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In implementation of resolution WHA24.561 which refers to a comprehensive approach to 

drug quality, safety and efficacy and to a proposed international information system on drugs, 

the Director -General undertook preliminary investigations in a number of Member States on the 
availability of information on the evaluation of drugs for quality, safety and efficacy for 
their intended use in man, before and after market release, and reported thereon to the 
Twenty -fifth World Health Assembly. As requested in resolution WHA25.61,2 operative 

paragraph 3(a), the Director -General has studied the feasibility of an international 
information system providing data on the scientific basis and the conditions of registration 
of individual drugs, and now submits in this report detailed proposals. The Director -General 
has also initiated studies on matters referred to in operative paragraph 3(b), namely, 
practicable minimum requirements and other efforts to develop a comprehensive approach to 
ensuring the quality, safety and efficacy of drugs, including the feasibility of implementing 
Article 21(d) and (e) of the WHO Constitution. As these studies will necessarily involve a 

wide range of interrelated aspects of drug control, to which the proposed information system 
would contribute, it is envisaged that a longer period of time would be required for their 
completion. This report was submitted to the Executive Board at its fifty -first session. 

In resolution EB51.R103 the Executive Board transmitted the report to the World Health Assembly. 

2. GENERAL CONSIDERATIONS 

In a number of countries, drug registration or notification procedures have been, or are 
being, introduced, whereby a government permits the sale of those drug products of which it 
approves and for which acceptable claims are made, subsequent to the manufacturer having 
submitted documentation and, when required, samples of the product, and having demonstrated 
that it complies with regulatory requirements. 

Control measures have been designed to ensure that drugs are adequately tested and 
evaluated during their development for safety and efficacy. Regulations for the manufacture, 
distribution, labelling and advertising of approved drugs have also been implemented. Such 
control measures contribute substantially to ensuring that the product supplied to the 
consumer is of the requisite quality and that he is not misled by labelling and unsupported 
claims. For drugs under prescription, such control ensures, as far as possible, that the 
physician can rely on the quality of the drugs he prescribes and is informed about their known 
properties, desirable and undesirable, so that he can exercise his professional judgement in 
the light of this knowledge. The responsibility of the health authorities is not completed 
when a drug is cleared for marketing: subsequent information may persuade the authorities to 
withdraw or modify the terms of the approval on the basis of accumulated experience. 
Legislative and regulatory requirements for drugs vary in different countries; the extent to 
which national health authorities are able to determine the quality, safety and efficacy of 
drugs sold or distributed varies also according to the resources, facilities and expertise 
available. 

1 Handbook of Resolutions and Decisions, Vol. I, 1948 -1972, p. 142. 

2 
Handbook of Resolutions and Decisions, Vol. I, 1948 -1972, p. 143. 

Off. Rec. W1d 11th Org., No. 206, p. 10. 
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Internationally, regular exchange of information on drugs between national health 

authorities is increasingly needed. Information on toxicity of drugs which require 

regulatory action in one country is of interest and value to other countries. Information 

on the assessment of safety and efficacy of new drugs by health authorities in countries 

having the necessary facilities is of interest and value to importing countries not having 

such facilities. As problems of modern drugs extend beyond national boundaries, the 

international organizations are increasingly called upon to provide help in the search for 

effective solutions. 

As pointed out in the report by the Director -General to the Twenty -fifth World Health 

Assembly, "the information provided by manufacturers in applications to drug control 

authorities is usually confidential to those authorities, unless the manufacturer has 

authorized its disclosure. However, the most important and useful information on the 

results of safety and efficacy trials for possible use by other health authorities is likely 

to be provided by the terms of approval of new drugs for marketing, for which WHO could be a 
clearing house and repository of information ". 

In some countries the drug registration or notification procedures apply to more recently 

introduced drugs whereas older drugs may be less fully controlled. As information required 

by health authorities is particularly needed for new drugs, an international information 

system should be mainly directed towards new drugs. 

3. DEFINITIONS 

The proposed information system would be based on the experience of those Member States 

providing the input of relevant data on drugs (participating countries). For the purpose of 

this report the following definitions are used: 

3.1 A "drug" is any biological or chemical product, natural or synthetic in the form in 

which it is registered for prophylactic, therapeutic or diagnostic purposes in man; and which 

is subject to control by the appropriate national authority of the participating country. 

The term does not include medical appliances. 

3.2 A "new drug to be reported" is one which has not previously been registered for medicinal 

purposes in the participating country. This definition would also include any new salts and 
esters of an active substance, new fixed combinations of substances previously registered or 
marketed, and any drug already introduced if its indications or mode of administration or 

therapeutic regimen are changed. The definition could also apply to new formulations of 

existing drugs. 

3.3 "Drug evaluation" is the systematic study of the pharmaceutical and biological properties 
of a drug for the determination of its quality, safety and efficacy for the intended use in 

man. 

3.4 "Drug registration ", referred tom resolutions WHA24.56 and WHA25.61, is the term used 

for the procedure of release for marketing after a drug has undergone the process of drug 
evaluation. 

3.5 An "appropriate national authority" is the officially designated agency responsible for 
drug registration in a Member State. 

4. AIMS OF AN INTERNATIONAL SYSTEM OF INFORMATION ON DRUGS 

An information system such as considered here would achieve some of the aims set out in 

resolutions WHA24.56 and WHA25.61; it would, at the initial stage, limit itself to those aims 

which could be immediately useful and which could be achieved taking into account the current 

procedures and requirements of various national authorities. Other objectives might be 

reached as the system develops. 
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Countries having the necessary facilities for drug evaluation could use the information 

to compare the actions of other countries with their own and thus confirm or reconsider their 

decisions. Countries with less developed systems of drug evaluation could use the information 

as an aid for determining the suitability of the products for their particular needs. 

The aims of an international information system would include the following: 

(a) To provide Member States with data on the conditions of registration of drugs, 

including such information as composition, indications for use, cautionary statements, 

marketing restrictions, etc., usually made known at the time of registration or 
marketing. 

(b) To provide Member States with the scientific data on which registration is based 
in as complete a form as possible, depending on the legal and administrative situations 
of the registering country. 

(c) To improve the scientific and administrative processes of new drug registration in 

order to facilitate the marketing of useful new drugs and to prevent the introduction of 
harmful ones. Economic benefits could result from these measures. 

(d) To promote the development of generally acceptable criteria regarding safety and 
efficacy, quality, and drug information. 

(e) To reduce repetitive animal experimentation and unnecessary exposure of human 
subjects to drugs. 

5. CATEGORIES OF INFORMATION 

Not all the types of information desirable for an international information system of the 
type proposed may be available immediately from all countries able to participate. Some do 
not require all categories for the purpose of registration and certain categories may be con- 
sidered by some to be confidential, at least for a period of time before and after the 
introduction of the new drug into the market. For these reasons it would be useful to list 
those categories of information which would be provided by participating countries at the 
initiation of the system (section 5.1.1) and which are usually requested by national drug 
control authorities from manufacturers. This information should be made available by the 
participating countries to the system as completely as possible, in accordance with their 
administrative and legal situations. 

In some countries not all drugs on the market have been subjected to the current 
registration procedures. However, information regarding this category of drugs is also 
important and the proposed system should include provision for the collection and dissemination 
of new information affecting the status of all marketed drugs (section 5.1.2). 

New information relating to serious hazards of all drugs, registered or not, should be 
transmitted and disseminated as soon as possible. 

A separate list (section 5.2) includes those categories of information which might be 
added as the system develops and the effects of participation become evident. 

5.1 Information that the participating countries should be ready to provide at the outset 

5.1.1 Initial information on "new drugs to be reported" (section 3.2) 

(i) Name of the product, as registered. 

(ii) Dosage form and route of administration. 
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(iii) Name(s) and stated amount of the active ingredient(s) in product. 

(iv) National drug identification number: used by the national authority to identify 

or trace the drug in its system. (Licence number, drug application number, registration 

number, national code number, etc., may be used.) 

(v) Manufacturers: firms authorized or permitted by the national authority to manu- 

facture, process, import, export or distribute the drug. 

(vi) Date of registration and /or date of marketing: both of these dates should be 

provided where possible, but either, properly identified, would be sufficient. 

(vii) Therapeutic classification: according to the national classification system, if 

one exists. 

(viii) Indications for use as accepted by the national authority. 

(ix) Recommended dosage, including amount, frequency and duration. 

(x) Contraindications and other cautionary material such as warnings, precautions, etc. 

(xi) Side effects and adverse reactions. 

(xii) Marketing status, such as restricted to prescription, or to hospitals only; 

permitted over -the -counter; available only through pharmacists; subject to special 

controls as a narcotic or drug of abuse. 

(xiii) Special storage conditions or handling precautions. 

(xiv) Requirements for expiry date of the product. 

5.1.2 Information on changes in status of marketed drugs 

Date and nature of change of status such as withdrawal of registration (by the authority 

or the manufacturer); changes in dosage, route of administration and therapeutic regimen; 

addition or deletion of indications or cautionary material; scheduling for special controls, 

etc. 

5.2 Additional information that participating countries may wish to provide at a later stage 

This information might consist of chemical and pharmaceutical data as well as of pharma- 

cological, toxicological and clinical information, such as the detailed conclusions reached 

by the appropriate national authority of the participating country, based on results of tests 

and trials of the drug, and eventually information on the actual studies undertaken. 

5.2.1 Chemical and pharmaceutical information as, for example, chemical name(s) and formulae 

of active ingredient(s); composition of dosage form (active and inactive ingredients); 

quality specifications for all ingredients; quality specifications for the finished dosage 

form; standards for manufacture and quality control, etc. 

5.2.2 Pharmacological and toxicological information derived from studies in animals (pre - 

clinical information) as, for example, mode and site of action; absorption, distribution, 

excretion and metabolism; toxicity (acute, subacute, chronic, LD50, etc.); reproduction 

studies, teratogenicity; mutagenicity; carcinogenicity, etc. 

5.2.3 Information on pharmacokinetics derived from studies in man as, for example, absorption 

distribution, excretion, metabolism; bioavailability, etc. 

• 
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5.2.4 Clinical information as, for example, therapeutic safety and efficacy; therapeutic 

regimens; indications and contraindications for use; use in pregnancy; use in children; 

side effects and adverse reactions; dependence and tolerance; interactions; symptoms and 

treatment of overdosage and intoxication, etc. 

5.3 Other types of information participating countries might be willing to provide 

In many countries the appropriate authorities produce general information which may not 

be easily accessible to other Member States but which would be of great interest to them. 

Such information includes guidelines for clinical trials in general or for groups of drugs; 

notices giving warnings for particular classes of drugs; directives for applications for 

registration of drugs; annual or other reports of the appropriate authorities on their 

activities and annual lists of drugs which are for sale or which have been approved during 

the past year. The feasibility of making available such information would be explored. 

5.4 Confidential information on safety and efficacy of registered drugs 

As noted in the report by the Director -Generan to the Twenty -fifth World Health Assembly, 
the information on tests and trials of new drugs provided by manufacturers to national drug 

authorities is usually confidential to those authorities. Therefore, it is not practicable 

at this time for participating countries to submit routinely the details of such tests and 

trials upon which they have based their decisions. However, participating countries may 

request from manufacturers authorization to provide this information, in full or in summary 

form, to WHO. 

5.5 New drugs undergoing clinical investigation 

It is considered that details of new drugs undergoing clinical investigation could - if 

they were made available - provide useful information, in particular decisions taken by 

national health authorities or manufacturers to withdraw a drug from clinical investigation 
for reasons of safety or lack of efficacy. 

6. STRUCTURAL AND FUNCTIONAL OUTLINE OF THE PROPOSED INTERNATIONAL INFORMATION SYSTEM 

6.1 Member States providing information (participating countries) 

In order to provide a sound basis for the proposed international information system, 
participating countries should be in a position to meet the following requirements: 

(a) They should possess a system for drug evaluation. 

(b) They should have a national authority which registers "new drugs to be reported" 
as defined under section 3.2 and which is in a position to supply the information listed 
in this report under section 5.1. 

(c) They should be able to provide data to WHO on all "new drugs to be reported" 
according to an agreed format at the time of registration or at regular intervals, and 
on changes in status of marketed drugs. They should also designate the appropriate 
authority to be responsible for the exchange of this information with WHO. 

(d) New information relating to serious hazards of all drugs, registered or otherwise, 
should be transmitted to WHO as soon as possible. 

(e) All participating countries should agree that the information they provide to WHO 
is available for dissemination to all Member States. 

1 
Document А25/13. 
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(f) Each participating country should submit a summary of its legal and administrative 
requirements for the registration of drugs, including testing for safety and efficacy, 

quality control measures, supervision of manufacturing practices, reporting of post - 
registration changes and the regulatory procedures implementing these requirements. 

6.2 Functions of a proposed WHO international centre for drug information 

(a) Develop and maintain suitable recording systems for the reports received. 

Generally acceptable terminologies and classifications applicable to the recording of 

information on new drugs and their features would need to be prepared. 

(b) Regular distribution to interested Member States of collected data in tabulated 

form with provision for rapid dissemination of information in urgent cases. 

(c) Retrieval of data in response to inquiries from Member States. 

(d) Recognition of areas deserving of special study and the promotion of such studies. 

The proposed international centre would require qualified staff, together with resources 

for receiving, recording and transmitting the collected data in suitable forms to Member 

States. The number of staff required to undertake those tasks would also depend on the 

nature of the data provided and the number of reports. An estimation of the resources 

required would be one of the aims of a feasibility study. 

6.3 Other Member States 

Member States not initially in a position to participate by providing information on 

registered new drugs would have full access to the information collected by the proposed 

international centre and may, at a later stage, contribute information to the system. 

Data would be disseminated by WHO regularly to Member States wishing to receive them. 

Requests for special retrieval of data would be undertaken by the proposed international 

centre in accordance with its resources. 

7. PROPOSED FEASIBILITY STUDY 

Depending on the availability of suitable data from Member States, an international 

information system on drugs developed along the lines of this report is likely to be feasible. 

It is considered that a feasibility study based on data collected during a limited period 

would be necessary to confirm this opinion. The aim of the feasibility study would be to: 

(a) Determine whether the required data on all new drugs to be reported (see section 

3.2) can be provided by participating countries. 

(b) Develop, on a preliminary basis, recording systems for information on new drugs, 

methods for its retrieval and dissemination in suitable forms. 

(c) Undertake a study of the resources required for an operational international 

system. The study would include an assessment of the number and qualifications of staff 

deemed necessary and the type of recording and retrieval facilities most suited to the 

heterogeneous data likely to be provided. 

(d) Provide a basis for an assessment of the potential usefulness of the proposed 

information system. 
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It is anticipated that the information which might be received during the period of the 

feasibility study from the participating countries would be sufficiently heterogeneous to 

reveal many of the problems which a fully operational programme would be likely to encounter. 

In order that adequate material be obtained for the study, it is considered that data on new 

drugs for a period of not less than three years would be necessary. It is proposed that the 

feasibility study would be of two years' duration and that information on drugs registered 

during the year preceding the actual start would be included to reduce the overall period of 

the study. 

The following guidelines for the development of the feasibility study are proposed: 

(a) Data would be collected from a relatively small number of countries which are in a 

position to participate in the study. 

(b) The study would be of two years' duration. 

(c) Data to be provided by participating countries would include all "new drugs to be 

reported ", as defined in section 3.2, registered during one year prior to the commencement 
of the study and during the two -year period. The reporting of data on sera and vaccines 
would be optional during the feasibility study. 

(d) Information as under section 5.1 would be provided from the commencement and on a 

regular basis. Each participating country should at the outset designate the extent of 
the information it is going to supply. 

8. CONCLUSIONS AND PROPOSALS 

Resolutions WHA24.56 and WHA25.61 stressed the importance of a comprehensive approach to 
ensuring drug quality, safety and efficacy in the light of the continuous development of 
medical and pharmaceutical science and the increasing need for the prescribing physician to 
know and fully understand the effects, hazards and possible interactions of drugs. 

Recognizing the difficulties and complexities involved for national drug authorities, an 
international system of information on drugs would be valuable both to Member States having 
the necessary facilities for drug evaluation and to those with less developed systems of drug 
evaluation in meeting their responsibilities in relation to drug quality, safety and efficacy. 

A number of problems are involved in organizing and implementing a comprehensive informa- 
tion system. However, drug evaluation and registration systems in many countries are 
sufficiently similar to make practicable the collection and dissemination of information on 
the conditions of registration of new drugs. A system based on the evaluation and registration 
of new drugs by national authorities would provide the means for initiating a comprehensive 
approach and, despite the present restrictions placed on the disclosure of certain categories 
of scientific data, lead to the achievement of the aims set out in the above -mentioned 
resolutions. 

It is proposed that a feasibility study be initiated by WHO in cooperation with Member 
States having the necessary facilities for drug evaluation and a national authority which 
registers new drugs and is in a position to provide information relating to those drugs and to 
participate in the study. This information would include inter alia the name of the drug, 
its active ingredients, indications for use, side effects and marketing status. The 
participating countries would also provide a summary of the essential features of their drug 
registration requirements and procedures. The study would be limited to new drugs not 
previously registered in each participating country, including new fixed combinations of 
previously marketed drugs and some new formulations of existing drugs. To undertake this 
study, it would be necessary to collect data on a sufficient number of drugs registered in 
different countries. It is considered that information derived from three years of registra- 
tion would be required and that data could be best collected as the result of one year of 
retrospective collection and two years of prospective collection. 
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The proposed feasibility study would have a duration of two years and would include a 
comprehensive evaluation of the results obtained with a view to determining whether the system 
is likely to meet its objectives, and whether other categories of drugs or additional informa- 

tion on each drug should be included. 

The Director -General would submit to the Executive Board and the World Health Assembly 

the results of the proposed study. Subject to the determination of its feasibility, he would 

also submit proposals for an operational information system on drugs. 

9. FINANCIAL IMPLICATIONS 

The feasibility study proposed in this report would require inclusion in the programme 
and budget estimates of the following provisions: 

For the first year, provision for consultants to assist in developing, on a preliminary 

basis, methods for recording, retrieval and dissemination of information received from 
participating countries, at an estimated cost of $ 20 000. 

For the second year, provision for consultants to review such methods and to assist in 

evaluating the results obtained, at an estimated cost of $ 30 000. 

One of the aims of the proposed study is to determine the resources, including staff, 

required for an operational system, if its feasibility is confirmed. 


