependence-producing" did not lend themselves to control of the type under discussion. 
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The CHAIRMAN pointed, out that the Expert Committee on Dependence-producing Drugs 

had changed its terminology/- as the result of difficulties that had arisen in 

distinguishing between "addiction" to drugs and "habituation"• The general term 

"dependence-producing" had been adopted aá a solution》 and it covered six groups of 

drugs. He mentioned that in his own part of the world, the sedatives ancj stimulants, 

previously not regarded as habit-forming, were posing more problems than the classical 

types of drugs. ‘There was vital interest in the introduction of stricter regulations. 

У 
Dr QUIROS said the matter was of fundamental importance in Latin America, 

, ••- ... -. i - . ‘. 

especially in connexion with the chewing of coca leaves and the consumption of cocaine. 

His Government was doing all in its power to cope with what was both a national 

problem, and an international problem as far as the illicit traffic in cocaine was 

concerned. It was carrying out an epidemiological survey with a view to finding out 

why the population chewed coca leaves, and would follow that up with a health education 

programme. He therefore hoped that Ш0, the Economic and Social Council and other 

United Nations bodies would give due importance to the problem - which had economic, 

social and public health aspects 一 for the benefit not only of his country but the 

world as a whole. 

Dr HAIBACH (Biarmacology and Toxicology), referring to Dr Kennedy
1

 s remarks 

concerning the shortcomings of the compromise solution, said that a draft resolution 

to be submitted provided for further keeping of the situation under review, in order 

to inform appropriately the governing organs of the Organization. There was still 

the possibility of amending eventually the Single Convention in Narcotic Drugs so as 

to make it possible for decisions to be taken immediately by the Director-General. 
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Dr Kennedy had expressed doubts regarding the efficacy of the import-export 

certificate system; that was to be discussed in the Special Committee of the IMited 

Nations Commission on Narcotic Drugs later in the year. He pointed out that the 

Commission on Narcotic Drugs was at present the constituent organ for the inter-

national control of narcotic drugs and had, over many years and on the recommendation 

of WHO, issued warnings against the abuse of those drugs> to which the Eighteenth 

World Health Assembly had drawn attention. 

With reference to Dr Watt's query about terminology, he said that the Expert 

Committee on Dependence-producing Drugs had. insisted that the new terminology should 

not be interpreted as determining per se the need for or extent of any control 

measures : it was intended to help clarify the situation from a medical point of 

view. 

Referring to Dr Qui ros
1

 statement on the problem of с oca-leaf chewing, he said 

that the assurance of WHO'S interest was to be found in the very fact that the first 

commission of inquiry into the problems, which had visited three Latin American 

countries in 19斗9, comprised four members, of whom two were WHO experts. 
. . . . . • - - ' . . . . . v . . 

During the past years the activities of international organizations concerned 

with narcotic control, including Ш0, had greatly increased in regard to the problem 

of сoca-leaf chewing. 

Dr AL-AWADI asked how much information Ш0 had on the existence of habit-forming 

drugs in the developing countries, and what kind of control It exercised over thëm. 

He was aware, for example, that in the Yemen there was the problem of khat chewing. 
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Dr RAO, referring to paragraph 4 of "document EB37/7 Add.2, wished to know 

what had been the statements made at the twentieth session of the Commission on 

Narcotic Drugs that illustrated the complexity of the problem and the varying 

degrees of concern felt in different countries, 

Dr HALBACH said that the practice of khat chewing, to which Dr Al-Awadi had 

referred， had been brought to the Organization
1

s attention some ten years previously. 
. . - , . . . .. • ' • "• 

Subsequently, a report on the problem had been issued 一 a copy of which he would 

gladly provide to Dr Al-Awadi - as a result of which the Economic and Social Council 

. .... -v.. ‘ - ： . . . . . . •‘ 

had adopted a resolution in 1964 declaring that the question should be dealt with 
• • • ' . . • 

at the regional level. 

Replying to Dr Rao's point regarding the specific questions raised in the 

United Nations Commission on Narcotic Drugs on the complexity of the problems 

-...- .'. • . ； •••"-' • 
surrounding sedatives and stimulants and the varying degree of concern they had 

aroused, he said that
?
 at its twentieth session, the Commission had in fact dealt 

only briefly with the matter. However, the WHO Expert Committee on Addiction-producing 

Drugs had repeatedly issued warnings on the abuse of barbiturates and other sedatives 

as far back as 1956 and also on stimulants of the amphetamine group of drugs. 

Consequently, the matter had been considered several times by the Commission on 

Narcotic Drugs which, for a time, was uncertain as to whether it fell within the 

competence of the Commission. Ultimately, however, the Commission had debided that 

it was competent to consider the problem. 工t. had、now decided to have the matter 
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examined by a special committee and, so far as possible, the answers would have to be 

provided by WHC. At the same time, it was hoped to obtain some idea of what steps 

could be taken to implement the provisions of resolution WHAl8.^7, which requested 

the Director-General to investigate the possibility of international control measures 

for sedatives and stimulants. 

The CHAIRMAN, referring the Beard to sub-paragraphs (1) and (2) of document EB37/7, 

submitted the following draft resolution for its consideration： 

The Executive Board 

NOTES the action taken by the Director-General upon receipt of appropriate 
expert advice, and in compliance with resolution VJHA7.6, with regard to four 
notifications forwarded to the Sec retary-General of the United Nations. 

Decision： The draft resolution was adopted.工 

The CHAIRMAN asked the Rapporteur to present the draft resolution expressing the 

Board's attitude to the information contained in document ЕВЗТ/Т Add.1. 

_ У 

Dr QUIROS, Rapporteur； read out the following draft resolution： 

The Executive Board, 

Recalling resolution VJHA18.46; 

Having examined the report cf the Director-General; 

Noting the measures envisaged by the Commission on Narcotic Drugs of the 
Economic axid Social Council; and 

Expressing the hope that these measures will prevent undue delays in 
bringing dangerous narcotic drugs under control, 

1

 Resolution EB37.R10. 
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RECOMMENDS 

(1) that the report of the Director-General be transmitted to the 
Nineteenth World Health Assembly; and 

(2) that the Nineteenth World Health Assembly invite the Director-General 
to report to a future session of the Board and the Assembly such observations 
as might call for further improvement of the arrangements for international 
narcotics control, in the interest of speedy protection of the public. 

Decision： The draft resolution was adopted. 

4. QUALITY CONTROL OF PHARMACEUTICAL PREPARATIONS: Item 2.3 of the Agenda 
(Document EB)7/3斗）(resumed from section 2) 

The CHAIRMAN invited the Board to consider the following amendment .•: 

(ЕВ37/Conf.Doc.No. 11) which had been submitted by Dr Keita to the draft resolution 

proposed by the Rapporteur (EB37/Conf.Doc • No. 10, reproduced under section 2 above ): 

After paragraph (b), insert a new paragraph (c), reading as follows： 

(c) to consider the designation of reference laboratories, as a first 
stage, for the regions where there are none, or the establishment of 
control laboratories in the regions which do not have any; 

Existing paragraph (c ) will then become (d). 

Dr ALAN said that Dr Keita
1

 s amendment would introduce two new elements into 

the draft resolution, providing for the establishment, respectively, of reference 

laboratories and control laboratories, in regions where they did not already exist. 

As far as the first of those elements was concerned, it should present no difficulty 

1

 Resolution ЕБ37.И11. 
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for the Director-General, since he already had a list of reference laboratories with 

which the Organization was in contact. With regard to the establishment of control 

laboratories, it would appear that the idea behind Dr Keita
1

s amendment, was that 

the Organization should encourage the different countries and regions to establish 

their own laboratories, where they did not already exist, and should provide them 

with technical assistance by appointing consultants or by awarding fellowships 

to train technicians. In order, therefore, to make Dr Keita
1

s intention quite 

clear, his proposed text might be slightly modified to emphasize the role WHO would 

play in eric our agiftg governments to establish their own laboratories, and to provide 

for technical assistance to such laboratories• He believed that the Organization 

had already rendered technical asslstaiice of a similar kind as, for instance, in 

the case of the regional centre for nutrition in the Americas; but the Secretariat 

was better placed to say whether there had been other instances of technical 

assistance being given by the Organization to enable countries in a given region 

to establish their own centre• 

The CHAIRMAN said that it would be appreciated if Dr Alan could submit his 

proposed amendment in writing as soon as possible. 

Dr WATT said that the intent of the amendment was not quite clear to him. As 

he understood Dr Alan's interpretation, the Director-General and the regional 

directors, together with the various governments concerned, would evolve some 

method for pooling resources so that a central laboratory could be established 

within a given region. Once established, the laboratory would receive technical 
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assistance from a number of different sources^ including perhaps the United Nations 

Development Programme. If that was the correct interpretation of the amendment, 

then it differed from his own understanding of the matter. 

The CHAIRMAN said that he had the same understanding of Dr Alan's interpretation 

of the amendment as Dr Watt. However, a resolution had already been adopted by 

the Health Assembly requesting the Direc tor-General to assist governments in 

establishing quality control laboratories and, as stated in the Director-General
!

s 

report, steps were being taken to assist the individual countries. In submitting 

his amendment to the draft resolution before the Board, it was apparently Dr Keita
!

 s 

intention to make it quite clear that the Director-General was requested to 

encourage governments to establish their own control laboratories• He asked 

Dr Keita whether he would be prepared to accept a modification of his amendment 

to emphasize that point, 

Dr KEITA said that there was a slight difference between Dr Alan
!

s 

interpretation of the amendment and his own intention in proposing it. To his 

mind, the question was one of establishing a laboratory, with the assistance of 

the Organization, in the African Region. That did not necessarily mean the 

• • • •• . . . . • •. 
proliferation of various microlaboratories in the Region, nor an additional 

financial burden. He was anxious that the Organization should, in collaboration 

with governments
9
 consider the possibility of establishing one or two laboratories 

. . ； ‘ • ‘ ., . 、 • ： . . • . . 、
 ；1

 .... 
at the regional level so that African States could carry out quality control of the 

drugs imported from various sources. 
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The difference between his own and Dr Alan's interpretation of the matter arose 

when it came to the form in which assistance would be rendered by the Orgctnization» 

Dr Alan had referred to assistance of a purely technical nature - such as the 

appointment of consultants - but he would like to see in addition some material 

assistance， so that really efficient laboratories could be established. 

For those reasons
д
 he considered tllat the text he had drafted reflected his 

intention exactly： to amend it along the lines proposed by Dr Alan would lessen the 

impact- of the resolution. 

Dr DOLO suggested that it would save time, and might meet Dr Keita's point, if 

the following phrase were added at the end of operative paragraph (a) of the draft 、、 

resolution submitted by the Rapporteur: " • • • particularly by developing regional 

control laboratories in those regions where they did not already exist"• 

The CHAIRMAN considered, that the word "developing" in the context of the 

resolution, was rather vague• 

If he had understood correctly^ Dr Keita was urging the establishment of regional 

WHO quality control laboratories which would place a seal of approval on drugs before 

their distribution throughout the various countries in the Region. On the other 

hand, Dr Alan was of the opinion that, if such laboratories were established, 

assistance to them should take the form of consultants- experts and certain types of 

equipment• Those two interpretations should be made quite clear to the Boards so 

that it could choose between them. As far as he himself was concerned, the second 

interpretation presented no difficulty, since on several occasions the Executive 

Board had expressed itself in favour of the same principle. However, with regard 
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te Dr Keita*s suggestion, to his recollection the possibility of the Organization 

guaranteeing drugs had been discussed, and rejected, in the past, since it had been 

felt that WHO should not become involved in the matter in that way. He asked the 

Di rec tor- Степе ral if that was not sc. 

The DIRECTOR-GENERAL said that his remarks would relate to the subject in a 

broader context. 

As he understood the position； Dr Keita and certain other members had a problem 

for which they were endeavouring to find the best solution. He was certain that 

Dr Keita would agree that WHO should assist the countries in Africa to develop, in 

agreement with the Regional Committee, a central laboratory, to which they could 

submit drugs for examination, and which would belong to one country but render 

assistance to all who wished to avail themselves of its facilities. That might well 

be the type of project which could be financed by the liai ted Nations Development 

Programme provided it accorded the same importance to it as WHO. The l&iited Nations 

Development Programme could help with the preparations for the laboratory and could 

provide the necessary technical personnel at the outset, while the country concerned 

would suppl3^ a minimum number of personnel. №.intenance of the laboratory would 

for a time be ensured from international sources, but payments would also Ue made by 

the Member States using its facilities. Whether one or more laboratories were 

envisaged, the question would nave to be resolved at the regional committee level 

since, as Dr Keita was aware, it would be extremely difficult for the Organization 

itself to open and maintain such laboratories without creating a problem of a very 

general nature. 
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As he had already mentioned on previous occasions, a group of countries in 
.- ...••' - • . ... : .. ' ' . : . . . . . • 

Central America had agreed to organize, at the University of Panama, a common 

laboratory, which it was hoped to open in the near future. WHO would assist the 

Government of Panama in establishing the laboratory - which would examine medical 

products 一 at the level necessary to serve six countries• The countries concerned 
• ‘ . . . ... . . “ “ • . • “ . • •• ‘ ... . 

would share in the expensesj the Organization would, however，continue its 

assistance. Dr Keita was possibly concerned that the cost of a central laboratory 

in the African Region would have to be borne by the individual countries and that 

there would be no assistance from other sources• However, it should be made "quite 
. . . ： • • • • - ' . . . . . •. ,• . . . . . . . . , . - . 

clear that the project would be established on an inter-country basis for the 
‘ -. ： . ” ••‘ "‘ V

1

："： .• • . -• • • - ' - - . . - . . . . . . . .. . 

‘ “ “ ‘ “‘ ‘ “ • - � • .-.'-• . . ‘ , . • . . . . . . . . . . . . , . . 

African Region, and would cover two or three groups of countries. 

He said that, while answering the Chairman's question in the affirmative, he 

also wished to voice his sympathy with Dr Keita in his endeavours to find a 

solution to the problem. 

Dr KEITA said tliat, as far as Dr Dolo
J

 s proposal was concerned^ he could not 

accept it since in effect it changed the substance of his amendment • Before one 
. . . . … • • .： ' • • • • ••• • • . . •

：
- . . ‘ > 

- . • • ..，：•:.....：. ^ . s = . ； . . • .... . 

could develop a project, it had to exist; and in the African Region^ there v/ere 

neither reference nor control laboratories. Moreover, when speaking of assist 

he had not had in mind (as had been understood by the Chairman) that the Organization 

should place its seal of approval on drags.
 :

 The Director-General had expressed 

what he had wished to convey very well： there were certain resources and possibili-

ties available for assistance; he personally had not known whether they could be 

used for the establishment of laboratories, but the Directors-General had in fact 

mentioned the Special Fund. 
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In pressing the matter, lie had been concerned that the whole burden of the 

establishment of laboratories should not fall upon the countries in the Regioru 

It was for that reason that he had sought the assistance of the Director-General, 

who knew what resources were available at the regional level. With the help of 

such resourcesj laboratories could be set up that would be independent; WHO would, 

however, have facilitated their establishment both technically and materially. 

The CHAIRMAN asked Dr Keita if lie would consider a slightly amended version of 

his proposed text to read; 

(c) to consider the designation of reference laboratories^ as a first stage, 
for the regions where there are none, and to assist in the establishment of 
control laboratories in the regions which do not have any» 

Dr KEITA said that the text, as azcended by the Chairmarb was acceptable to him. 

Dr WATT considered that the wording proposed did not adequately reflect Dr Keita
1

 s 

intention, which had been very clearly expressed and with which he wished to 

associate himself. He therefore suggested that the matter should be deferred until 

the Board
f

 s meeting the following day^ and that in the meantime the Director^GeneraJL 

should be asked to provide a revised text. 

The CHAIRMAN said that, if Dr Keita agreed, he would be pleased to suspend 

discussion on the latter until later, so that a revised version of the text could be 

prepared. 
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Dr SUBANDRIO considered that the question of the manner in which the laboratories 

would be established, and the form assistance to them would take, were matters for 

consideration by the Regional Committee. She felt that Dr Keita's main concern, as 

expressed in his amendment, was to stress the need for the designation of reference 

laboratories in countries where they did not already exist. 

Dr ALAN said that the Chairman's proposal to include a reference to assistance 

in Dr Keita
1

s amendment was an expression of his own thinking in the matter* While 

that proposal undoubtedly had Dr Keita
1

s full sunport, it might further clarify the 

text to state in the resolution that the Director-General would assist regions in 

establishing laboratories, where they did not already exist. 

Dr KEITA said that he agreed to Dr Watt's proposal• Since the Director-General 

was acquainted with the problems involved he would be able to prepare a text that 

would satisfy all concerned. 

Professor MUNTENDAM said that, in the light of the provisions of paragraph 2(a) 

of resolution ША18.36, he would propose that paragraph (c) of the draft resolution 

should read: 

to continue to assist Member States or groups of IVfember States in establishing 
their own control laboratories• 

The CHAIRMAN said that there appeared to be general agreement on substance. It 

was now only a matter of finding the appropriate wording, and that could be done in 

consultation with the Rapporteurs and the authors of the various aiœndments. He 

therefore proposed to suspend discussion on the item until further notice. (See 

minutes of the twelfth meeting
?
 section 3-) 

The meeting rose at 5»30 P-m. 
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COHRÏCJËNDA 

Page thirteenth line 

delete: individual, which reflected 

insert: individual, the biochemical relationship, which also reflected 

Page I^y fourteenth and fifteenth lines 

delete: no one had been able to discover exactly how drugs worked 

insert s only for a few drugs had it been possible to discover exactly 

Page 17., section "Action in respect of International Conventions on Narcotic Drugs" 

After the first paragraph of this section/ Insert a new paragraph as follows: 

工n Addénduñi 1 to the document, the Director-General reported on the 
results of the consultations which, as requested by resolution WHA18•斗6 of the 
Eighteenth World Health Assembly, had been held： with 弋he different United 
Nations organs for international narcotics control in order to avoid possible 
delays in giving effect to WH0

T

s recommendations for controlling certain drugs. 
The Commission on Narcotic Drugs was not inclined to go as far as amending the 
Single Convention on Nai'cct/ic I>rugs at such an еыг1у stage, but had. resolved 
that, in cases where dela^

7

 in following up WH0
T

s i'eсommendations might occur, 
the relevant decisions of 勺he Commission could be taken by postal vote. As 
indicated in paragraph 5 of the addendum,, the new procedure would be kept 
under review, and the possibility cf amending the Convention in accordance 
with the suggestions of the Eighteenth World Health Assembly at a later date 
had not been discarded. 

Page 18， fourteenth line 

delete; situation. 

insert； situation， because there was no possibility of obtaining explanations 
on the WHO recommendations, as there always was at sessions of the 
Commission on Narcotic Drugs. 

how they worked 
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Page 18， seventeenth and eighteenth lines 

delete: That system had become somewhat of a gimmick in the narcotics field 

insert; Because of its success in the narcotics field, the system had become 
somewhat of a gimmick 

Page 20， fifth line 

delete: and had, on the recommendation of WHO 

insert : and had, over many years and on the recommendation of WHO 

Page 20, third line from bottom 

delete: 1948 

insert : 1949 

Page 20^ penultimate line 

delete; three 

Page 20^ last line 

delete: increased. 

insert； increased in regard to the problem of coca-leaf chewing• 

Page 21, sixteenth and seventeenth lines 

delete: Commission on Narcotic Drugs on the complexity of the problem and the 
varying degrees of concern it had aroused 

insert : United Nations Commission on Narcotic Drugs on the complexity of the 
problems surrounding sedatives and stimulants and the varying degree 
of concern they had aroused 

Page 21^ fifth line from bottom 

delete: considered by 

insert : considered several times by 

Page 21, third line from bottom 

delete; following a near majority vote, 

Page 2J, third line 

delete : matter. 

insert: matter in that way. 
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1. INTERNATIONAL NON-PROPRIETARY NAMES FOR PHARMACEUTICAL PREPARATIONS: 
Item 2.4 of ths Agenda (Щ57/25 and Corr.l) 

Dr 工ZMEROV, Assistant Director-General, introduced the Director-General
1

 s 

report on international non-proprietary names for pharmaceutical preparations 

(document EB37/25 and Corr.1). He recalled that large numbers of non-proprietary 

nemes for non-patented pharmaceutical preparations were introduced each year and 

the same product was often known under different names in different countries. The 

work of pharmacists was greatly complicated by the existence of such a large variety 

of narnes，and the standardization of terminology was an urgent need. 

The task had been assumed by WHO because of the need for international co-operation. 

The Executive Board had made recommendations on the selection of non-proprietary names; 

and WHO
!

s programme since 1952 had resulted in the selection of 1715 names, which were 

used in regulations for pharmaceutical preparations, in the literature and in labelling, 

and which were of direct assistance to public health services and to international 

trade. The general principles adopted as a result of the recommendations of the 

Sub-Ccrraittee on Non-Proprietary Names of the Expert Committee on Specifications 

for Pharmaceutical Preparations - for use by international bodies, industrial concerns, 

research institutes and for the naming of new products - embodied the use of suffixes 

or prefixes to indicate a substance belonging to a group of pharmacologically related 

subs-'cances. The Sub-Committee had revised the General Principles in December 1964 

and would continue to make annual revisions for new preparations appearing on the 

mcjrkei;, 
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He drew attention to the following draft resolution in paragraph 5 of 

document EB37/25. 

The Executive Board, 

Having considered the report of the Director-General；^ 

Noting 

(i) the continuing.nature of the work for the selection of non-proprietary 
names for pharmaceutical preparations, in accordance with the Procedure for 
the Selection of Recommended International Non-Proprietary Names for 
Pharmaceutical Preparations as adopted by resolution EB12.R24 and later 
revised by resolution EB15 .R7 ; 

(ii) the increasing general use in the interests of public health of the 
non-proprietary names proposed by WHO for regulatory, labelling, scientific 
and other purposes; and 

(iii) the growing number of new chemicals and other substances introduced 
in therapeutics and entering international commerce, and the corresponding 
need for proposing suitable non-proprietary names at an early stage in the 
introduction of new pharmaceutical preparations; 

Recognizing that the General Principles for Guidance in Devising 
Intern夺 tional,Non-Proprietary Names for Pharmaceutical Preparations'have 
to be continually revised at intervals to keep up with developments in 
the field of therapeutics, 

1. APPROVES the revision as proposed in the Angex to the Fifteenth List 
of proposed International Non-Proprietary Names, and 

2. AUTHORIZES the Director-General to make such revisions as may seem 
desirable in the light of experience and on the suggestion of the Expert 
Advisory Panel on the International Pharmacopoeia and Pharmaceutical 
Preparations designated to deal with the selection of non-proprietary najnes. 

The DEPUTY DIRECTOR-GENERAL drew attention to the following corrections 

contained in document EB37/25 and Corr.ls 

1

 Document EB37/25-

Annexed to document EB)7/25. 



(a) Under (1), fourth line, after the word "Preparations" should be 

inserted the words "and with the General Principles for Guidance in 

Devising International Non-Proprietary Names for Pharmaceutical Preparations 

as amended by resolution EB15*R7
n

j * 

(b) in operative paragraph 1， after the words "APPROVES the revision", 

should be inserted the words
 п

оГ the General Principles"; and 

(c) in operative paragraph 2, after the words "to make such revisions
1

^ 

should be inserted the words "of the General Principles". 

He indicated that it might not be necessary to retain the references to the 

resolutions, as given in the text of the document and in the corrigendum; it would 

perhaps be better to refer to Official Records No. 60, in which both the Procedure 

and the General Principles had been published. He also mentioned that the words 

"members of" should be inserted between the words "on the suggestion of" and 

"expert advisory panel" in paragraph 2 of the operative part of the proposed resolution. 

Dr WATT said that in dealing with major problems it was easy to overlook their 

relationship with other major problems. Items 2.3, 2.4 and 2.5 of the agenda 

were really three aspects of the same problem. At one end was quality control 

(item 2.3) which must be exercised as closely as possible to the source of production, 

so that no products of bad quality reached the market. At the other end was control 

of the effects of drugs (item 2.5b which involved the very sensitive reaction of the 

patient and must be carried out as closely as possible to the patient. In the middle 

came the naming of products (item 2.4), at present under discussion, which involved 

finding a way to bring order in the chain from producer to consumer. Whatever 

success was achieved in developing the acceptance of non-proprietary names would 

have a bearing on the solution of the other two problems. 



The DEPUTY DIRECTOR-GENERAL said that Dr Watt had made a most valuable point. 

The order of the three items was very opportune, for in speaking of quality control of, 

or adverse reactions to, drugs it was essential to know exactly what was involved; 

thus item 2.4 was far from being merely a question of terminology or labelling: 

universally adopted non-proprietary names would provide a common language both in 

matters of quality control and in monitoring of adverse effects. 

Dr KEITA said that item 2.4 was extremely important because it was concerned with 

providing a common language for WHO'S Members countries. It might be compared with 
. . . • - " ； >• • 

the international highway code. Countries using the same terminology could not 

perhaps fully appreciate the importance of the subject: it was in the countries which 

had to import pharmaceutical preparations from other countries that the question of 

names presented difficulties to doctors and pharmacists. His own country, after being 

long accustomed to French doctors and French drugs, had begun to use American, Italian, 

German, Soviet and other drugs. Unless doctors had the time to find out the chemical 

formulas for the new drugs it was. difficult for them to prescribe them. The proposals 

in the document under discussion would be invaluable in helping doctors to identify 

and utilize pharmaceutical preparations. The proposed system would also help 

importers to know what products were required• 

He entirely supported both the report and the proposed draft resolution. 

Dr VIANNA said that the developing countries were interested in how to determine 

the quality of pharmaceutical products. They appreciated that WHO would find it 

difficult to control the quality of all pharmaceutical products, although the 



Organization provided on request lists of laboratories in a number of countries where 

samples were analysed. But there were some products which were exported even though, 

in their country of manufacture, they had not been scientifically approved and their 

use had been prohibited by medical associations. It would be reasonable for WHO 

to notify Member countries of products which had not been tested. The developing 

countries were not interested in lists of products exported on a large scale to 

countries which were unable to test them. The Organization should undertake a study 

of the problem on the basis of information from scientific associations in the 

countries concerned, to see if the value of given products had been scientifically 

tested or not. 

Dr HAPPI welcomed the item under discussion. His own country, for example, 

had already been faced with the problem of non-proprietary names for pharmaceutical 

preparations. Cameroon was composed of a French-speaking and an English-speaking 

region. At one period in the country
!

s development, the English-speaking part had 

been without doctors, and the French doctors sent there had been unable to make 

proper use of drugs imported from the United Kingdom because they did not fully 

understand the terminology. English-speaking doctors had eventually been found, 

with V/HO
!

s assistance; but if the drugs used had been named in accordance with the 

recommendations in the report under discussion, the difficulty might not have arisen. 

Even now difficulties were encountered in the posting of doctors with differing 

medical backgrounds. 

He endorsed the comments of the preceding speakers and fully supported the 

proposed draft resolution. 



Professor MACÍJCH said that the idea of a system of internat i orlal non-proprietary 

names for pharmaceutical preparations was not a new one; it followed a long-standing 

trend in tíwitzerland, the Scandinavian countries, Prance, the United Kingdom' and the 

United States of America. The system proposed in document EB37/25 was a good one, 

but in principle priority should be allowed to the name given by an inv^èntor of a drug 

provided it corresponded with paragraphs 1 to 9 of the general principles set out in 

the annex to document EB37/25. In any case the name should not be decided arbitrarily 

by WHO, One problem was the time which would elapse between the proposal of а паше 

and the final decision by WHO. The process should be improved so that all the 

necessary formalities could be completed within a year at the most. 

In practice, the first part of paragraph 2 of the general principles was often 

difficult to apply; in any case, paragraphs 1 to 9 were recommendations rather than 

strict rules. There were certain objections to paragraph 10: for example, it 

appeared to conflict with paragraph 2; syllables such as "bol", "gly-”， "mito-" and 

"-raoxin" had nothing to do with non-proprietary names ； the ending " - i n W was 

inadequate since it indicated a group of alkaloids for the most part without thera-

peutic value； and the introduction of the syllables "pramine" was generally not 

justified. The application of paragraph 10 would reduce the possibilities•in 

choosing names OP, contrary to the intention of paragraph 1, would necessitateünduly 

long names. The list of syllables in' paragraph 10 should ¿e shortened, though 

syllables of the type of "barb" and "-cainum" should be retained. 

The basic principle should be that names should be brief and easily pronoimcâble 

as well as correctly formed. It would be useful if WHO could issue lists more 

frequently: only four lists had appeared since 1962. 



Dr AL-AWADI said that no-one doubted that any attempt at unification of 

nomenclature would be of great help to both doctors and patients. He wondered 

why the word "psychological" had not been included in the second sentence of 

paragraph 2 of the guiding principles, since a name with psychological connotations 

could be as damaging as one with any of the other connotations listed. 

Dr RAO said that the subject was of great importance to the people of the 

developing countries. A serious aspect was the cost of medical care which was ‘ 

extremely high for countries with low per capita income. The adoption of inter-

national non-proprietary names for pharmaceutical preparations would enable governments 

to obtain good quality products at low prices j it would ensure that middle-men did 

not make excessive profits; and that people with limited means could obtain the best 

possible medical aid. 

Dr Watt had made a valuable comment on the relationship between items 2.3, 2.4 

and 2.5 of the agenda. It was vital that any resólütíons passed or action taken in 

respect of pharmaceutical preparations should be consistent with the quality control 

that was essential for the success of health programmes• 

Dr ALAN, referring to the second paragraph on page 1 of document Щ57/25, said 

that it was important to encourage the use of international non-proprietary names in 

national regulations, for clinical reports and for the labelling and advertising of 

pharmaceutical preparations. Such names would be of no value unless they appeared 

on packages and labels and were thus visible to the medical practitioner: more shQuld 

be done to ensure that the producers of pharmaceutical preparations did in fact use 

the non-proprietary names. 
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He endorsed Dr Macuch
1

s suggestion concerning more frequent publication of 

lists of non-proprietary names• 

The CHAIRMAN said that everyone was aware that WHO could recommend principles 

concerning non-proprietary names: it was for governments to pass legislation for 

applying them. 

Dr WATT remarked that attention had been given in recent legislation iri the 

United States of America to the need for the generic names of pharmac eut ib al 

preparations to be printed in letters as large as those of the proprietary name. 

Dr DOLO asked if the Secretariat could give any idea of the number of countries 
. . . ‘ -:.....•..... 、 - ; . “ {•.•„ ；• , ： • 

that were using the non-proprietary names proposed by WHO. 

/ 

Professor GONZALEZ TORRES, stressing the importance of the work under discussion, 

said that there were so many names for drugs, many of them bearing no relation to the 

chemioâi óorfiposition, that it was impossible for anyone to remember them all: the 

medical practitioner needed an electrical computer to deal with them. It would of 

course be póssible to use the generic names together with the manufacturer
{

s name; 

but it was essential that the generic name should be printed in sufficiently large 

letters for the doctor to be immediately aware of what the drug in question really was, 

Dr 工ZMEROV said that it was difficult to reply to all the questions raised during 

the discussion, but the valuable information and the constructive proposals that had 

emerged would be taken into account in future work. 



Mr BLANC (Pharmaceuticals) said that the technical comments had been noted and 
. • - , . . . . . . :•- , 

would be communicated to the members of the Expert Advisory Panel on the International 

Pharmacopoeia and on Specifications for Pharmaceutical Preparations, who were helping 

as experts in WHO
1

s intricate work on the selection of non-proprietary names to be 

proposed to Member countries. 

Every effort was being made to see that lists were published as speedily as 

possible, but the task was difficult because it was a question of waiting for requests 

for names from manufacturers or from national or semi-national authorities and 

endeavouring to have thçm checked for possible infringement of existing trade-marks； 

that entailed a very heavy correspondence. The second cumulative list, which would 

include all the names proposed in lists 1 to 15, was in preparation and was expected 

to be published early in 1967- Considerable time was needed for the task of checking 

the chemical definitions of names, and valuable help had been given toy specialists and 

by the International Union of Pure and Applied Chemistry, The letter sent to Member 

coimtries asked them to take all the. necessary 3teps to see that any non-proprietary 

names adopted would not be taken up by firms and granted proprietary rights. In 

other words, governments were requested to give protection to all names proposed by 

WHO, and in certain cases WHO had been able to persuade governments or firms and stop 

the misuse of non-proprietary names• 

In reply to Dr Dolo, he said that it was difficult to state the number of Member 

countries using non-proprietary names* Names were proposed to WHO and could be 

recommended if no objections were raised after a certain lapse of time. An inquiry 

as to how many of the names were used officially in countries would be difficult to 

conduct, particularly in view of the fact that governments were asked in case of 

conflict with other names to suggest another name for national use. 



The suggestion concerning the general principles would be sent to the members of 

the expert panel dealing with the subject
e
 In laying down general principles, the 

policy had been to endeavour to avoid giving the public too much information on the 

use of the preparations, while giving medical and pharmaceutical professions a certain 

information from the name».. 

The CHAIRMAN thanked Dr Watt for drawing the Board
t

 s attention to the fact that 

the present item was a component part of a very large problem. As he had described 

it. there was at one end the safety of the enormous number of new drugs being 

regularly introduced on the market by reputable or by less reputable firms for 

commercial reasons, and the need for machinery that would prevent the world population 

from being swamped by the stream of medicines, but would not curtail further scientific 

research. At the other end was the very intimate relationship between drug and 

individual, which reflected the psychological relationship 一 for the distinction 

between psychology and-biochemistry was in proces5 of dj ̂ appearing. As yet no-one 

had been able to discover exactly how drugs worked on the human organism. The. 

problem now under discussion, which fell between the two referred to, was the question 

of terminology : the problem of perfecting and simplifying the tool used by the doctor 

who prescribed the drugs, to make it easier for him, for the public to judge what 
. . . . . . . - . . - . . “ '• •.!..• • - •• : • • •• •'• * ; - - • 

should or should not be used. All three aspects must be adjusted to one another. 

He invited attention to the proposed draft resolution in paragraph 5 of 

document EB)7/25, to the amendments in Corrigendum J.j and also to the further 

amendments suggested by the Deputy Director-General• 



to continue his assistance to Member States for the improvement of 
quality control of pharmaceutical preparations; 

(b) to continue to study the measures proposed in the report of the 
Director-General, particularly in regard to the issue of a quality control 
certificate: and 

Professor MUNTENDAM said that he would like to suggest a further slight amendment 

to paragraph 2, as already amended, so that it read: 

AUTHORIZES the Director-General to make such revisions of the general 
principles as may seem desirable in the light of advances in science and of 
experience, and on the suggestion of members of the Expert Advisory Panel on 
the International Pharmacopoeia and Pharmaceutical Preparations designated 
to deal with the selection of non-proprietary names. 

Decision; The draft resolution as amended was adopted^ 

2. QUALITY CONTROL OF PHARMACEUTICAL PREPARATIONS: Item of the Agenda 
(Document Щ57/54) (continued) 

The CHAIRMAN asked for comments on the draft resolution (EB37/Conf .Doc .No. 10) 

prepared by the Rapporteurs, which read as followsî 

The Executive Board， 

Recalling resolution WHAl8.)6, stressing the need to establish suitable 
procedures for ensuring a satisfactory level of quality control of pharmaceutical 
preparations imported or locally manufactured, arid requesting the Director-General 
to pursue the establishment of internationally accepted principles and 
specifications for the control of the quality of phârmaceut i cal preparat ions; 

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

Noting the proposals made therein for securing suitable control with the 
continuing assistance of the World Health Organization, 

REQUESTS the Director-General: 

(a) 
the 

(c) to report to a future session of the Executive Board as well as to 
the Nineteenth World Health Assembly • 



Sir George GODBER said that he would like to suggest an amendment to sub-

paragraph (b)， which he felt needed slight clarification. He thought that it had 

been the intention to refer to the value and possibility of issuing quality control 

certifiçates in the country of origin. The best method of ensuring quality control 

‘of drugs was the close and continuous monitoring of production, which was only possible 

by the manufacturer; and the most effective action that could be taken in the country 

of origin was to ensure that this was done. It was not a matter of issuing quality 

certificates to particular batches of drugs - which merely showed that the drug came 

from a reliable source• He would propose therefore that sub-paragraph (b) be amended 

to read "value and possibility of issuing quality control certificates in the country 
. . . . . • ： , . 、... -,. ‘ s .. ： . . ， . . . . . . . •： • “ 、 . . . ‘ • : " • .:•�‘ ‘ • • • ‘ 
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of origin"• 

Dr KEITA thought that as a general rule a resolution on a report should reflect 
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that report. In the present case, the Director-General
T

s report had stressed the 
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question of training inspectors for analysis of pharmaceutical preparations and for 

quality control and reference laboratories. Dr Happi
1

 s original proposal had 

mentioned quality control laboratories and even the setting up of reference 

laboratories in countries without them. But the wording of the draft resolution 

before the meetings while requesting the Director-General to continue assistance to 

countries> 4id not show the extent or the form of such assistance. There was no 

problem for the developed countries
9
 which had both quality control and laboratories: 

it was the countries that imported the most, particularly in the African Region., that 

had neither• What form of assistance would the Director-General offer to those 

countries? He considered that, as a first step, reference laboratories recognized 

by WHOj such as were used, for example, in the case of freeze-dried smallpox vaccine 

should be designated to carry out quality control; and he would like to see, as point 

(d) of the resolution， a statement to that effect. 



Dr HAPPI, Rapporteur^ said that he accepted Sir George Godber^s amendment. 

Dr ALAN drew the attention of the Board to resolution WHA 18.^6 of the Eighteenth 

World Health Assembly^ operative paragraph 2 of which requested the Director-General 

"to continue to assist Member States to develop their own laboratory facilities , . •”。 

He thought this might meet Dr Keita
1

s point and asked whether he would be satisfied 

if that were added to the resolution• 

The CHAIRMAN asked Dr Keita whether his point would be met by amending sub-

paragraph (a) of the draft resolution to read "to continue his assistance to Member 

States for the improvement of the quality control of pharmaceutical preparations in 

the .way indicated in resolution 

Dr KEITA thanked Dr Alan for drawing his attention to resolution VJHAl8.^6, but he 

still found the draft resolution too vague in its terms. It was only by constant 

reiteration that any advance could be made. In order to give due weight to the 

Director-General
r

s report, he hoped that his amendment, which was in conformity with 

resolution WHAl8._56, could be accepted, 

Dr WATT wondered whether, if Dr Keita felt that his views were expressed by 

resolution WHA]8•彡6, it would not be possible to use the wording of that resolution to 

emphasize those parts of the resolution he felt to be important. 

Dr KEITA said that he wished to go beyond resolution WHAl8.^6; if the wording of 

that resolution were used, sub-paragraph (a) would read "to continue to assist Member 

States to develop their own laboratory facilities or to secure access to such facilities 

elsewhere". In that case, there might be a proliferation of laboratories, whereas he 

would prefer a single reference laboratory, for the African Region for example* 



Where resolution WHAie
:

ô<S véferreár
:

to
 u

áecess to such facilities elsewhere" ^ he would 

prefer a mention of "the designation óf reference laboratories^ 9.S a .first stage". 

This vxas fíót simply a- repetition bu*t à new :idea- .He formally proposed. t,he addition 

of a fourth"sub-paragraph (d)， to read: 

to" erívisage
:

 ttó designation' of - reference laboratories as à first stage;. 
for those regions which do not have алу, or the establishment of control 
iaborat'ories in those regions where they do not exist». ,.：•.；； j ' . , 

:
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；
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In reply to a request by Dr WATT, the CHAIRMAN suspended discussion of item 2；^ 

to enaÍDÍe Dr Keitá^s
1

 amendment to be circulated i!n writings -：广、、:：… 
:
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,the ,Agenda (Doçuments EB37/7 and Add.l and Add. 2) 
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'一 / Dr iZayÉSoV，Assistant Director—General， said that document EBJl/Y cont^iaed, 

informât i oñ
:

 ori the decisions taken by the Dire ct cr-Gene ral concerning th^ international 

control status 'of narcotic drug^ since the thirty-fourth session of tbe Execi^ivç.—..、 

Board， ‘ ïiie decisions coricerned one morphine—like synthetic drug and two compound 
- • ' ... . • 

''''préparations considerëd. to be dangerous. 

-么〜Addendum 2 to thé doeument was an interim report on the reaction of t)ie United . 

Nations Commission on Narcotio Drugs in response to resolution WHA18.47,访 which, the 

* Assembly had requested the Director—General to.study the advisability and feasibility 

of international control measures for drugs of abuse of the sedative, stimulant and 
• ' • • • • . • •. ‘ - . '. .-.- ‘ “：' . ‘“ • . : .
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hallucinogen type. As a first step, the Expert Committee on Dependence-producing 
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Drugs had recommended a number of such measures in its fourteenth report, as described in paragraph 2 of Addendum 2, 



It had been found appropriate to bring resolution ША18Л7 and the Expert 

Committee
T

 s re с ommendat i on s to the notice of the Commission on Narcotic Drugs » The 

Commission's response had been positive, in the sense that something should be done; 

for various reasons, it could not go into any details of the problems at its last 

session, which had closed on 21 December 1965- A special meeting of the Commission 

was, however, planned for later in 1966，in which WHO would participate and on which 

a report would be submitted to the Board at its thirty-ninth session. 

Dr KENNEDY said that it was encouraging to note that the Commission on Narcotic 

Drugs, the Permanent Central Narcotics Board and the Drug Supervisory Body all shared 

WHO's concern about giving the quickest possible effect to recommendations. While the 

measure proposed by the Commission on Narcotic Drugs appeared at first sight to be 

satisfactory，a closer examination gave rise to doubts as to whether the vote by mail 

or telegram, referred to in operative paragraph 2 of the Commission
1

s resolution 

(reproduced in document E B 3 7 A Add.l), was appropriate to the situation« 

He noted that document EB37/7 Add»2 was the first of a series of reports• He 

hoped that, in subsequent reports, the alleged value of the import-export authorization 

system could be examined- That system had become somewhat of a gimmick in the narcotics 

field and he wondered what its value was to national control in the case of the 

amphetamines
 9
 barbiturates and tranquillizers. He himself strongly doubted its value• 

Dr WATT associated himself with Dr Kennedy
1

 s remarks. He himself was worried by 

the term "dependence-producing" ̂  since it might not always be sufficiently clearly 

defined. With some drugs there was no problem, since the action was clear and 

unmistakable. There were others, however^ which while they might be described as 

”dependence-producing" did not lend themselves to control of the type under discussion. 



The CHAIRMAN pointed out that the Expert Committee on Dependence-producing Drugs 

had changed its terminology as the result of difficulties that had arisen in 

distinguishing between "addiction" to drugs and "habituation". The general terra 

“dependence-producing" had been adopted as a solution, and it covered six groups of 

drugs• He mentioned that in his own part of the world, the sedatives and stimulants, 

previously not regarded as habit-forming, were posing more problems than the classical 

types of drugs. There was vital interest in the introduction of stricter regulations. 

一 浐 

Dr QUIROS said the matter was of fundamental importance in Latin America, 

especially in comexionr with the chewing of coca leaves arid the consumption of cocaine • 

His Government was doing； all" in its power to cope with what was !-)Oth a national 

problem, and an inteniational problem as far as the illicit traffic in cocaine was 

concerned. It was carrying out an epidemiological survey with a view to finding out 

why the population chewed coca leaves, and would follow this up with a health education 

programme. He therefore hoped that WHO, the Economic and Social Council and other 

United Nations bodies would give due importance to the problem 一 which had economic, 

social and public health aspects - for the benefit not only of his country but the 

world as a whole • 

Dr HAtBACH (Pharmacology and Toxicology), referring to Dr Kennedy's remarks 

concerning the shortcomings of the compromise solution, said that a draft resolution 

to be submitted provided for further keeping of the situation under review, in order 

to inform appropriately the governing organs of the Organization. There was still the 

possibility of amending eventually the Single Convention in Narcotic Drugs so as to 

make it possible for decisions to be taken immediately by the Director-General. 



Dr Kennedy had expressed doubts regarding the efficacy of the import-export 

certificate system; that was to be discussed in the Special Committee of the United 

Nations Commission on Narcotic Drugs later in the year. He pointed out that the 

Commission on Narcotic Drugs was at present the constituent organ for the inter-

nat i ona.1 control of narcotic drugs and had, on the recommendation of WHO, issued 

warnings against the abuse of those drugs, to which the Eighteenth World Health 

Assembly had drawn attention. 

iïitb. reference to Dr Watt's query about terminology, he said that the Expert 

Committee on Dependence-producing Drugs had insisted that the new terminology should 

not be interpreted as determining per se the need for or extent of any control 

measures: it was intended to help clarify the situation from a medical point of 

view • 

z 

Referring to Dr Quiros' statement on the problem of coca leaf chewing^ he said 

that the assurance of WHO * s interest was to be found in the very fact that the first 

commission of inquiry into these problems, which had visited three Latin American 

countries in 19斗8， comprised four members of whom two were WHO experts. 

During the past three years the activities of international organizations 

c。r_。：rnsd with narcotic control, including WHO, had greatly increased. 



Dr AL-AWADI asked how much information WHO had on the existence of habit-
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forming drugs in the developing countries, and what kind of control it exercised 
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over them. He was aware, for example， that in the Yemen thore was the problem of 

khat chewing, 

Dr RAO, referring to paragraph 4 of document EB57/7 A d d , w i s h e d to know 

what had been the statements made at the twentieth session of the Commission on 

Narcotic Drugs that illustrated the complexity of the problem and the varying 

degrees of concern felt in different countries. 

:. ” ‘ t i • • : ‘ . . ： … . . / . 、 • • --

Dr HALBACH (Pharmacology and Toxicology) said that the practice of khat chewing, 

to which Dr Al-Awadi had referred, had been brought to the Organization's 

attention some ten years previously. Subsequently, a report on the problem had 

been issued 一 a copy of which he would gladly provide to Dr Al-Awadi - as a result 

of which the Ecíonomlc aiid Social Council had adopted a resolution in 196^- declaring 

that the question should be dealt with at the regional level. 

Replying to Dr Rao
 T

s point regarding the specific questions raised in the 

Commission on Narcotic Drugs on the complexity of the problem and the varying 

degrees of concern it had aroused, he said that, at its twentieth session, the 

Commission had in fact dealt only briefly with the matter. However^ the WHO 

Expert Committee on Addiction-producing Drugs had repeatedly issued warnings on the 

abuse of barbiturates and other sedatives as far back as 1956 and also on stimulants 

of the amphetamine group of drugs. Consequently, the matter had been considered by 

the Commission on Narcotic Drugs which, for a time, was uncertain as to whether it 

fell within their competence. Ultimately, however> following a near majority vote, 

the Commission had decided that it was competent to consider the problem. It had 

now decided to have the matter examined by a special committee and, so far as 



possible; the answers would have to be provided by WHO. At the same time, it was 

hoped to obtain some idea of what steps could be taken to implement the provisions 

of resolution WHAl8.^7，which requested the Director-General to investigate the 

possibility of international control measures for sedatives and stimulants. • 

•：：.、..‘:, . . .‘: . .. .. ”•.: . • ....... . . . 

The CHAIRMAN, referring the Board to paragraphs (1) and (2) of document EB37/7, 

submitted the following draft resolution for its consideration: 

The Executive Board 

NOTES the action taken by the Director-General upon receipt of appropriate 
expert advice and, in compliance with resolution WHA7.6, with regard to four 
notifications forwarded to the Secretary-General of the United Nations Л 

Decision; The draft resolution was adopted. 

The CHAIRMAN asked the Rapporteur to present the draft resolution expressing the 

Board
f

s attitude to the information contained in document EB37/7 Add.l, 

Dr QUIROS, Rapporteur, read out the following draft resolution: 

.The Executive Boards 

.Recalling resolution WHAl8.46; 

Having examined the report of the Director-General； 

Noting th, m^svres envisaged by the Commission on Narcotic Drugs of the 
Economic and Social Council; and 

1

 Resolution EB;57.R10. 



Expressing the hope that these measures will prevent undue delays in 
bringing dangerous narcotic drugs under control, 

RECOMMENDS 

(1) that the report of the Director-General be transmitted to the 
Nineteenth World Health As s embly； and 

(2) that the Nineteenth World Health Assembly invite the Director-General 
to report to a future session of the Board and the Assembly such observations 
as might call for further improvement of the arrangements for international 
narcotics control, in the interest of speedy protection of the public. 

Decision: The draft resolution was adppted."
1

" 

4. QUALITY CONTROL OF PHARMACEUTICAL PREPABATIONS : Item 2.3 of the Agenda 
(Document EB37/34) (resumed) 

The CHAIRMAN invited the Board to consider the following amendment 

(EB37/Conf.Doc.No. 11) which had been submitted by Dr Keita to the draft 

resolution proposed by the Rapporteur (EB37/Conf.Doc.No, 10^ reproduced under 

section 2 above): 

After paragraph (b), insert a new paragraph (c), reading as follows : 

(c) to" consider the designation of reference laboratories, as a first 
stage, for the regions where there are none, or the establishment of 
control laboratories in the regions which do not have any; 

Existing paragraph (c) will theoi become (d). 

• . • - • ' 、•. ‘ . 

Dr ALAN said that Dr Keita
!

 s amendment would introduce two new elements into 

the draft resolution providing for the establishment, respectively^ of reference 

laboratories and control laboratories^ in regions where they did not already exist• 

As far as the first of those elements was concerned, it should present no difficulty 

t 
1

 Resolution EB37-R11» 



for the Director-General, since he already had a list of reference laboratories with 

which the Organization was in contact. With regard to the establishment of control 

laboratories, it would appear that the idea behind Dr Keita
1

 s amendment was that 

the Organization should encourage the different countries and regions to establish 

their own-laboratories^ where they did not already exist, and should provide them 

with technical assistance by appointing consultaiits or by awarding fellowships 

to train technicians. In order, therefore, to make Dr Keita
f

s intention quite 

clear, his proposed text might be slightly modified to emphasize the role WHG would 

play in encouraging governments to establish their own laboratories, and to provide 

for technical assistance to such laboratories. He believed that the Organization 

had already rendered technical assistance of a similar kind as, for instance, in 

the case of the regional centre for nutrition in the Americas; but the Secretariat 

was better placed to say whether there had been other instances of technical 

assistance being given by the Organization to enable countries in a given region 

to establish their own centre. 

The CHAIRMAN said that it would be appreciated if Dr Alan could submit his 

proposed amendment in writing as soon as possible, 

Dr WATT said that the intent of the amendment was not quite clear to him. As 

he understood Dr Alan
1

s interpretation, the Director-General and the regional 

directors, together with the various governments concerned, would evolve some 

method for pooling resources so that a central laboratory could be established 

within a given region. Once established, the laboratory would receive technical 



assistance from a number of different sources, including perhaps the United Nations 

Development Programme. If that was the correct interpretation of the amendment, 

then it differed from his own understanding of the matter• 

The CHAIRMAN said that he had the same understanding of Dr Alan's interpretation 

of the amendment as Dr Watt. However, a resolution had already been adopted by 

the Health Assembly requesting the Director-General to assist governments in 

establishing quality control laboratories and, as stated in the Director-General
1

 s 

report, steps were being taken to assist the individual countries. In submitting 

his amendment to the draft resolution before the Board, it was apparently Dr Keita
1

 s 

intention to make it quite clear that the Director-Gçneral was requested to 

encourage,governments to establish their own control laboratories. He asked 

Dr Keita whether he would be prepared to accept a modification of his amendment 
• . . . . . . ： } . . • . 

to emphasize that point. 

Dr KEITA said that there was a slight difference between Dr Alan*s 

interpretation of the amendment and his own intention in proposing it. To his 

mind, the question was one of establishing a laboratory, with the assistance of 

the Organization, in the African Region. That did not necessarily mean the 

proliferation of various raicrolaboratories in the Region, nor an additional 

financial burden. He was anxious that the Organization should, in сollaboration 

with governments, consider the possibility of establishing one or two laboratories 

at the regional lçvel so that African States could carry out quality control of the 

drugs imported from various sources. 



The difference between his own and Dr Alan
f

 s interpretation of the matter arose 

when it сawe to the form in which assistance would be rendered by the Organization. 

Dr Alад had referred to assistance of a purely technical nature 一 such as the 

appointment of consultants - but he would like to see in addition some material 

assistance, so that really efficient laboratories could be established. 

For those reasons
д
 he considered that the text he had drafted reflected his 

intention exactly： to amend it along the lines proposed by Dr Alan would lessen the 

impact of the resolution. 

Dr DOLO suggested that it would save time., and might meet Dr Keita's point, if 

the following phrase were added at the end of operative paragraph (a) of the draft 

resolution submitted by the Rapporteur： " • • • particularly by developing regional 

control laboratories in those regions where they did not already exist
11

. 

The CHAIRMAN considered that the word "developing" in the context of the 

resolution, was rather vague, 

If he had understood correctly^ Dr Keita was urging the establishment of regional 

WHO quality control laboratories which would place a seal of approval on drugs before 

their distribution throughout the various countries in the Region. On the other 

hand, Dr Alan was of the opinion that, if such laboratories were established^ 

assistance to them should take the form of consultants^ experts and certain types of 

equipment. Those two interpretations should be made quite clear to the Boards so 

that it could choose between them. As far as he himself was concerned，the second 

interpretation presented no difficulty, since on several occasions the Executive 

Board had expressed itself in favour of the same principle. However^ with regard 



to Dr Keita*s suggestion^ to his recollection the possibility of the Organization 

guaranteeing drugs had been discussed, and rejected, in the past, since it had been 
. . . . . . . . . • • . • ; ‘ ‘ • .，. . • •• I 广 . . . ； “ ： -

г
 、 “ ‘ . ‘ •； . . “ . ' . . . 

felt that WHO should not become involved in the matter• He asked the Directors 

• • .,....,.. . ......... • • . . 、•..,. :、 •' .... ;;V>!.：О ..:: . . . . . • • 
General if this was not so. 

. , - . : ' . ‘ . . . . . . . • � : • . -• ‘ . 
. . . . . . . . . ... . . . . . . • : , • , . . . 、 . . . . ， . . . . ： . ， + . . . . . , • . . • • . . . . • 

The DIRECTOR-GENERAL said., that his remarks would relate to the subject in a 

broader context. 

As he understood the position, Dr Keita and. certain other members had a problem 

for which they were endeavouring to. find the best solution. He was certain гthat 

Dr Keita would agree that Щ0 should assist the countries in Africa, to develop^ in 

agreement with the Regional Committee, a central laboratory
л
 to which they could 

: “ . ： . . 1 •. •'"'С" . ... - - • 、:-

submit drugs for examination, and which would belong to one country bat render 

assistance to all who wished to avail themselves of its facilities. That mi^it well 

be the type of project whicji could be financed by the United Nations Development 

Programme provided it accorded the same importance to it as Ш0. The United Nations 

Development Programme could help with the preparations for the laboratory and could 

provide the necessary technical personnel at the outset, while the country concerned 

would aupply a minimum number of personnel. Maintenance of the laboratory would 

for a time be ensured from international sources, but payments would also be made by 

the Member States using its facilities. Whether one or more laboratories were 

, , • ' . ； ：... •',•：•• ‘ ‘ ： ‘ ‘‘ .. • •• • , . . . .... 

envisaged^ the question would have to be resolved at the regional committee level 
since, as Dr Keita was aware, it would be extremely difficult for the Organization 

itself to open and maintain such laboratories without creating a problem of a very 

general nature. 



As he had already mentioned, on previous occasions ̂  a group of countries in 

Central America had agreed to organize^ at the University of Panama, a common 

laboratory, which it was hoped to open in the near future • WHO would assist the 

Government of Panama in establishing the laboratory 一 which would examine medical 

products - at the level necessary to serve six countries. The countries concerned 

would share in the expenses; the Organization would, however， continue its 

assistance* Dr Keita was possibly concerned that the cost of a central laboratory 

in the African Region would have to be borne by the individual countries and that 

there would be no assistance from other sources• However, it should be made quite 

clear that the project would be established on an inters country basis for the 

African Region, and would cover two or three groups of countries. 

He said that, while answering the Chairman's question in the affirmative> he 

also wished to voice his sympathy with Dr Keita in his endeavours to find a 

solution to the problem. 

Dr KEITA said that, as far as Dr Dolo
1

 s proposal was concerned^ he could not 

accept it since in effect it changed the substance of his amendment. Before one 

could develop a project^ it had to exist; and in the African Region, there v/ere 

neither reference nor control laboratories. Moreover, when speaking of assistai蕭J 

he had not had in mind (as had been understood by the Chairman) that the Organization 

should place its seal of approval on drugs. The Director-General had expressed 

wha.t he bad wished to convey very well： there were certain resources and possibili-

ties available for assistance he personally had not known whether they could be 

used for the establishment of laboratories^ but the Director-General had in fact 

mentioned the Special Fund* 



>7¿‘ 

^Iii't^ëssing the matter, he had been concerned that the whole burden of the 

.二 \" ‘ . ‘' 
. . . . . •. - • • - “ '•. ‘ ' 

establishment of laboratories should not fall upon the countries in the Region. 

It was for that reason that he had sought the assistance of the Director^General^ 
• . . . . . • 

who knew what resources were available at the regional level. With the help of 

such resources^ laboratories could be set up that would be independent; WHO would, 
• 一力• • _ .... 

however^ have facilitated their establishment both technically and materially. 

- - :• :々 -厂• . - :：
 1
 ..." 

. . . • ： • " • ： " - . . . - . “ . . - . . ' . . . . . 二 . 
. . . . •••• 

The CHAIRMAN asked Dr Keita if he would consider a slightly amended version of 

his proposed text to read: 。 w —: : '… 
^ ...... ； … ‘ ....... • “•••...'• ’.. 

....... .‘-' T- •“ , .••:.、... ••‘ '• 
(c) to consider the designation OÍS refere ilce laboratories, as a first stage, 
for the regions where there are none, and to assist in the establishment of 
control laboratories in the regions which do not have any^ 

.,-：峡
 !

一 . 
• . •：- ； . ' . • • • • i ••• ： •• . . . ' “ ‘ . 

； ：：乂. • ЗГ..'-- • - • 
Dr KEITA said that the text, as axaended by

 f

the Chairman, was acceptable to him-

Dr WATT considered that the wording proposed did not adequately reflect Dr Keitp' 

intention, which had been very clearly.expressed and with which he wished to 

associate himself• He therefore suggested that -̂ the matter should be deferred until 

the Board's meeting the following day^ and that in the meantime the Director-General 

should be asked to provide a revised text.丄.-•:：
 r

、 

The CHAIRMAN said that, if Dr Keita agreed, he would be pleased to suspend 

discussion on the latter until later, so that a revised version of the text could be 

p r e p a y .
 X

 …，—:..：.：:^.:. . 



Dr SUBANDRIO considered that the question of the manner in which the laboratorier. 

would be' established) ancV the form assistance to them would take, were matters for 

consideration by the Regional Committee• She felt that Dr Keita's main concern, as 

expressed in his amendment, was to stress the need for the designation of reference 

laboratories in countries where they did not already exist• 

• •‘ .... ' .... • • •. ' • • 

Dr ALAN said that the Chairman
1

 s proposal to Include a reference to assistance 

in Dr Keita's amendment was an expression of his own thinking in the matter. While 

that proposal undoubtedly had Dr Keita's full support
д
 it might further clarify the 

text to state in the resolution that the Director*-Gene ral would assist regions in 

establishing laboratories^ where they did not already exist, 

Dr KEITÀ said that he agreed to Dr V/att
1

 s -proposal* Since the Directors-General 

was acquainted with the problems involved he would be able to prepare a text that 

would satisfy all concerned. 
: ....q.:, 

. . : ： " , . . . ‘ ’ - . • • - . . . . . 

Professor MÜNTERDAM said that, in the light of the provisions of paragraph 2(a) 

of resolution WHAI806, lie would propose that pa^graph (c) of the draft resolution 

should read: .、?;•,; 

"to continue to assist Member States or groups of lumber States in establishing 
their own control laboratories"• 

The CHAIRMAN said that there appeared to be general agreement on substance. It 

was now only a matter of finding the appropriate wording, and that could be done in 

consultation with the Rapporteurs and the authors of the various amendments • He 

therefore proposed to suspend discussion on the items until further notice. 

The meeting rose at 5 Q 0 p*rru 


