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Report by the Director-General

PREVIOUS RESOLUTIONS OP THE ASSEMBLY AND EXECUTIVE BOARD

1.1 The Fifteenth World Health Assembly had adopted a resolution'1' requesting

"l. the Director-General to pursue, with the assistance of the Advisory 
Committee on Medical Research, the study of the scientific aspects of the 
clinical and pharmacological evaluation of pharmaceutical preparations;

2. the Executive Board and the Director-General to study the feasibility 

or otherwise, on the part of WHO,

(a) of establishing minimum basic requirements and recommending 
standard methods for the clinical and pharmacological evaluation of _ 
pharmaceutical preparations;

(b) of securing regular exchange of information on the safety and 
efficacy bf pharmaceutical preparations; and,, in. particular, ;

(c) of securing prompt transmission to national health authorities 
of new information on serious side-effects of pharmaceutical 

preparations;

and to report to the Sixteenth World Health Assembly on the progress of 

this study."

2
1.2 In a resolution adopted at its thirty-first session, the Executive Board 

emphasized the need for early action in regard to rapid dissemination of 

information on adverse drug reactions and considered that internationa.1 

co-operation was essential to achieve the objectives of the above-mentioned 

World Health Assembly resolution; the Executive Board then requested the 

Director-General
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"l(i) to report to the Sixteenth World Health Assembly on the outcome 
of the discussions in the forthcoming meeting of the scientific group;

1 (ii) to explore meanwhile ways and means of compiling information on 
serious adverse drug reactions and of supplying this information to 
national health administrations in order to enable them to take appropri

ate action.”

Further, the Executive Board recommended to the Sixteenth World Health Assembly 

to invite Member States:

"2(i) to seek agreement, in co-operation with WHO, on basic principles 
and minimum requirements applicable to the toxicological, pharmacological 

and clinical evaluation of drugs;

2(ii) to make available to WHO, for rapid dissemination to Member 
States, information of any action taken to prohibit or limit the use of 
a drug as a result of adverse reactions and of the evidence which led to 
this action."

2. OBSERVATIONS BY THE DIRECTOR-GENERAL

2.1 As a first step towards the implementation of these resolutions, a 

Scientific Group on the Evaluation of the Safety and Efficacy of Drugs was 

convened, composed of 13 clinicians and pharmacologists from nine countries, 
many of them having also great experience in the administrative aspects of 

the problem. The mandate of this group, which met from 4 to 8 March 19бЗ in 

Geneva, was to advise the Director-General on which way the Organization 

could develop a programme related to the toxicological, pharmacological and 

clinical evaluation of drugs.

Considering that the problems in this new field of activity for WHO were 

urgent and important from the preventive viewpoint of the protection of public 

health the Group held that the programme as outlined by the Fifteenth World 

Health Assembly and specified by the Executive Board was within the Organiza

tion's technical capacity. The Group discussed, on the basis of present 

scientific knowledge and taking into account relevant activities at present 

planned or pursued in several countries, the feasibility of several contribu

tions which WHO could make towards an improvement, where desirable, of the 

present situation in regard to the assessment of the safety, and also efficacy, 

of drugs. The report of this Scientific Group will be submitted to the 

Advisory Committee on Medical Research at its fifth meeting in June 196З.
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In the following, a summary is given of the Group's suggestions and 

recommendations as they refer to the objectives of resolutions WHA15.41 and 

EB31.R6.2

2.2 The feasibility of formulating basic principles and requirements 

applicable to the evaluation of drugs in its various stages was explored 

carefully by the Scientific Group. It considered that the preclinical studies 

(i.e. toxicological and pharmacological animal experiments) as well as large- 

scale clinical trials are now sufficiently advanced in regard to the methods 

applied and experience gained to allow for essential criteria for their proper 

conduct to be formulated. The Group, therefore, recommended that such 

criteria be established by WHO for preclinical studies as well as for clinical 

trials, with a view to obtaining international agreement thereon.

It would be for further scientific groups to study the matter, with the 

guidance of the Advisory Committee on Medical Research, and to formulate 

adequate criteria and requirements.

2.3 The question of securing regular exchange of information on the safety 

and efficacy of drugs, as recommended by the Fifteenth World Health Assembly 

for the study by the Executive Board and the Director-General, was also 

examined by the Scientific Group. The Group suggested that, in view of the 

vast amount of relevant evidence continuously produced, the collection of such 

information from, and dissemination to, national health authorities be limited 

to data which WHO should receive from Member States in regard to those drugs 

whioh they approve or reject, or to drugs the approval of which has been with

drawn. An invitation to Member States to furnish such data to the Organization 

might be appropriate. It will be noted that the question of withdrawal 

(prohibition) of drugs is dealt with also in section 2.4 below.

The Group recognized that information in connexion with rejection of 

approval, though very valuable, would not always be available. As for 

information on approved drugs, the Group realized that the criteria used for 

approval vary greatly from country to country - an additional reason for the 

desirability of the promotion by WHO of generally agreed criteria for drug 

evaluation as suggested in section 2.2.above.

1 Off. Rec. Wld Hlth Org. 118, 18
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2.4 A service of information on serious adverse drug reactions was, in tno 

opinio}. :f the Scientific Group on the Evaluation of the Safety and Efficacy 

of Drugs.- a matter of urgency. As a first step, the rapid exchange of 

informât oh, through WHO, on action-taken to prohibit or limit the use of a 

drug as a result of adverse reactions w a s . in tho Scientific Group's opinion, 

essential, but should be extended as indicated below so as to allow for 

preventive measures to be taken as early as possible.

The Group considered the practical implications of the inclusion of 

cases of "limitation of uoe" in such an information service. It found that 

the question of "limitation of use" of a drug or a group of drugs was so 

complex and was dealt with differently in the various countries that it could 

not formulate general conclusions as to the opportuneness of including 

relevant data in a regular system of information.

It should be possible for WHO to organize a r.:ore comprehensive service 

of information on adverse drug reactions having due regard to the need for 

prevention; but this would be feasible only if a sufficient number of Member 

States undertook to supply WHO with the necessary information. To this end, 

Member States might be encouraged to devise a system for collecting such 

information, in particular, after the general release of new drugs. It 

would be for WHO to classify and assess the incoming information with a view 

to (a) publishing regularly a survèy together with a critical analysis, and

(b) in severe cases of great urgency, immediately warning national health 

authorities, or issuing a cautionary statement, after having sought and 

obtained appropriate expert advice in both instances.

2.5 A programme for action as outlined in the preceding sections 2.2 to 2,4 

might well be supplemented by contributions in the form of research grants.- 

fellowships, lectureships, and seminars for the purpose of improving the 

methodology of drug testing and its proper application. Furthermore, the 

first scientific group recommended a number of relevant problems for study by 

gr-.ups of specialists which would be arranged under the medical research 

programme of WHO.
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CONCLUSIONS

3.1 It is the intention of the Director-General to study the technical and 

administrative aspects of the suggestions and recommendations of the 

Scientific Group as formulated in sections 2,2.2 to 2.5 above. In planning 

and implementing relevant activities he will take into consideration the 

advice from the Advisory Committee on Medical Research. Possible implications 

of a legal nature may have to be studied in connexion with the dissemination 

by WHO of certain types of information referred to in sections 2.2.3 and 2.4

of this report.

3.2 For further action, the Assembly may wish to take into account the 

observations formulated in the light of the report of the Scientific Group on 

the Evaluation of the Safety and Efficacy of Drugs and submitted herewith for 

its consideration.


