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1. Introduction 

The purpose of this report is to provide an outline of WHO activities in health 
legislation, an important sector of public health administration. 

Both the Executive Board and the World Health Assembly have, of course, already had a 
number of opportunities of examining the Organization's health legislation programme (1950, 
1959 and 1960); on each of these occasions, however, health legislation was dealt with in 
the context of the programme of the Division of Editorial and Reference Services. 

The activities of the Health Legislation unit have gradually developed over the years. 
Besides its original and undoubtedly still basic role of publishing the International Digest 
of Health Legislation, new functions have been assigned to the unit; the information and 
advisory components of these functions made it logical for the unit1s activities to be 
co-ordinated and developed within the framework of the Division of Organization of Health 
Services. 

As far as problems of planning of national health services are concerned (resolution 
WÍÍA23.61 ) h e a l t h legislation must be regarded as one of the essential means for the 
effective development of health services without which disease prevention and health 
promotion projects cannot be fully implemented. The fundamental aims of health legislation 
are to define the powers of the agencies responsible for public health administration at all 
levels, and the rights and obligations of citizens, as well as to prescribe standards and 
conditions governing the actual subject matter of the legislation. These standards and 
conditions are contained in the major branches of health legislation, viz. that dealing with 
environmental hygiene (in particular, the control of air and water pollution and, as of quite 
recently, noise control), the control of foodstuffs and pharmaceutical products, the control 
of communicable diseases (including immunization procedures) and zoonoses, and the practice 
of the medical and allied health professions. To this enumeration one should no doubt add 
other broad areas of health legislation, such as that dealing with the treatment of mental 
patients, alcoholics and drug-dependent persons, protection against ionizing radiations, etc. 

Whilst the aforesaid is of primary interest to national health administrations, it is 
nonetheless essential to emphasize the importance of health legislation at the international 
level. It can indeed be affirmed that there is virtually no WHO programme which has not at 
one time or another raised questions of health legislation. The latter's importance has 
moreover been underlined on various occasions by the Executive Board and the World Health 
Assembly as well as by numerous WHO expert committees. 

Although it would be tedious to list all the references to health legislation in the 
decisions taken by the Executive Board and the Assembly, we may, for purposes of illustration, 
point out that health legislation was mentioned in connexion with tuberculosis control, during 
the First World Health Assembly (resolution WHA1.20),- venereal disease control (resolution 
WHA1.22),- maternal and child health (resolution WHA1.43),! alcohol and alcoholism 
(resolution EB8.R45)Д radiation health (resolutions EB13.R541 and EB17.R58),S 

a. Off. Rec. Wld Hlth Org., 184. 
b Handbook of Resolutions and Decisions, 10th ed., P. 25. 
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g Handbook of Resolutions and Decisions, 10th ed., P. 91. 



equivalence of medical degrees (resolutions WHA19.53, - WHA20.46,~ EB41.R27- and WHA21.35),- ^ 
pharmaceutical advertizing (resolution WHA21.41),— and food additives (resolution EB13.R47) 

These resolutions provide a clear indication of the important role which both the World 
Health Assembly and the Executive Board have assigned to the legislative aspects of diverse 
sectors of public health. 

A large number of WHO expert committees have likewise referred to health legislation. 
To cite only a few examples over the last five years, such references appear in the following 
reports: Environmental Health Aspects of Metropolitan Planning and Development;— Water 
Pollution ControlServices for the Prevention and Treatment of Dependence on Alcohol and 
Other Drugs;— Hospital Administration；— Urban Air Pollution with particular reference to 
Motor Vehicles;— the second report of the WHO Expert Committee on Medical Rehabilitation;¿ 
The Organization and Administration of Maternal and Child Health S e r v i c e s N a t i o n a l 
Environmental Health Programmes : Their Planning, Organization and AdministrationД 

Expert committee reports often contain recommendations concerning appropriate legislative 
means for introducing suggested technical measures, adapted to the conditions of individual 
countries. 

As far as public health administrators are concerned, the study of the health 
legislation of other countries is of considerable importance since it may sometimes provide a 
basis for the amendment of existing national legislation or the introduction of new 
legislation. A knowledge of foreign legislation is moreover indispensable for the movement 
of persons and goods across national frontiers. Persons travelling from one country to 
another are subject to the provisions promulgated in the countries concerned in pursuance of 
the International Sanitary Regulations. The conditions governing the right to practise, 
laid down in the provisions concerning the practice of the medical and allied professions, 
provide another example. The import and export of pharmaceutical preparations and 
foodstuffs likewise necessitate a knowledge of the pertinent legislative provisions in the 
countries concerned• Major efforts aimed at harmonization of health legislation are now 
being made at the regional level. It is sufficient to cite the various directives of the 
European Economic Community in this respect. There are moreover certain problems of 
primary importance which transcend national frontiers, such as air and water pollution; these 
can no longer be dealt with by legislation at the national level but must be resolved by 
means of regional agreements. 

Whilst the health legislation in certain countries is today very comprehensive and, 
indeed, sometimes highly complex, other countries are confronted with the problem of 
introducing adequate health legislation or revising their existing legislation. Here a 
word of warning is necessary. 
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In effect, it has been observed that in certain cases the introduction of health 
legislation tends to be regarded as an end in itself whereas in reality it can serve only as 
a means of implementing a health programme. If a country wishes to use the health legislation 
of another country or countries as a model, it is absolutely essential that it take into 
account the structure and possibilities of its own national health system. The promulgation 
of a legislative text which cannot be effectively implemented or enforced and hence remains a 
dead letter may discredit the health administration. An important observation in this context 
was made by Professor Péquignot,8 when he commented that "the authorities have a clear 
conscience once a law has been passed. They consider the problem resolved and this naive 
satisfaction often results in the real solution of the problem being delayed."^. 

2. Origins of WHO activities in the field of health legislation 

When WHO was created in 1946, it was envisaged that the Organization would continue the 
activities of the two international health organizations which preceded it, namely the Office 
International c^Hygiène Publique (OIHP) and the Health Organisation of the League of Nations. 
The OIHP, whose headquarters were in Paris, commenced its activities in 1907 following the 
signing of the Rome Agreement. In 1909, it undertook the publication of a monthly Bulletin 
which included a section devoted to legislation. The last number of this Bulletin appeared in 
1946. The legislative section was initially devoted essentially to legislation on the so-
called pestilences, subsequently termed quarantinable diseases• Some years later, it was 
extended to cover other aspects of health legislation, such as that dealing with pharmacy, the 
medical profession, the organization of health services, etc. No actual provision for this 
extension of the role of the Bulletin did in fact exist, since Article 10 of the Annex to the 
Rome Agreement provided solely for a chapter dealing with legislation on the control of the 
quarantinable diseases. During the second session of the Interim Commission of WHO in 1946 
(Off, Rec, Wld Hlth Org,, 4, 171), it was decided that WHO would in the future publish the 
health legislation of the different countries in a journal with distinct English and French 
editions, the respective titles being International Digest of Health Legislation and Recueil 
international de Législation sanitaire. This decision was endorsed in 1949 by the Second 
World Health Assembly, which at the same time requested the Director-General to submit to the 
Third World Health Assembly a report on the methods considered to be most satisfactory of making 
available information on health legislation and of presentation and publication of such health 
legislation as is considered to be of international importance (resolution WHA2.8).— 

On account of lack of staff, the first number of the Digest could not be published before 
1948 and the first volume was not in fact completed until 1950. Since then, however, and in 
spite of numerous difficulties, it has been possible to adhere to the programme envisaged, i.e. 
the publication of the Digest at quarterly intervals. 

During the Third World Health Assembly in 1950, the Director-General submitted the 
publication to the critical examination of delegates to the Assembly (document А3/32). This 
report also indicated the criteria adopted in the selection of texts for publication. The 
Third World Health Assembly requested the Executive Board to study the report in detail and 
decided that the Digest should contain complete documentation, of as recent a date as possible, 
on the national health laws and regulations "considered to be of international importance" 
(resolutions WHA3.15 and WHA3.63).£ The actual criteria were approved by the Executive Board 

—"Les pouvoirs publics ont bonne conscience dès qu'un texte de loi est pris. Ils 
voient le problème résolu et cette naïve satisfaction en retarde souvent la solution réelle." 

—Handbook of Resolutions and Decisions, 10th ed., p. 134. 
—Handbook of Resolutions and Decisions, 10th ed., pp. 131, 133 and 134. 



a 
at its sixth session (resolution EB6.R19)•— Those laws which, by their general and basic 
character, could serve as "models", as for example enactments on foodstuffs and pharmaceutical 
products or on the practice of medicine, were regarded as being of international importance. 
Laws and regulations intended to enforce specific health measures not yet obligatory in many-
countries (e.g. BCG vaccination) were also considered to fall into this category, as was 
legislation relating to the use of new therapeutic or other substances or affecting the 
movement of persons or goods across national frontiers• 

3. Problems associated with the publication of the Digest 

The report of the Director-General (document А3/32) mentioned that, under Article 63 of 
the Constitution, Member States were required to inform WHO of the important health 
legislation promulgated in their respective countries. However, in spite of two Circular 
Letters (1947 and 1949) and a resolution by the Executive Board requesting Member States to 
fulfil their obligation under Article 63 (resolution EB9.R70),丑 only a few countries have in 
fact complied and at the present time scarcely half a dozen countries communicate their 
significant health legislation to the Organization. This was moreover one of the principal 
factors which initially prevented the regular publication of the Digest, In order to fill 
this gap, it was hence necessary to find other sources, although the solution found represented 
a considerable undertaking. In effect, the sole means of obtaining comprehensive information 
on the legislation of the different countries was to conduct a systematic search for items of 
health legislation in the official publications of the various States. This solution is 
rendered possible in Geneva by the presence of the United Nations Library, one of the few in the 
world to possess a virtually complete collection of national official gazettes. 

Among the other difficulties in publishing the health legislation of the different 
countries, mention must be made of the language problem. Although the unit responsible for 
the publication of the Digest is capable of translating some 20 languages, serious difficulties 
are currently encountered in regard to the translation of certain languages and this situation 
may well deteriorate in the future. In effect, several newly independent countries are now 
publishing their official texts in their own language. This is, for example, the case for 
Indonesia, which until some 20 years ago was still publishing its official gazette in Dutch, a 
certain number of Arabic-speaking countries, and Japan, which published an English edition of 
its official gazette until 1951. The Digest should therefore not be regarded as providing 
exhaustive coverage of the health legislation of all the countries of the world. 

Yet another problem in the preparation of the Digest is the fact that in some countries 
legislative texts appear in more than one official publication. In other countries 
legislation is issued both at the federal level and at the level of the constituent units 
(states, provinces, etc.) which make up the federation. This is, for example, the case in 
the United States of America, Canada, Australia, Switzerland, the Federal Republic of Germany, 
the USSR, etc. The very different situation as regards jurisdiction in the field of health 
legislation in countries with a federal structure depends basically on the varying 
constitutional patterns in the different countries. In certain countries, the federal powers 
in regard to health legislation are limited, while in others the jurisdiction of the federal 
health authorities is much more extensive. In either case, however, it may be necessary to 
employ constitutional means to effect modifications in respect to jurisdiction. This was, for 
example, the case in Switzerland in 1957, where the Federal Constitution had to be amended by-
way of referendum in order to enable the Confederation to promulgate legislation in the field 
of protection against ionizing radiations. Intercantonal agreements do provide another 
approach for standardizing health legislation in Switzerland. In other countries with a 
federal structure, uniformity of legislation may be attained by such means as the establishment 
of special commissions with the task of drafting legislative texts for possible adoption in 
the different constituent units. Mention of this state of affairs is important since, as far 
as the publication of the Digest is concerned, it is essential that account be taken of the 
situation in countries having a federal structure. 

—Handbook of Resolutions and Decisions, 10th ed., p. 135. 



The pattern of health legislation within countries having a federal system provides some 
valuable lessons for those who advocate the harmonization of health legislation. One is 
justified in asserting that if territorial jurisdictions belonging to the same country and 
having a common language do not succeed in standardizing their health legislation, this 
undertaking will be even more difficult at the international level. In this context, it is 
sufficient to examine the difficulties experienced by certain countries in their efforts to 
harmonize their legislation within a regional framework. The efforts by the countries of the 
European Economic Community to implement the Treaty of Rome in respect of the practice of the 
"liberal" professions and, in particular, the practice of medicine, may be cited. Although 
directives on this subject were issued by the Common Market Commission in Brussels more than 
one year ago, the free movement of physicians is far from being a reality. Professor SenauIt 
and his colleagues published a survey of legislation on vaccination in the EEC countries a 
few years ago.9 This survey, which appeared in the Digest in 1965, is particularly 
instructive since it demonstrates the vast divergences between the six countries. One 
cannot but conclude that, as far as these countries are concerned, harmonization of legislation 
in this field would be no easy task. 

It is not possible to enumerate here the different measures adopted at the regional level 
and which have had an influence on legislation. The European Agreement on the Exchange of 
Therapeutic Substances of Human Origin, concluded by the Council of Europe (1958), may be 
cited as an example• 

Another source of difficulty resides in the fact that ILO and FAO also publish legislative 
material and there is hence a risk of duplication of effort, with the same texts being 
published by one or other of these organizations and WHO. Several years ago, however, the 
different organizations succeeded in co-ordinating their activities in this field. Thus, 
when a full translation of a text dealing with occupational diseases is published in the 
ILO Legislative Series, an appropriate reference is given in the Digest, The same is true in 
regard to the corresponding FAO publication. It should, of course be pointed out that both 
the ILO Legislative Series and the corresponding FAO publication also publish texts on a 
variety of subjects of no essential interest to WHO and that the publications in question are 
addressed to other ministries and other specialists. It should also be mentioned that, under 
a joint FAO/WHO programme, FAO publishes the Current Food Additives Legislation bulletin, the 
aim of which is to provide countries with information on this aspect of food legislation. 

4. Survey of the health legislation programme 

The principal activity of WHO in the field of health legislation undoubtedly consists in 
informing national health administrations of the legislation promulgated in the various 
countries and which may be of interest to them. Over the years, however, the Health 
Legislation unit has gradually taken on other functions, such as the preparation of comparative 
surveys of health legislation, the furnishing of information on health legislation in response 
to requests, collaboration with expert committees, the drawing up of guidelines in the field 
of health legislation and, finally, the provision of assistance to countries consulting WHO 
in this sector. 

4.1 Publication of the International Digest of Health Legislation 

By the end of 1970, 21 volumes of the Digest will have been published, each of the two 
editions, English and French, containing some 9000 items of legislation. The annual index 
enables public health administrators and specialists to locate items of potential interest 
without difficulty. The retrieval of information is moreover further facilitated by the 
three quinquennial indexes so far published (the fourth, covering the period 1965-1969, is 
due to appear in the near future). Depending on their importance, items of legislation are 
published either in extenso or in summary form. The number of summaries published has 
increased over the years as has the scope of the summaries• There has also been an 
increase in the number of countries covered by the Digest• It is, of course, obvious that 
account must be taken of the legislation of the very large number of countries which have 
acceded to independence. 



Few problems are presented by the selection of texts； thus, texts dealing with 
immunization against poliomyelitis, malaria eradication and protection against ionizing 
radiations are obviously of such importance to health administrations that their publication 
in extenso is essential. A large number of items of legislation are moreover_bt published 
in the Digest but are indexed according to subject and country. Most of this legislation is 
of secondary importance, dealing with such aspects as the establishment of special boards, the 
financing of hospital construction projects, etc. In 1964, a new feature was incorporated in 
each number of the Digest, consisting of an introductory section in which the most important 
items of legislation were analysed and the most interesting innovations in the legislation of 
the different countries pointed out. A résumé of this Introduction appeared in the 
WHO Chronicle under the heading "Recent changes in health legislation". 

The Digest periodically includes a bibliographical section, in which information is 
provided on codes and compilations of health legislation and other works in this field, 
published in various countries. Several hundred works have been reviewed in this way. It 
should however be noted that the information in this field is very incomplete. One reason 
for this is that numerous publications devoted to health legislation have only limited 
distribution within the country of origin and often are not available commercially. Another 
undoubted gap in the Digest is the non-publication of bilateral or multilateral conventions, 
ministerial circulars, and the commentaries which appear from time to time in different countries 
on the subject of health legislation. It should however be pointed out that frequent 
reference is made, in the comparative surveys of health legislation, to international 
conventions in the health field as well as to pertinent case-law decisions. 

In 1959 and I960, the Executive Board undertook a new organizational study on 
publications (see resolutions EB23.R66^- and EB25.R42).— In the course of the discussions, 
the view was expressed that the Digest was most useful to public health administrators and 
constituted an essential work of reference for them. It is moreover the sole publication in 
the world to disseminate the health legislation promulgated in a large number of countries. 

4.2 Comparative surveys of health legislation 

Since 1952, 31 comparative surveys of health legislation have been published in the 
International Digest of Health Legislation• As from the second study, which was on the 
subject of nursing, it was decided to issue offprints of each study in order to widen their 
distribution (see Bibliography: Comparative surveys of health legislation). 

The selection of subjects for the first studies was dependent on the number of 
legislative texts already published in the Digest and accessible to the editors of the 
publication. It is evident that initially the choice was limited. The decision to devote 
the first study to legislation on tuberculosis control had as its origin a resolution by the 
First World Health Assembly to make tuberculosis control a priority programme.17 About 100 
items of legislation were analysed for this study; when a revised edition was prepared in 
1963, the corresponding number of legislative texts was in the region of 150. 

The purpose of these comparative surveys is to describe and analyse the legislative 
measures adopted by the countries covered, thereby enabling health administrations to compare 
the situation obtaining in their own country with that in other countries. They may serve as 
the starting point for important initiatives, viz. the modification of a countryTs existing 
health legislation or the promulgation of new enactments for countries not yet possessing 
legislation on certain significant questions, such as medical specialization, protection against 
ionizing radiations, etc. 

—Handbook of Resolutions and Decisions, 10th ed., p. 413. 
—Handbook of Resolutions and Decisions, 10th ed., p. 132. 



The different surveys fall into the main sectors of direct interest to the health 
authorities, i.e. the control of communicable diseases, environmental hygiene, the medical 
and other health professions and their auxiliaries, and the control of pharmaceutical 
preparations. In the area of communicable diseases, surveys have been published on the 
control of tuberculosis, communicable diseases in schools, leprosy, smallpox vaccination, 
venereal diseases, malaria, diphtheria immunization, notification of communicable diseases, 
and vaccination in the Member States of the European Economic Community. In the field of 
environmental hygiene, studies have been published on air pollution and water pollution. 
With regard to the medical and allied and auxiliary health professions, studies have appeared 
on nursing, midwives, medical specialization, auxiliary personnel in nursing, the 
equivalence of medical qualifications and the practice of nursing, and on medical, dental and 
pharmaceutical auxiliaries� Studies in the field of pharmaceutical preparations have been 
concerned with the following aspects: classification of pharmaceutical preparations; 
distribution of and trade in pharmaceutical preparations; and pharmaceutical advertizing. 

Mention should also be made of studies which do not fall into the above categories, 
viz. those devoted to the hospitalization of mental patients, endemic goitre, treatment of 
drug addicts, the use of human tissues and organs for therapeutic purposes, the control of 
pesticides, and current abortion laws in the world. 

Two forms of presentation have been employed for these studies. In the case of those 
dealing with medical specialization, smallpox vaccination, and tuberculosis control, for 
example, the procedure has been to compare the legislative provisions of a certain number of 
countries in a series of chapters devoted to diverse aspects of the subject. In the study 
on the control of tuberculosis, for example, the chapter headings under which the legislation 
of the different countries is analysed are as follows : notification, systematic case-finding, 
epidemiological investigations, prohibition of occupational activities, organization of the 
control of tuberculosis, BCG vaccination, compulsory hospitalization, professional 
rehabilitation, and bovine tuberculosis. For other studies, such as that on the control of 
pesticides, the legislation for each of the countries covered is described in a separate 
chapter. However, even where this form of presentation is used, the various monographs 
are preceded by a general survey of the legislation which enables the general trends and 
features to be identified. There is no doubt that the first method of presentation is 
preferable. Unfortunately, however, its adoption is not always feasible on account of the 
diversity of the provisions in force in the different countries. 

It is important to mention that an article based on each study is subsequently 
published in the WHO Chronicle• Moreover, public health and medical journals in various 
countries frequently publish not merely exhaustive analyses of the studies but also devote 
editorials to them. The study on medical specialization was, to cite an example, reproduced 
in extenso in the periodical Lex et Scientia,6 

A number of the studies were also prepared in order to provide information to certain 
WHO expert committees. The survey of legislation on the hospitalization of mental patients 
was, for example, prepared in 1954 for the benefit of an expert committee examining legislation 
affecting psychiatric treatment.11 Other studies, such as that devoted to the equivalence 
of medical qualifications and the practice of medicine and that on pharmaceutical advertizing, 
were published for the benefit of the Executive Board and the World Health Assembly. It was 
thought necessary to determine the legal conditions governing the equivalence of medical 
qualifications in order to enable the Executive Board and the World Health Assembly to assess 
the trends in this area (document EB39/l9, 16 December 1966, and document А2о/р&в/б, 18 April 
1967). The study on the equivalence of medical qualifications also clarifies the position 
vis-à-vis the right to practise medicine in the different countries.2 The revised survey of 
legislation on pharmaceutical advertizing (1968) was prepared in response to a request by the 
Assembly that criteria for pharmaceutical advertizing should be formulated. These criteria 
were approved by the Twenty-first World Health Assembly (document A2l/p&B/l6, 9 May 1968). 



Thanks to the documentation now available, it is possible to cope with the most diverse 
subjects and to undertake very comprehensive analyses of the legislation. Thus, 258 items of 
legislation for 18 countries were scrutinized for the study on medical, dental and pharmaceutical 
auxiliaries, 228 items for 13 countries for that on the control of water pollution, 212 items 
for 26 countries for that on protection against ionizing radiations, and 185 items for 11 
countries in the case of that devoted to the control of pesticides. It is of course evident 
that, for many oí the studies, the number of countries covered could well have been increased. 
This would, however, not correspond with the objective of the comparative surveys of 
legislation, which is to identify the general trends discernible in the measures adopted. 
It is also clear that most of the studies rapidly become out of date and that they undoubtedly 
afford merely a "horizontal picture" of the situation at a given time. Those interested in 
subsequent developments can however readily trace the evolution of the legislation by 
consulting later volumes of the Digest, Supplementary lists of references are moreover 
sometimes requested and supplied. 

It is not possible within the framework of this document to draw any conclusions, even 
of a general nature, with regard to the above-mentioned studies. An analysis of the 
divergences in health legislation was however presented and discussed in the course of the 
Conference on Public Health Administration in Europe, held in Zagreb in 1964.1 In the course 
of this paper, typical examples of the divergences were analysed, relating to the notification 
of communicable diseases, the measures adopted in educational establishments in connexion 
with communicable diseases, venereal disease legislation in Europe, vaccination against 
smallpox and diphtheria, pharmaceutical legislation, and methods for recognition of specialist 
qualifications in medicine. Venereal disease legislation in Europe was moreover examined in 
the course of the European Symposium on Venereal Disease Control, organized by the WHO Regional Q Office for Europe and held in Stockholm in 1963. 

A series of lectures on health legislation in the world were delivered at the 
International Course on Health Development, organized in 1969 by the Institute of Tropical 
Medicine of Antwerp (this Course is held alternately in Antwerp and Amsterdam); the 
comparative surveys of health legislation served as the principal documentation for these 
lectures. Similar lectures were given in Moscow at the WHO International Course in Health 
Planning, held at the Central Institute for Advanced Medical Studies. 

4e3 Collaboration with expert committees and guidelines in health legislation 

The Health Legislation unit has on various occasions been called upon to prepare working 
documents for WHO expert committees. Its assistance has likewise been requested in the 
drawing up of guidelines relating to certain specific aspects of health legislation. In each 
case, the unit has actively participated in meetings of consultants or experts engaged in the 
formulation of such guidelines• 

While a number of the comparative surveys of health legislation referred to above were 
actually prepared to serve as working documents for particular expert committees, a number of 
unpublished documents have also been drawn up for similar purposes. In 1956, for example, 
the Health Legislation unit prepared a study on the definitions of terms used in pharmaceutical 
legislation, for the Expert Advisory Panel on the International Pharmacopoeia and Pharmaceutical 
Preparations. This study provided an over-all survey of the various definitions encountered 
in the legislation for the terms "drug", "new drug", "medicine’’ and "pharmaceutical 
speciality" (document WHO/Pharm/314, 2 November 1956). On the basis of this document, a study 
group on the use of specifications for pharmaceutical preparations, which met in 1956, drew 
up a number of internationally acceptable definitions.13 Another study summarized the legal 
provisions for the control of rabies in various countries and was examined by the Expert 
Committee on Rabies (WHO/Rabies/81, 14 November 1956).12 

The problems involved in the international transport by mail of perishable biological 
material (living pathogenic micro-organisms or living pathogenic viruses) necessitated an 



analysis of national legislation on this subject. On the basis of this study, recommendations 
were put forward by WHO to the Universal Postal Congress held in Ottawa in 1957 with a view 
to the amendment of the Universal Postal Convention and the Detailed Regulations for 
implementing the Convention. The WHO proposals were incorporated in the Convention and 
Regulations, as published in the Acts of the Universal Postal Union, revised in Vienna in 
1964. The new provisions, introduced by the 1957 Congress in Ottawa, prescribe special 
rules for the "make-up" (i.e. packing) and labelling of perishable biological substances for 
transport by mai1.4，I� 

In 1962, a general survey was prepared on national laws and regulations on protection 
against ionizing radiations (document WH0/rAD/i3, 31 July 1962). This survey, which was 
intended for the Expert Committee on Radiation, 4 consisted in actual fact of an up-to-date 
revision of an earlier document (WHO/rAD/i, 8 July 1955) entitled "National laws and 
regulations on radiation protection". On the basis of these documents, as well as other 
material in the Digest, it proved possible in 1964 to publish, for the first time, a survey 
of the legislation in force in 26 countries• A complete revision of this survey will be 
undertaken in 1971. 

The legislation on institutions for well children was likewise analysed in 1962, for the 
benefit of the Joint UN/WHO Expert Committee on the Care of Well Children in Day-care Centres 
and Institutions (document МСН/4/wp/l, 15 August 1962).15 In 1965, a document on the 
subject of legislation on midwives was prepared for the Expert Committee on the Midwife in 
Maternity Care (MCH/Midwife/7.65)This document referred to the comparative survey of 
legislation published in 1954 and indicated the recent trends in legislation concerning 
midwives. 

Another study, intended for the Expert Committee on Organization and Administration of 
Maternal and Child Health Services (26 November - 2 December 1968), was devoted to 
legislative aspects of the organization of maternal and child health services； the document 
(MCh/wp/68.6) was in fact presented and discussed during the meeting of the Committee. In 
1969, a survey of the legislation of different countries concerning weaning foods was 
discussed by a special committee of the Protein Advisory Group. 

The direct participation in expert committees convened for the purpose of drawing up 
guidelines relating to specific problems of health legislation is another, certainly no less 
important, function of the Health Legislation unit. This was, for example, the case in 
1968 when the International Council of Nurses convened an expert group with a view to the 
formulation of guidelines for nursing legislation and requested the collaboration of WHO in 
this connexion. Following the meeting of this group, a document on the basic principles of 
nursing legislation, intended as a guide for national nurses associations, was issued.5 
Subsequent to a joint meeting of experts, "Guidelines for legislation concerning the 
registration for sale and marketing of pesticides" were published by FAO, with the collaboration 
of WHO and ILO, in 1969. This publication is to be supplemented later by ILO in the form of 
a code of practice concerning safety and health in the manufacture and use of pesticides. 
In 1969, the Health Legislation and Radiation Health units of WHO, with the collaboration of 
IAEA and ILO and the participation of consultants, drew up guidelines for legislation on 
protection against ionizing radiations. The document prepared was later examined by a study 
group on radiation protection legislation (1969, IAEA, Vienna). Guidelines on health 
laboratory legislation have also been drawn up (1966). 

4.4 Information service in health legislation 

The number of requests for information on health legislation has considerably increased 
over the years. Thus, a total of 37 requests was received in 1961, while in 1970 the number 
of requests received by the end of the third quarter had already reached 53. Nearly 500 
requests, originating from some 60 countries, have been submitted during the last 10 years. 
A synoptic table analysing the various requests is appended to this document. This table 



indicates the total number of requests classified according to country and source, i.e. health 
administrations, public health specialists, or industry (pharmaceutical, food, chemical, etc.) 
It should be pointed out that numerous requests are also submitted by various headquarters 
units, the regional offices and diverse international organizations, although it is probable 
that these requests are submitted mainly on behalf of health administrations or public health 
specialists in different countries. Numerous headquarters units, as well as the regional 
offices, have in fact made frequent requests for information, usually destined for national 
health administrations although in certain cases intended for other purposes, such as the 
servicing of expert committees and seminars. Recently, for example, documentation was 
provided on malaria legislation for use in connexion with a Seminar in Lomé (16 November -
5 December 1970) and on health laboratory services for a SEARO Meeting on that subject 
(16-20 November 1970). It is not feasible here to analyse the subjects covered by the 
requests for information. They can however be broadly divided into requests for information 
of a general nature and those relating to a specific problem, some of which may necessitate 
extensive research. 

By way of illustration, we may cite the following as examples of the subjects covered by 
requests of a specific nature: the conditions for the introduction of new pharmaceutical 
preparations onto the market, the notification of cancer, legislation on dental technicians, 
the chemical and biological standards for swimming pools, the countries which have accepted 
the International Pharmacopoeia as a recognized pharmacopoeia, the legislation on pre-marital 
medical examinations, the conditions for the training of medical specialists in the different 
countries of Europe, the legal contraindi cations to smallpox vaccination, the notification 
of malaria in the different countries, legislation on carriers and food hygiene, the 
enrichment of foodstuffs with vitamin D, governmental liability for adverse effects of 
compliance with official immunization programmes, the use of carboxymethyl cellulose as a 
food additive in various countries, codes of medical ethics adopted by the legislative route, 
and the conditions governing clinical trials of drugs in the different countries of Europe. 
The transplantation of tissues and organs for therapeutic use has been the subject of 
numerous requests received in recent years. This in fact occasioned the preparation of a 
comparative survey of legislation on the subject. 

In recent years, it has in general become easier to deal with the various requests for 
information; the most frequent procedure is to provide the inquirer with a list of pertinent 
items of legislation accompanied by the corresponding texts. As far as possible, this 
material is supplemented by photocopies of relevent sections of sanitary codes or specialized 
works on health legislation available to the unit responsible. 

It is obviously not possible in this document to analyse the manner in which national 
health administrations or public health specialists exploit the information on health 
legislation provided by WHO. However, some recent examples may be cited of the background 
to certain requests and the utilization of the information provided. Faced with the growing 
indifference of the public to poliomyelitis immunization and aware of the consequential 
dangers in the event of an outbreak of the disease, a particular country recently decided to 
make poliomyelitis immunization compulsory. Before taking this step, however, the country 
in question considered it necessary to be informed of the legislation adopted by other 
countries. The positive information provided constituted a useful argument for the 
introduction of compulsory immunization. To cite another case, a country intending to 
introduce iodization of salt wished to know the position elsewhere before adoption of the 
measure. It was provided with information for some 20 countries concerning compulsory 
iodization of salt. Documentation of this nature can serve as an argument in support of 
such measures. Another country recently wished to introduce legislation concerning 
protection against ionizing radiations and desired information on the statutory provisions 
in force elsewhere. The unit responsible was able to provide very comprehensive documen-
tation on the subject. It has sometimes been possible to deal in the same way with more 
complicated subjects, such as the legislative provisions governing compensation for adverse 
effects of compliance with compulsory immunization procedures. Even apart from difficulties 



of a linguistic character, it is clear that, without the assistance of the Health Legislation 
unit, health administrations would find it extremely difficult to obtain the desired 
information. 

The various requests submitted by the pharmaceutical and food industries, or by other 
sectors of industry, are obviously intended to obtain information on the legislative 
provisions governing import and export. Such information can be furnished rapidly and 
without great difficulty. Numerous resolutions by the World Health Assembly and the 
Executive Board have dealt with the problems posed by the distribution of pharmaceutical 
preparations, at the international level. 

4.5 Advisory services in health legislation 

A critical examination of the health legislation of developing countries, particularly 
those which have recently gained their independence, may bring to light some serious problems. 
Thus, certain items of legislation may be found to be outdated or not attuned to the new 
structures of the country, while others may need to be completely revised in order to adapt 
them to contemporary knowledge. 

The promulgation of legislative texts of a general character is ill-adapted to highly 
disparate situations, as may for example occur where well-developed urban centres co-exist 
with a primitive hinterland. Another crucial problem is the availability of specialists 
capable of undertaking a revision of existing health legislation or of introducing appropriate 
legislative texts and later bringing them up to date. An essential corollary is of course 
the training of health personnel for this purpose. This question was discussed during the 
Sixty-fourth Meeting of the Executive Committee of the Pan American Health Organization; 
Resolution XVI adopted by the Committee recommended that Member governments encourage the 
universities to give due attention to the teaching of health legislation in law schools, 
medical schools, and schools of public health.7 The latter are undoubtedly best suited to 
provide adequate training in this field to health administrators. One of the speakers at 
t hi S meeting, referring to the revision of health legislation, made the important point that 
undertakings of this nature had to be regarded as long-term tasks if the legislation was to 
be adapted to recent progress and brought fully up to date. 

On various occasions since 1968, WHO has been called upon to advise particular countries 
wishing to undertake a complete revision of their health legislation or a critical reappraisal 
of certain items of legislation. 

As far as requests of a general nature are concerned, serious difficulties have been 
encountered. To cite one problem, the number of specialists in this field is limited. 
Thanks however to the co-operation of members of the Expert Advisory Panel on Public Health 
Administration, a list of consultants whose services can in the future be called upon has 
now been drawn up. Specialists undertaking a revision of health legislation are confronted 
with a number of problems. Besides the linguistic question, mention should be made of the 
problems involved in assembling the health legislation already in force, studying the 
political and administrative structure of the country, and establishing contacts with the 
different authorities concerned with health legislation. It is sometimes difficult for a 
consultant to avoid the temptation to use the legislation of his own country as a model, 
without taking sufficient account of the actual situation in the country requesting 
assistance. The collaboration of units at the regional office concerned is indispensable for 
the implementation of projects, as is the active participation of national experts designated 
by the health ministry. 

Depending on circumstances, it has proved possible either to draw up sanitary codes or a 
certain number of specific texts, adapted to local conditions and based on a fundamental 
general text. It should be emphasized that this whole area represents a new WHO activity, 
likely to develop further and which will have to be subjected to thorough analysis; 
moreover, an evaluation of services already provided is necessary so as to be able to improve 
the effectiveness of future projects. 



5. Critical examination of health legislation 

As already mentioned, health legislative texts display major divergences from one 
country to another, due to the fact that account must be taken, in the drafting process, of 
the particular country1s structure and possibilities. Other factors responsible for these 
divergences can however also be discerned. In the first place, some legislative provisions 
can be found which are not adapted to present-day knowledge, even where they deal with a 
question fully elucidated by scientific means. In certain countries, there have been 
frequent changes of régime, one of the consequences of which may be the retention of obsolete 
legislation. The need to deal with certain priority problems in such circumstances 
frequently prevents the health legislation from being revised. Account must also be taken 
of the very slowness of the mechanism whereby new laws are made, a factor which certainly 
hinders their rapid adaptation to technical advances. Another source of divergence 
resides in the fact that, in many countries, health legislation is subject to economic 
pressures. The policy adopted with regard to alcohol, cigarettes, pharmaceutical 
advertizing, the installation of costly effluent treatment plants, etc., may, for example, 
be influenced by such pressures. Conceptions of varying rigidity as to human integrity or 
the rights of the individual constitute yet another source of disparity, reflected in the 
legislation adopted with regard to vaccination, water fluoridation, iodization of salt, 
isolation in case of communicable disease, and therapeutic abortion, to cite some characteristic 
examples. Finally, in certain countries the health authority must take account of the 
prerogatives of the medical and paramedical professions. There may for example be widely 
different attitudes on questions such as professional secrecy. These may be reflected in 
divergences in the provisions governing the notification of such communicable diseases as the 
venereal diseases and tuberculosis. 

One of the basic problems constantly confronting the different countries is that of 
bringing their health legislation up to date. One authority has noted that "the legislative 
texts on a particular subject are so numerous and so intertwined that it is often difficult 
to understand and apply them". In certain countries, items of legislation are promulgated in 
rapid succession； taking into account the laige number of amendments introduced, very great 
difficulties must necessarily arise not only for those responsible for enforcing the 
legislation but also for those required to observe its provisions. 

Various attempts have been made to furnish a convenient working tool for those concerned 
with the observance and the application of health legislation. These initiatives may be 
either officially or privately sponsored and may cover the entire health legislation or 
particular areas of health legislation such as pharmaceutical legislation. The various 
publications which are the outcome of these efforts have one inherent defect, namely their 
short-lived character. Some are in the form of compilations which take into account the 
amendments introduced to the acts and regulations while others, as in the case of France, 
constitute actual codes of health legislation. There is no doubt that the ideal solution is 
the publication of loose-leaf compilations of legislation, since this is the sole means of 
enabling the user to obtain comprehensive, up-to-date information in the field of interest. 

6. Summary and conclusions 

The purpose of this document has been to outline the two functions which WHO has assumed 
in the field of health legislation: on the one hand, the provision of information to the 
different countries of the world, mainly through the medium of the Digest, and, on the other 
hand, the advisory role which the Organization has thus far fulfilled. In the course of the 
years, the information role has developed considerably and, at the present time, the numerous 
requests emanating from governments, public health specialists and industry, and from various 
WHO expert committees, can be dealt with. As regards the comparative surveys of health 
legislation, they not only constitute a source of information on specific problems of health 
legislation but also enable national health administrations to compare and contrast their own 
legislation with that of other countries. An improvement in the information function is now 
envisaged, with the publication in the Digest of items of legislation originating from 



countries which could not hitherto be covered on account of linguistic problems. The 
usefulness of the Digest will moreover be enhanced by the publication of bilateral and 
regional health agreements. 

Over the last few years, WHO has been requested by a number of countries to provide 
assistance, by undertaking a critical examination of their existing health legislation and by 
collaborating in the drafting of new legislation. While it has in the past proved difficult 
to recruit consultants for this purpose, a certain number of specialists for advising countries 
seeking WHO'S assistance are now available. An evaluation of already completed projects is 
in progress and will enable the usefulness of this service to be improved in the future. 

This exposé of the WHO health legislation programme, which the Director-General has the 
honour to present to the Executive Board, demonstrates its usefulness to the national health 
administrations of the different countries, irrespective of their stage of development, and 
also illustrates the fact that virtually every WHO programme has at one time or another had 
recourse to the services of the Organization's Health Legislation unit. 
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ANNEX 

REQUESTS FOR INFORMATION ON^HEALTH LEGISLATION 
1961-1970 

Countries 
Total 

number of 
requests 

Source of requests 

Countries 
Total 

number of 
requests Health 

administrations 

i 
Public health 
specialists, 

etc. 

Industry 
(pharmaceutical, 
food, chemical, 

etc.) 

Argentina 3 1 1 1 
Australia 2 1 1 -

Austria 1 - 1 -

Belgium 26 11 14 1 
Brazil 3 3 - -

Bulgaria 1 1 - -

Cambodia 2 2 一 -

Cameroon 1 - 1 -

Canada 8 4 3 1 

Ceylon 1 1 - -

Czechoslovakia 2 2 - -

Denmark 1 - 1 -

Ethiopia 2 2 - -

Federal Republic 
of Germany 21 9 8 4 

Finland 1 1 - -

France 45 12 29 4 
Ghana 1 1 - -

Greece 3 3 - -

Guyana 1 1 - -

India 4 1 3 -

Indonesia 1 1 - -

Iran 6 5 1 -

I Israel 13 1 2 1 -

Italy 16 7 7 2 
Ivory Coast 1 1 - -

Japan 6 4 2 -

Jordan 1 1 - -

Kuwait 1 1 - -

Lebanon 2 2 - -

Libya 1 1 - -

Luxembourg 2 2 - -

Malta 1 1 - -

Mauritius 1 1 - -

Mexico 2 2 - -

Monaco 1 1 - 一 

Netherlands 9 3 2 4 

Nigeria 2 2 - -

People's Republic 
of the Congo 1 1 - -

Poland 1 1 - -

Portugal 1 1 - -

Republic of Korea 1 1 — 
‘ 1 

Until the end of September 1970. 



Annex 
REQUESTS FOR INFORMATION ON HEALTH LEGISLATION 

1961-1970* (continued) 

Countries 

！ 

Total 
number of ¡ 
requests 丨 

Source of request 

Countries 

！ 

Total 
number of ¡ 
requests 丨 

Health 
administrations 

Public health 
specialists, 

etc� 

Industry 
(pharmaceutical, 
food, chemical, 

etc •) 

Rwanda 1 1 - -

Singapore 3 3 “ 

Somalia 2 1 一 1 
South Africa 1 1 一 -

Spain 8 2 6 “ 

Sweden 2 _ 1 1 
Switzerland 23 5 6 12 
Togo 2 2 - • 

Trinidad and 
Tobago 1 1 一 

Turkey 6 1 5 i 1 
Union of Soviet 

Socialist 
Republics 3 : 2 1 “ 

United Arab 
Republic 2 2 — 

United Kingdom of 
Great Britain and ! 

Northern Ireland 11 5 6 i “ 

United States of 
America 38 ！ 5 26 7 

Uruguay 2 ! 1 1 
Venezuela 1 1 一 
Viet-Nam 3 3 — 

Yugoslavia 5 4 — 1 
Zambia 1 : 1 i — 丨 
WHO (Headquarters 

and Regional 
Offices) 143 

Diverse international 
organizations 28 

..i ‘ ‘ • 
jjü 
Until the end of September 1970. 


