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1. QUALITY CONTROL OF PHARMAСЕUТIСАL PREPARATIONS: Item 2.6 of the Agenda 
(Resolutions WHA1;.37 and В39.R8; Documents А20/P&B/10, А20 /Р&B /Conf.Doc. 
Nos 7 and 10 -15) (continued) 

The CHAIRMAN invited the Committee to continue its discussion on the quality 

control of pharmaceutical preparations. 

Dr GAYE (Senegal) said that he had little to add to the remarks of previous 

speakers, who had already covered the points raised in the Director -General's report 

(document A20 /P&B/40). 

At the Committee's previous meeting, the Turkish delegate had spoken of the 

two groups into which, as far as drugs were concerned, the world could be divided: 

the exporting countries and the importing countries. Carrying that idea a stage 

further, he himself considered that the following division also applied: countries 

producing, but not exporting, drugs; countries producing and exporting drugs; and 

countries only importing drugs. Unfortunately, most countries in Africa fell into 

the third category and were, in fact, "unconditional" consumers, since they lacked 

the means to carry out quality control unless they could avail themselves of another 

country's facilities. The reason for that state of affairs was well known and ј 

required no comment from him. 

African countries were at the mercy of the dangers inherent in drugs - drugs 

for which they had to pay very high prices. The problem of quality control was 

therefore of crucial importance to the importing countries - which were grateful 

both to the Executive Board and to the Secretariat for their efforts in that 

connexion - but a solution should already have been found in view of the length of 

time the problem had been under consideration. Of course, the hesitant attitude of 

the manufacturers and a certain diffidence in other quarters had not helped the 

situation. 
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The establishment of national laboratories was not a financially practicable 

proposition for the time being; and regional reference laboratories were likely to 

run into а.number of difficulties at the outset - not that he was opposed to the idea, 

but he considered that it could not be implemented immediately. 

Consistency in the standards for quality control was an essential criterion: 

any laboratory that applied the same standards, whether the drug was for export or 

for the home market, was above suspicion. But if a laboratory did not apply a 

uniform standard, then there was cause for concern, to say the least. 

The importing countries would have to take measures for their own protection 

as soon as possible, if a satisfactory solution were not found. In his opinion, 

many.unsuitable drugs would disappear from the market if action was taken at the 

inter -governmental level and information on any accidents 

occurring in the use of a drug. 

His delegation fully endorsed the remarks of the delegate of Nigeria at the 

previous meeting. 

. Dr PANTOJA (Brazil) said that he had listened with interest to the various 

proposals made at the Committee's previous meeting. Quality control of drugs was 

of paramount importance, particularly to the importing countries. Unfortunately, 

however, the discussions held in the past by the Executive Board and the Health 

Assembly had not produced the results expected. He believed that WHO should pursue 

its action in a realistic manner, seeking to place the benefits of its knowledge at 

the disposal of those Member States that had to rely on imported drugs. The 

Brazilian delegation, therefore, fully supported the joint draft resolution submitted 

in document А20 /Р&B /Соnf.Dос. No.7, together with the various amendments thereto. 
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Dr BERNARD, Assistant Director -General, Secretary, replying to points raised, 

said that, for the most part, the Committee's comments on the Director -General's 

report (document А20/Р&B /SR/10) had been favourable. There had, however, also been 

some criticism - which the Secretariat welcomed, since constructive criticism was a 

necessary element in helping the Organization to carry out its work. 

Two parts, in particular, of the Director -General's report had caused concern 

among some members of the Committee. First, the delegates of Norway and Nigeria 

had sought clarification regarding the first sentence of paragraph 2. He understood 

their concern: possibly in an effort to be concise, the Secretariat had not 

adequately stated the case. The idea expressed there had been intended to reflect 

the remarks made by the Director -General's representative at the Nineteenth World 

Health Assembly, a summary record of which could be found on page 397 of 

Official Records No. 152. The Committee could, however, rest assured that the 

sentence was not meant to imply that the Nineteenth World Health Assembly had reached 

a negative decision on the suggestion for a system of certification of drugs for 

export. 

Secondly, several delegations had considered that it was unrealistic to state, 

as in paragraph 3.1, that the ideal solution would be for every, Member State ti have 

its own control facilities. That was, perhaps, an over -simplification; the 

sentence in question would have been more accurate had it been combined with the 

following sentence referring to the cost involved and the scarcity of expert personnel. 
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Two trends of opinion had emerged from the Committee's discussion: first, 

that the programme of work outlined in the Director -General's report was realistic 

and practicable and the Director -General should be urged to pursue it; and secondly, 

that the activities proposed, although valuable, were insufficient and should 

therefore be expanded. Those attitudes were not incompatible in his opinion, 

either with each other or with the Director -General's position in the matter. 

The only difference lay in the extent to which it was considered possible for the 

Organization to undertake all the activities proposed. 

Several delegations had expressed the view that the definition of "pharmaceutical 

quality control ", as given in footnote 1 on the first page of the Director- General's 

report, was unduly restrictive. The 2xecutive Board had, however, at its thirty - 

ninth session, considered that that definition covered the Organization's activities 

adequately: it did not preclude a wider conception, embracing for instance toxicity, 

clinical pharmacology and the adverse effects of drugs (including teratogenic 

effects, drug dependence and the "sociological" and "psychological" toxicity of 

drugs). It was with that in mind that the Director- General had set up the Division 

of Pharmacology and Toxicology. The Secretariat had been gratified to hear the 

favourable comments made in that connexion by a number of delegations who, quite 

rightly in his opinion, had seen in the creation of the new Division the Director - 

General's determination not to dissociate the different aspects of the problem and 

to ensure close co- ordination between the Organization's work on drug safety, 

surveillance of the adverse effects of drugs, drug dependence and abuse, and 

pharmaceutical quality control. Three specialized units had been established for 
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that purpose within the Division. It was to be hoped that, as a result of the 

Division's work, the Secretariat would be able to submit relevant studies to future 

sessions of the Health Assembly. 

Turning next to the Organization's activities in the field of quality control, 

he said that the Secretariat had been pleased to note the Committee's general approval 

of the Director- General's report and of the annex thereto, which contained a draft 

outline of principles for the correct manufacture of pharmaceutical preparations. 

The Secretariat had taken note of the various suggestions that had been made in that 

connexion. 

The Committee had debated the question of quality control laboratories at some 

length, and the Secretariat had taken due note of the offers made by several 

delegations to place the facilities available in their own countries at the disposal 

of other countries, and also of the Organization. It had also noted the suggestion 

that WHO should draw up a list of laboratories and their facilities, to which мemb,x 

States could have recourse if the need arose. 

The main problem, however, was still one of specifications, manufacturing 

standards, and quality control, and the Organization should concentrate its efforts 

in that sector. 

The Committee had considered the possibility of inter -regional or inter- country 

control laboratories. The delegate of Senegal had expressed his agreement in 

principle with that idea, but had pointed out that there were certain inherent 

difficulties in such an arrangement. The question of the role that the 0rgan.zat_?оn 
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could play in developing regional laboratories had aroused considerable interest 

within the Committee; he therefore wished to mention that, in 1966, the Organization 

had contacted, through its regional offices, a certain number of countries about that 

matter. The Regional Office for the Americas, to give one example, had examined 

the possibility of developing regional laboratories and had held discussions on the 

matter in Central America. Moreover, as mentioned briefly in the Director -General's 

report, the United Nations Development Fund had expressed agreement in principle 

with the idea. A project of that nature was planned for India. WHO had also had 

discussions with the Economic Commission for Africa, which was greatly concerned 

about the manufacture and the use of drugs in the African Region. ECA had expressed 

the wish to discuss the health aspects of the problem with WHO and the matter was 

now under negotiation. The above activities had not been mentioned in the Director - 

General's report because they were still at an early stage. 

Despite the Organization's efforts and enthusiasm, it would inevitably be faced 

with a number of difficulties, not the least being the recruitment of qualified 

technical staff :for control laboratories. There was a world -wide lack of such 

staff, and their training should therefore be treated as a priority matter by WHO. 

Training courses of the type referred to by the Danish delegate at the Committee's 

previous meeting would be of great. help to the Organization. Another difficulty, 

particularly in programmes initiated by the United Nations Development Fund, was that 

it was the governments themselves who must give priority to the establishment of 

laboratories when making requests for their own development programmes. 



А20/1'&В/SR/� 

page 8 

The Committee had also discussed certification, legislation, labelling, expiry 

dates for the use of drugs, and publicity - all points which the Director - General 

was prepared to consider, should the Health Assembly so wish. 

He would ask Dr Halbach, Director of the Division of Pharmacology and Toxicology, 

to provide information on the Organization's activities with regard to the efficacy 

and safety of drugs, as well as other aspects - mentioned during the Committee's 

discussion - and it would be seen that WHO's work in that connexion covered a wide 

sphere; it would be extended even further in the future. 

The Director - General would welcome any suggestion that might allay the Committee's 

concern - a concern shared by the Secretariat - and that would broaden WHO's 

activities. Many difficulties lay ahead but the Director-General was ready to 

study every possibility. 

Dr HALLBACH, Director, Division of Pharmacology and Toxicology, recalled that, 

at the Seventeenth World Health Assembly, the Director - General had been requested 

(1) to establish principles for the testing of the safety of drugs - which concerned 

mainly animal experimentation; (2) to establish principles for evaluating the 

efficacy of drugs - which concerned man directly; and (3) to follow up the effects 

of drugs in general use, concentrating primarily upon adverse reactions. He would 

confine his comments to the first two of those activities, since the G.mmittee would 

be considering the third later, under supplementary agenda item З. 

A report outlining general principles for testing the toxicity of drugs had 

been prepared by a scientific group and was to be submitted to the Advisory Committee 

on Medical Research in June 1967. Another scientific group had studied the 
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possibilities of testing the teratogenic effects of drugs; that programme, 

concerning testing the toxicity of drugs in animals, would continue and, in 1968, 

methods of testing drugs for carcinogenic effects would be studied by a scientific 

group. 

A scientific group was to formulate, later in 1967, the principles for clinical 

trials in connexion with the evaluation of the efficacy of drugs in man. That 

activity constituted a new discipline - clinical pharmacology. It was a concept 

as yet not universally accepted; a scientific group should therefore deal with 

the organization of work on clinical pharmacology as soon as possible. For the 

time being, the unit concerned could not engage in both programmes (i.e. on safety 

andon efficacy) simultaneously owing to the restricted number of its staff, but 

it was to be hoped that it would be able to do so within a year. 

The aim of the whole was to improve doctors' therapeutic skills and to 

rationalize drug therapy, in so far as possible. In that work, the Division of 

Pharmacology and Toxicology would be supported by the newly created International 

Union of Pharmacology, with which the Organization had been in contact since 1961. • WHO, which had already participated in two symposia organized by the Union, could, 

in his opinion, count upon the Union's continuing assistance. 

During the Committee's debate, reference had been made to drug abuse. For 

many years, WHO's activities in that connexion - its responsibility for which had 

been inherited from the League of Nations - had been somewhat one -sided since in 

fulfilling its responsibilities under the international narcotics conventions, it 

had mainly considered the properties that made a drug lend itself to abuse. 
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However, over the past ten years, WHO had increasingly emphasized the human and 

social aspects of the problem, and the last Expert Committee on Drug Dependence 

h .д made a clear pronouncement in that connexion. The Expert Committee on Mental 

Health had also attacked those problems in its report on Services for the Prevention 

and Treatment of Dependence on Alcohol and Other Drugs. 
1 

Such work should help 

in the efforts, both at the national and at the international level, to reduce the 

risk of drug dependence and drug abuse to the inevitable minimum. 

The DEPUTY DIRECTOR- GENERAL, after apologizing in advance to the few members 

of the Committee who had taken part in the drafting of the Constitution and the 

adoption of the Final Acts of July 1546, said he wished to clarify some constitutional 

points. Much had been said that morning about regulations and recommendations, 

and it was important that confusion should not arise between national legislation 

and what had been termed international legislation. 

A national law was applicable to everybody in the country concerned. 

International regulations, as provided for in Articles 21 and 22 of the Constitution, 

had the force of law only for those Member States which did not notify rejection or 

put forward reservations within a specified period. In other words, international 

regulations were binding only on those countries which were willing to be bound by 

them. One speaker during the morning had brought that fact out very well and had 

pointed out that, in the case of the International Sanitary Regulations, on quarantine 

matters, there existed a very large number of reservations which greatly complicated 

the administration of the Regulations. 

1 Wid Hlth Org. techa. Rep. Ser., 1967, 363. 
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Another provision, in Article 23 of the Constitution, gave the Assembly 

authority to frame recommendations addressed to all Member States, whose only 

obligation was to report periodically on the way in which they were applying them, 

as provided for in Article 62. 

The recommendation system was a much more flexible one, which was why, in the 

case of the International Pharmacopoeia, the Executive Board at its ninth session 

had decided not to propose that the pharmacopoeia should take the form of regulations, 

but had left it as a recommendation. 

One of the texts before the Committee requested the Director -General to study 

the possibility either of establishing regulations, or of proposing a recommendation; 

and one of the sponsors of that amendment had suggested orally that consideration 

might even be given to framing regulations covering the essential points only, the 

entire technical part being covered by a simple recommendation, which would be much 

easier to amend and administer. That, incidentally, was what the Committee had just 

decided to do in the case of the Classification of Causes of Death, and it was 

certainly a very apt formula. 

Dr OTOLORIN (Nigeria) said that the Director -General had given a clear ex- 

planation of the constitutional position. He himself would like to see inter- 

national regulations framed, since they might be said to be a matter of life and 

dc�.th to the. importing countries. The Deputy Director -General had said that some 

countries might not adhere to such regulations - and that had indeed occurred in 

co:nexion with the International Sanitary Regulations. As far as quality control 

was concerned, however, the mere existence of a list of countries which did not 

adhere to the regulations would be of great value to importing countries, and would 
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condition their reactions in se..eral fields. He believed that once quality 

control regulations had been framed, many countries would adhere to them, since 

it would be inconvenient to do otherwise. 

The CHAIRMAN noted that the Committee had to consider the draft resolution 

submitted at the previous meeting and contained in document А20/P&B /Сonf.Doc. No.7, 

and also the amendments contained in documents А20 /Р&B /Conf.Doc. Nos.l0 -15. In 

view of the number of amendments, he suggested that a working party should be set 

up to draft a single resolution for the consideration of the Committee. 

Professor GERIC (Yugoslavia) said that, as a co- sponsor of the joint draft 

resolution contained in document А20/P&B /Сonf.Doc. No.7, he agreed with the proposal 

to set up .a working party. He himself would accept all the amendments except that 

in paragraph (iv) of document A20 /Р&B /Conf.Doe. No.10. 

• Dr AL- HURAIBI (Yemen) said that he agreed with the amendments proposed by the 

delegates of the USSR (А20 /Р&B /Conf.Doc. No.12), Kuwait (А20 /Р&B /Conf.Doc. No.13) 

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

Ireland and the United States of America (А20 /Р&B /Сonf.Doc. No.10); he thought, 

however, that paragraphs (iii) and (v) in the last amendment might be combined. 

Dr HAQUE (Pakistan) said he accepted the original draft resolution and 

all the amendments, with the exception of paragraph (vi) of the Kuwait amendment 

(А20 /Р&B /Conf.Doc, No.13), concerning which he would like some clarification. 
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Professor AUJALEU (France) agreed with the proposal to set up a working party 

to merge the various amendments; not only should it have before it all the relevant 

texts, it could also ensure the conformity of the English and French texts of the 

consolidated resolution. 

Dr HOLNIBERG (Argentina) thought that, before the texts of the amendments 

were referred to a working party, the substance of those amendments should be 

approved or otherwise by the Committee. 

Dr EVANG (Norway) said that he had consulted his co- sponsors of the joint 

draft resolution and that there was no difficulty in accepting all the amendments 

(subject to slight drafting changes) except for paragraph (iv) of document 

А20 /Р&B /Conf.Doc. No.10. That paragraph dealt with a matter of principle. It 

had not been thought necessary in the past to invoke Article 23 when making 

recommendations; those had been made on many occasions in the past: a re- 

commendation had been made to governments at the Third World Health Assembly 

regarding the International Pharmacopoeia; again, at the Eighteenth World Health 

Assembly, in resolution WHA18.47, recommendations had been made on dependence- 

producing drugs. All the alternatives to regulations had, in fact, been used, 

and it was now a question of whether the time had not come to discuss regulations. 

Twenty years of experience had shown that the framing of regulations was a 

complicated matter, as the Committee had been warned by the Deputy Director- General; 

and he would not suggest that all the points mentioned in Article 21 of the 

Constitution should be covered - one step at a time would be advisable. If the 
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Committee could have before it draft regulations, it could then suggest to the 

Secretariat whether they were practical and feasible for the various countries. 

The Committee was admirably placed to give such advice. 

Dr.BOXALL (Australia), supported the proposal to appoint a working party and 

suggested that it be composed of the delegates who had prepared the original 

resolution and the amendments. 

It was agreed to set up a working party composed of the delegates of 
Argentina, Australia, Belgium, France, Kuwait, the Netherlands, Nigeria, 

Norway, Turkey, Yuggslavia, the Union of Soviet Socialist Republics, the 
United Kingdom of Great Britain and Northern Ireland, and the United States 
of America. 

Dr AL -AWADI (Kuwait) asked for clarification regarding the extent of the 

facilities mentioned in sub -paragraph (vi) of Conf.Doc. No.13. 

The SECRETARY in reply said that certain countries had offered to make available 

installations, facilities and specialists but that the conditions in which such help 

would materialize had not yet been studied. Only after the Director -General had 

made such a study could the form and implications of such help be assessed. 

Dr СORRADEriI (Italy), in reply to the delegate of Kuwait, said that the 

Italian public health authorities already offered facilities for quality control, 

free of ëharge, to countries importing pharmaceutical products from Italy; 

these ensured the "minimum requirements" of WH0 and the International Pharmacopoeia. 
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Dr AL -AWADI (Kuwait) said he:.had raised the question in the light of 

resolution ЕВ 9.R8, of which the last paragraph of the preamble read: 

"Noting . . . with appreciation that certain Member States are prepared 
to place their facilities for quality control of pharmaceutical 

preparations, at the disposal of other countries, upon request to WHO 
or direct to the Member States" 

He was satisfied with the explanat:Lons given. 

2. CONTROL MEASURES FOR CERTAIN DEPENDENCE- PRODUCING DRUGS: Item 2.7 of the 
Agenda (Resolution ЕВ39.R3; Documents А20 /Р&В /) and A20 /Р&В /Conf.Docs Nos б 
and 9) 

The CHAIRMAN invited the Secretary to introduce the Director -General's report 

on control measures for certain dependence -producing drugs. 

Dr BERNARD said that, as explained in the document before the meeting 

(А20 /Р&В /3), the Eighteenth World Health Assembly had requested the Director 

General to study the advisability and feasibility of international control measures 

for psychotropic drugs. ' In July, 1965, the Expert Committee on Depedenвгд_ 

producing Drugs had recommended a number of measures which had been communicated` 

to the Commission on Narcotic Drugs of the Economic and Social Council. 

Section 3 of the document contained the decisions taken by the Commission 

on Narcotic Drugs at its twenty -first session. It had requested the 'Secretary -- 

General of the United Nations to ask the Director -General whether WHO would be 

willing to determine the risks of abuse and, accordingly, the need for control, of 

certain psychotropic substances. It had also requested the Secretary- General, in 

consultation with WHO and the Permanent Central Narcotics Board, to study the legal, 

administrative and other questions involved in initiating international action in 

that field. 
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It would be noted from sectjоn 3, sub paragraphs (iv) and (v) of the document, 

that the accent had been laid on the problems of LSD, and the hope had been 

expressed that WHO would give serious consideration to the action it might wish to 

take in the near future, including possible action by the World Health Assembly 

on the question of LSD. 

In section 5 of the report, sub - paragrphs (ii) and (iii), the action taken in 

accordance with the decisions of the Commission on Narcotic Drugs was described. The 

Director- General had affirmed that WHO was ready to undertake the task of evaluating the . 
risk to public health presented by the abuse of psychotropic drugs; in sub - paragraph 

(iii) the stage of negotiations between the United Nations and WHO on the legal and 

administrative questions involved in international action in that field was described. 

Sub - paragraph (iv) of section 5 drew attention to the resolution on LSD and similar 

substances recommended by the Commission on Narcotic Drugs for adoption by the 

Economic and Social Council which was at present considering it at its forty- second 

session in New York. The text of that resolution was annexed to document А20 /Р&B /3, for 

the information of the Committee; it would come into force only when it had been 

adopted by the Economic and Social Council. 

The final sub- paragraph (v) of section 5 suggested that the Assembly might wish 

to adopt a similar resolution, with the aim of restricting the availability of LSD 

.and congeners to scientific and medical purposes. He pointed out a discrepancy 

between the wording of the French and English texts of that sub -paragraph. The 

English text read "a resolution similar to" and the French "une résolution s'inspirant 

de ". Clearly, the Committee would wish to adopt a resolution, in the general spirit 

I 
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of that submitted to the Economic and Social Council but within the framework of 

WHO. It would thus be a WHO resolution framed "in the spirit of" that proposed 

for adoption by the Economic and Social Council and not "similar" to it as the 

English text implied. 

Dr ENGEL (Sweden) said that the position regarding the increasing abuse in 

Sweden, especially among young people, of amphetamines and barbiturates, to which 

he had referred at the Eighteenth World Health Assembly, had not subsequently 

improved. He noted with satisfaction the report of the Director -- General, and 

particularly the co- operation with the Commission on Narcotic Drugs and its Special 

Committee on the international :control of barbiturates, amphetamines, and hallucinogens 

(LSD mainly). The Commission had agreed with its Special Committee that strong 

measures of control at international level were essential for those drugs, and that 

the application of such measures was a first step in dealing with the problem of 

their abuse. 

There was full evidence of the immediate need for national control measures, and. 

. he would ask the Director - General to what extent Member States had applied the 

recommendations of the Eighteenth World Health Assembly as to the advisability of 

making psychotropic drugs available on prescription only. Unless national control 

measures were applied by every country, a contraband traffic into countries such as 

Sweden where control was strictly enforced would continue, threatening ever -younger 

age.- groups. The sources of the traffic were countries where the drugs were easily 

available without prescription, or where supplies from factories and pharmacies were 

not controlled. The draft resolution on control measures for certain dependence -- 

producing drugs (A20 /P&B /Conf.Doc. No. ó), of which his delegation was co- sponsor 
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along with the delegations of Denmark, Finland, Iceland, the Netherlands and Norway, 

was intended to be complementary to the draft resolution proposed by the delegation 

of Iran on LSD and hallucinogenic substances. The operative paragraphs of the former 

resolutions read as follows: 

1. URGES Member States who have not yet done so to place, without delay, 
dependence-producing drugs of the sedative and stimulant types on medical 
prescription, and to supervise carefully the compliance with this measure; 

2. RECOMMENDS that Member States provide in regard to those drugs, for 

(i) full accounting of all transactions from production to retail 

distribution; 

(ii) licensing of all producers; 

(iii) imitation of trade to authorized persons; 

(iv) prohibition of non -- authorized possession; and 

З. REQUESTS the Director -- General to continue his consultations with the 
United Nations and the Permanent Central Narcotics Board on ways and means of 
establishing international control measures for the drugs in question. 

Dr DAELEN (Federal Republic of Germany) noted with satisfaction the resolution 

on LSD and similar substances adopted by the Commission on Narcotic Drugs. In the 

Federal Republic, the import and export of LSD was controlled and it could not be 

issued on prescription unless specially authorized for scientific purposes. 

As regards the joint draft resolution on dependence-producing drugs in 

А20 /Р&В /Сonf.Dое. No.6, she considered that paragraph 2, particularly sub- paragraph (i), 

was too far -reaching. 
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In the Federal Republic, for example, such a provision would mean that all 

transactions concerning more than six hundred pharmaceutical specialities would have 

to be recorded by some two hundred producers, by more than two hundred wholesalers, 

and by ten thousand pharmacists. She doubted whether the situation in any country 

justified such excessive control measures. The prohibition of the delivery of such 

preparations without medical prescription, together with strict supervision, would be 

adequate to combat the abuse of the drugs in question. 

In paragraph 3, she suggested that the phrase "on ways and means" should be 

replaced by "in examining the possibility ". She would support the draft resolution 

if it were thus amended. 

Dr SAFEZI (Iran) said that, although LSD was not available in Iran, the danger 

from its abuse and that of related substances, particularly to the young, was such 

that it seemed timely that WHO should recommend that the use of these substances be 

restricted to scientific and medical purposes only. He would consequently introduce 

the following draft resolution (А20/P&В /Conf.Doe. No.9): 

The Twentieth World Health Assembly, 

Having considered the report by the Director -General; 

Noting the resolution on LSD and similar substances of the United 
Nations Commission on Narcotic Drugs; 

Recalling the recommendations of the WHO Expert Committee on 
Dependence- Producing Drugs, 

1. CONSIDERS that the increasing irregular use of LSD and related 
hallucinogenic substances, with their inherent risk to the health of 
the individual and society, calls for effective counter- measures; 
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2. URGES Member States 

(i) to restrict the use of these substances to scientific and 

special medical purposes; 

(ii) to provide for the supervision, by competent health authorities, 
of the production, distribution and conditions of use of these 
substances; 

(iii) to support the above control measures by suitable educational 
programmes aimed at prevention of the uncontrolled use of harmful 
drugs of the hallucinogenic or dependence -producing type; and 

З. RERUESTS the Director -- General to continue to co- operate with the 
appropriate bodies of the United Nations in examining the feasibility 
of international control of these drugs. 

Dr НUТГRЕR (United States of America) said that his Government was gratified by 

the willingness of the Director -General to accept the request of the Commission on 

Narcotic Drugs to examine the abuse and control of psychotropic drugs. The study 

would be concerned with the pharmacological and psychiatric aspects, but it would 

undoubtedly be necessary for the legal and socio- economic aspects to be considered 

before the consequences of international control could be understood. 

With regard to LSD and other hallucinogenic drugs, the case for immediate 

international control as strong and he would support the draft resolution proposed 

by the delegation of Iran (А20 /Р&В /ConfDoe. No.9). With regard to other 

dependence -producing drugs of the stimulant and tranquillizer type, far- reaching 

controls had already been instituted in the United States. He shared the reservations 

of the delegate of the German Federal Republic regarding paragraph 2(i) of the joint 
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draft resolution (А20/P&B /Соnf.Dос. No.8) on the control of these drugs, but was 

prepared otherwise to support it since national controls were an essential step should 

international controls become necessary. 

He noted with satisfaction that consultations between WHO and the appropriate 

bodies dealing with narcotics had been initiated regarding the possible mechanism for 

international control. His Government, which had just adhered to the Single Convention • on Narcotic Drugs, would await the outcome with interest. 
Dr DOUBEK (Czechoslovakia) welcomed the fact that attention had been focussed on 

psychotropic drugs. LSD was produced in Czechoslovakia but could only be distributed 

for research or medical purposes by written authorization of the Ministry of Health; 

it could be exported only if written permission were received from the Ministry of 

Health of the importing country. He therefore supported the draft resolution proposed 

by the delegation of Iran. 

The distribution of amphetamines in Czechoslovakia had long been under the same 

. control as morphine. Other stimulant drugs liable to abuse were controlled by being 

delivered on medical prescription only, unless it was found necessary to list them 

under the Narcotic Drugs Act. Barbiturates could also be issued only on medical 

prescription. He therefore supported the joint draft resolution on dependence- 

producing drugs. 

The basic functions of the new Division of Pharmacology and Toxicology in WHO 

would be concerned with the chemical control of drugs and problems of dependence; 

however, its eventual scope might be much wider. Basic principles for estimating the 
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safety and efficacy of drugs must be established; fundamental problems of drug 

toxicity, cancerogenicity and hypersensitivity must be examined; further investigations 

must be made into comparative pharmacology; the methods of scientific evaluation of 

therapeutic efficacity and of side -effects mast also be investigated; the effects of 

drug combinations must be studied. Real progress in all these fields could probably 

be made if the new Division co- ordinated and integrated world activity. 

The relationship between WHO and the International Union of Pharmacology was a 

matter for congratulation. Pharmacology and toxicology were becoming one of the 

most important branches of modern medicine. However the teaching of these subjects 

was not given much prominence in the education of medical undergraduates; he hoped 

that the Director -General might formulate recommendations on that matter. 

Dr KENNEDY (New Zealand) said that he supported the principle of national control 

over dependence -producing drugs and international control over LSD and similar 

substances. Prior to 196+, LSD had been available only on medical prescription but 

subsequently its availability had been restricted to psychiatrists; all imports were 

channelled through the psychiatric hospital service and were subject to record, as in 

the case of narcotics; there was no evidence of illegal importation or use. However 

it was realized that these measures might not continue to be sufficient, and it was 

intended to introduce legislation to make the possession of hallucinogenic drugs an 

offence. 
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He would welcome an amendment bringing LSD and hallucinogens under the Single 

Convention on Narcotic Drugs; but he did not consider that barbiturates and amphe- 

tamines should be subject to international control. He therefore agreed with the 

reservations made by the delegate of the Federal Republic of Germany regarding 

paragraphs 2 (i) and 3 of the joint draft resolution on dependence -producing drugs 

(А20 /Р&в /Соnf.Dос. No.8); and supported the Iranian draft resolution on LSD and 

similar substances (А20 /Р &в /Conf.Doc. No.9). 

He congratulated the delegate of the United States on his countryts adherence 

to the Single Convention on Narcotic Drugs. 

Dr SIDERIUS (Netherlands) said that psychotropic drugs in general shared a 

common risk of abuse. In the Netherlands there was increasing abuse of amphetamines 

and barbiturates, leading to dependence and even to addiction. Consequently he had 

been a co- sponsor of the draft resolution on dependence -producing drugs and endorsed 

the comments made by the delegate of Sweden. 

The problem posed by LSD and similar substances was different, and steps had 

been taken in 1966 to enforce in the Netherlands control measures such as were 

advocated in tiie draft resolution proposed by the delegation of Iran. He therefore 

supported the latter resolution, but suggested the deletion, from paragraph 2 (iii), 

of the words "or dependence -producing ". 

Dr SAUCER (Switzerland) said that LSD and similar substances had been placed 

in 1966 under a control similar to that of narcotics; importation, production and 

use were subject to prior authorization from the Federal Health Service. Triose 

measures would remain in force until an international agreement was reached on 
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whether these drugs should be subject to international control in the same way as 

narcotics. Hе therefore supported the draft resolution proposed by the delegation 

of Iran, with the reservation that the "educational programmes" mentioned in para- 

graph 2 (iii) might often do more harm than good. 

The problem of stimulant and sedative drugs which might produce dependence was 

more complex because both the personalities of those who abused the drugs and the 

conditions in which they lived had to be taken into consideration. The latter 

factor varied considerably from one country to another, and it therefore seemed 

advisable that measures for the control of those drugs should be taken on a national 

basis, according to the constitutional structure of each country and the gravity of 

the problem. Each country should undoubtedly make an objective survey of the 

situation and take such measures as seemed necessary. International control of 

those drugs would involve an administrative apparatus so complex that its efficacity 

might be impaired. The role of the international organizations might be to encourage 

and assist countries in the formulation of national control measures; to make re- 

commendations as to the substances which should be controlled; to recommend which 

substances should be subject to import and export regulations; and to instigate 

research and disseminate its results. 

Dr FELKAI (Hungary) said that earlier discussions in the Health Assembly and 

in the Commission on Narcotic Drugs made it clear that dependence -producing drugs 

could not be subjected to international control in the same way as narcotics; control 

must in the first instance come from the health ministry in each country. WHO should 

make recommendations as to the utilization, availability and control measures to be 
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taken for each dependence -producing drug; it would also serve a very valuable 

function by collecting information on the side -effects of drugs and disseminating 

it to Member States. 

Drug- dependence in Hungary was a less acute problem than in many other countries 

because LSD was subject to the same controls as narcotics, While barbiturates and 

tranquillisers could be obtained only on medical prescription. A further measure 

which tended to prevent the abuse of drugs was that advertisements of all pharma- 

ceutical products were restricted to medical and pharmaceutical journals, so that 

patients took the drugs prescribed by their doctors and not those they had seen 

advertised. 

He supported the draft resolution proposed by the delegation of Iran. 

The meeting rose at 5.20 p.m. 


