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CLINICAL AND PHARMACObOOICAL EVALUATION OF DRUGS 

Since 1958 the World Health Assembly Committee on Programme and Budget, the 

Advisory Committee on Medical Research and the Secretariat had given consideration 

to the need for, and the possibility of, dealing with problems related to the 

pharmacological and clinical evaluation of the safety and efficacy of medicaments• 

In August I 9 6 I the Council of the Section on Pharmacology (SEPHAR) of the 

International Union of Physiological Sciences (lUPS) adopted a unanimous motion 

(Annex l) suggesting that WHO might help to improve the current situation of 

the testing and evaluation of drugs prior to their release for general use 

and might, as a first step perhaps, promote discussions and studies leading to 

the formulation of basic principles and requirements for therapeutic evaluation. 

For its part, the Advisory Committee on Medical Research selected for its 

fourth meeting in June 1962 the topic of drug evaluation as one of the subjects 

for the informal scientific discussion which was to follow the official meeting. 

In October 1962, the Internationál Paediatric Association transmitted to WHO 

a petition (Annex 2) signed at its tenth congress, and requesting the Organization's 

assistance in safeguarding against adverse reactions, especially teratogenic 

toxicity. 

Motivated by the events connected with the drug thalidomide the Fifteenth 

World Health Assembly adopted a resolutionl requesting, inter alia， the Director-

General to pursue, with the assistance of the Advisory Committee on Medical 

Research, the study of the scientific aspects of drug evaluation. 

To this end, a scientific group is being convened in the first quarter 

of 196) and its report will be submitted, for discussion and comments, to the 

Advisory Committee on Medical Research at its fifth session in June IQ65. 

1
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Such studies are considered essential for the implementation of the second part of 

resolution WHA15•斗1 which requests the Executive Board and the Director-General to 

study the feasibility of WHO
1

s taking certain steps towards the establishment of 

(l) general principles and minimum requirements for drug evaluation; (2) regular 

exchange of information on the safety and efficacy of drugs, and ⑶ a system of 

rapid information on adverse drug effects. These objectives are interdependent in 

so far as step (l) will provide a means by which the information under (2) could be 

measured and assessed while part (3), aiming at collection and dissemination of 

observations of adverse effects, would represent the "field trial" indispensable 

to supplement the information obtainable from clinical trials (2) with their inevitable 

limitation. 

The goal of resolution WHA15•斗1 is an international system of information on the 

safety and efficacy of therapeutic substances, especially new ones. The regular 

exchange of such information and the prompt transmission of new information on 

adverse effects by WHO can only be achieved if corresponding national activities 

and arrangements exist and a close liaison can be established between them and WHO. 

The Board might wish to invite the Director-General to report to the Sixteenth 

World Health Assembly on the outcome of the discussions in the Scientific Group, 

and to recommend to the Assembly, in the light of the report to be submitted by the 

Director-General, to invite Member States to co-operate towards the achievement of 

the objectives of resolution WHA15.^1. 



EB31/22 

page 5 

ANNEX 1 

INTERNATIONAL UNION OP PHYSIOLOGICAL SCIENCES 

SECT工ON OF PHARMACOLOGY 

(SEPHAR) 

Office of the Secretary 
Daniel Bovet 

Dr Candau Rome, 10 October 1961 

Director-General 

World Health Organization 
Palais des Nations 
Gene \7"a 
Switzerland 

Sir 

The Section of Pharmacology (SEPHAR) of the International Union of Physiological 

Sciences (IUPS) met on 21 August I 9 6 I at Stockholm on the occasion of the First 

International Pharmacological Meeting, under the chairmanship of Professor G. Schmidt 

(Philadelphia). 

During this meeting the members of the Council, representing the 19 affiliated 

national and regional pharmacological societies, considered the problems raised by 

the evaluation of the therapeutic interest of drugs, and the contribution which 

SEPHAR could make in this field to the WHO research programme. 

After the discussion which followed the statement by Professor C. Heymans 

(Ghent) and on his proposal, the following motion was unanimously adopted: 

"On behalf of the Section of Pharmacology (SEPHAR) of the International 
Union of Physiological Sciences (工UPS) I have the honour to refer to the 
agreement between the International Council of Scientific Unions, of which 
工UPS is a member, with UNESCO for the purpose of maintaining relations with 
the United Nations and its specialized agencies, and to transmit the following 
recommendation adopted unanimously by the Council of SEPHAR at its present 
meeting in Stockholm. 

The Section of Pharmacology concerned with the desirability for improvements 
in the current evaluation cf the therapeutic interest of drugs would like to 
draw to the attention of the World Health Organization the problems involved in 
this responsible task and the urgent need to find ways and means towards a 
satisfactory solution in the interest of public health. 
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Annex 1 

Taking into account the engagement of the World Health Organization for many 
years in the assessment of the therapeutic value of specific drugs used in 
campaigns against malaria, tuberculosis, leprosy, yaws, trachoma and other 
diseases, and considering the activities of the World Health Organization in 
the fields of biological standardization, food additives, and the evaluation 
of the addiction liability of certain groups of drugs, it was the unanimous 
opinion of the Council of SEPHAR that, in extension of such activities, the 
World Health Organization would be in a unique position to undertake a world-
wide approach towards clarification of the fundamental problems and techniques 
involved in the evaluation of the therapeutic interest of newly developed drugs. 

Therefore, SEPHAR would suggest that the World Health Organization considers 
favourably the possibility of promoting, as a first step perhaps, discussions 
and studies leading to the formulation of basic principles and requirements 
for therapeutic evaluations - pharmacological and clinical. 

When making this suggestion in the interest of promotion and improvement 
of rational therapeutic measures, SEPHAR would be prepared to support such 
a programme by giving technical advice in whichever way this may be deemed 
feasible." 

工 have the honour to be, 

Sir, 

Your obedient Servant, 

(Daniel Bovet) 
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ANNEX.. 2… 

INTERNATIONAL PAEDIATRIC ASSOCIATION 

Zurich 32, 31 October 1962 

Secretary General: Professor 
G. Fanconi 

Kinderspital, Steinwiesstrasse 75 

Dr M. G. Candau 
Director-General 
World Health Organization 
Geneva 

Dr Dr Candau 

After my return from different trips to Lisbon, Sevilla, Prague, Bucarest, 

Washington, Boston and New York,工 beg to send you a petition signed by 157 

paediatricians from 31 different countries and regarding the prevention of injuries 

from drugs and other therapeutic measures. The sending of this petition was approved 

by the Executive Board of our Association, consisting of Professor Ch. A. Janeway, 

Boston (chairman), Professor B. Vahlquist, Uppsala (treasurer), Professor C. Salazar 

de Sousa, Lisbon (president of the Tenth International' Congress of Paediatrics 1962) , 

Professor G. Takatsu, Tokyo (president of the forthcoming international paediatric 

congress 1965), and myself as secretary general. 工 hope to be able to send you. 

in some weeks the approval of the petition by the newly elected Advisory Board of 

the International Paediatric Association. 

With kind regards, 

Yours sincerely, 

(signed) Professor Fanconi 
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Annex 2 

Lisbon, Portugal 
11 to 1Л September 1962 

Professor Guido Fanconi 
Secretary General of the International 

Paediatric Association 

My dear Professor Fanconi 

We the undersigned respectfully request that the International Paediatric 

Association urges the World Health Organization to assume active leadership in the 

prevention of injuries from drugs and other therapeutic measures, by advising the 

Ministers of Health and other appropriate persons of the various nations of the world, 

of the dangers of the teratogenic action of drugs and other agents on pregnant women, 

of dangerous reactions to any drug to persons of varying ages, especially infants 

and young children, and of the withdrawal of dangerous drugs from the market. 

We also recommend that the World Health Organization request all drugs which 

might reasonably be taken by pregnant women should be tested on pregnant animals, 

and that the effect of such drugs on the offspring of said animals be studied and 

all untoward results be reported. 

Furthermore, we urge that special studies be directed to the effects of drugs 

on new-born animals. 

Indeed, the certification of the appropriate and adequate testing of drugs 

by the World Health Organization would be of tremendous value to mankind. 

We believe that the above action would be of great service to the prevention 

of needless suffering. 

Respectfully submitted: 

I57 signatures 


