
WORLD HEALTH ORGANIZATION 

ORGANISATION MONDIALE DE LA SANTÉ 

TWENTY -FIRST WORLD HEALTH ASSEMBLY 

Agenda item 2.11.2 

PHARMACEUTICAL ADVERTISING 

Report by the Director -General 

INDEXED 

А21 /P &B /16 

9 May 1968 

ORIGINAL: ENGLISH 

1. In resolution WНА2О.35, the Twentieth World Health Assembly requested the Director -General 

to study the ethical and scientific criteria that, from the medical point of view, should 

govern the advertising of drugs, and to report thereon to the Executive Board and to the Twenty - 

first World Health Assembly. 

2. At its forty -first session the Executive Board had before it a progress report by the 

Director -General together with a survey of the legislation on pharmaceutical advertising in 
twenty -two countries which had been published by WHO in 1961.1 The Executive Board was 
informed that the Secretariat had commenced the revision of this survey which had been rendered 
necessary by new legislation enacted in many countries since 1961. The revised survey, as it 

will be published in Volume 19 (1968) of the International Digest of Health Legislation, is 

attached. 

3. The new survey covers the legislation on pharmaceutical advertising in twenty -six countries. 

It has made it possible to identify more precisely the principles applied by Member States to 

the regulation of pharmaceutical advertising and to suggest the formulation of criteria with a 

view to ensuring their widest possible acceptance. 

4. As the analysis of existing legislation shows, medical advertising (also called "technical" 

advertising) was virtually unrestricted in a number of countries until quite recently, whereas 
advertising addressed to the public is generally subject to more or less strict legislative 
provisions. Nevertheless, certain fundamental principles emerge that are applicable both to 
the advertising intended for the public and to that addressed to the medical and allied profes- 
sions. In many countries a trend is developing towards compulsory prior approval of advertise- 
ments for pharmaceutical products. 

5. The media used by the pharmaceutical industry to reach the public include daily newspapers 
and periodicals, radio, cinema and television' advertisements in pharmacies or on public 

thoroughfares belong to the same category. Advertising to the medical profession is generally 
effected through the professional press, medical congresses, through personal contacts by the 
producers' representatives, as well as by special leaflets, literature and drug samples sent 

directly to individual members of the medical profession. Information on the package or insert 
leaflets of a drug or a pharmaceutical speciality must be considered as falling under the cate- 
gories of advertising to the medical profession as well as the public. Furthermore, the actual 

subject matter of the advertising, as evidenced by the legislation in several countries, is not 

limited to the strictly pharmaceutical field, but also comprises advertisements for cures, 
accessories or objects allegedly possessing curative, diagnostic or preventive virtues. 

6. As requested in resolution ЕВ41.R24, a revised draft outline has been prepared of the 
ethical and scientific criteria that, from the medical point of view, should govern the 

advertising of drugs. The following outline takes into account the comments and views put 
forward by the Board at its forty -first session. 

1 
International Digest of Health Legislation, 1961, 12, 4 -54. 
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ETHICAL AND SCIENTIFIC CRITERIA FOR PHARMACEUTICAL ADVERTISING 

All advertising on a drug should be truthful and reliable. It must not contain 

incorrect statements, half -truths or unverifiable assertions about the contents, effects 

(therapeutic as well as toxic) or indications of the drug or pharmaceutical speciality 

concerned. 

Advertising to the medical and related professions 

In describing the properties of a drug and its use, stress should be laid on 

rendering facts and data, whereas general statements should be avoided. Statements 

should be supported by adequate and acceptable scientific evidence. Ambiguity must be 
avoided. Promotional material should not be exaggerated or misleading. 

A full description, based on current scientific knowledge, should include infor- 

mation on the producer and sponsor of the product advertised; full designation (using 

generic or non- proprietary names) of the nature and content of active ingredient(s) per 

dose; action and uses; dosage, form of administration, and mode of application; side 

effects and adverse reactions; precautions and contra -indications; treatment in case of 

poisoning; and references to the scientific or professional literature. 

A fair balance should be maintained in presenting information on effectiveness on the 
one hand and adverse reactions and contra -indications on the other. 

Advertising to the public 

Advertisements should not be permitted for prescription drugs, for the treatment of 

certain diseases and conditions which can be treated only by a doctor and of which certain 
countries have established lists, or in a form which brings about fear or distress, or 

which declares specific remedies to be infallible, or suggests that they are recommended 

by members of the medical profession. 



ATTACHMENT 

The revised survey of legislation as referred to in document А21 /Р &В/16 is reproduced • hereunder and will be published in the International Digest of Health Legislation, 1968, vol. 19. 
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General review of legislation 

In 1961, WHO published a survey of legislation on pharmaceutical advertising aimed at 

clarifying the principles which, in various countries, provide the basis for the legal measures 

for dealing with one of the problems with which public health administrators are confronted. 

This problem has, since that date, been the subject of numerous inquiries, both at the 

national and the international level. Examination of the reports of these inquiries shows 

that both advertising intended for the medical and allied professions, and advertising to 
the public, have been frequently criticized. 

There have been protests, throughout the world, against excessive self- medication and the 
excessive consumption of drugs and medicines. Some medicines, of which many can hardly be 
said to be harmless to health, are consumed in large quantities, in spite of all the efforts 
made in the field of the health education of the public to prevent such abuse. 

Since many years, public health administrations have endeavoured to improve the standard 
and quality of pharmaceutical advertising. On the international level in this respect, should 
be mentioned the Directive proposed by the Council of the European Economic Community for 
homogenizing the relevant legislative texts of its Member countries. 

A trend towards enacting specific regulations on pharmaceutical advertising may be observed 

in certain countries. Nevertheless, in many cases the legislative provisions governing pharma- 
ceutical advertising continue to be included in instruments of wider scope, particularly those 
governing manufacture of and trade in pharmaceutical products and sometimes also advertising on 
television, poisonous and dangerous substances, etc. It is of interest, in-this connexion, 

that the various countries dealt with in the previous comparative survey of legislation on 
pharmaceutical advertising, published in 1961, have subsequently either made fundamental changes 

in their legislation, or introduced special legislation in this field. An examination of the 
dates of the items of legislation discussed in this survey, and given in brackets after the 
name of each of the countries mentioned below, shows that the majority of countries have either 
amended previous legislation, or introduced new legislation, on pharmaceutical advertising in 

the last few years. This is the case for the following countries: Argentina (1964), Belgium 
(1964, 1965), Canada (1962, 1964), Colombia (1961, 1962, 1964), El Salvador (1959, 1963), 

Federal Republic of Germany (1961, 1965), France (1963), Japan (1960, 1964, 1967), Norway 
(1963, 1964), Peru (1960, 1962), South Africa (1965, 1967), Spain (1963, 1964), Sweden (1962, 

1963), United Arab Republic (1960), United States of America (1962) and Yugoslavia (1965). 

. Definition of pharmaceutical advertising 

Before any attempt is made to study the principles and standards to which pharmaceutical 

advertising must conform, as laid down in the legislation of the various countries dealt with 
in this survey, it is necessary to consider the various possible meanings of this term. 

These depend, in the first place, on the scope of what is considered to be pharmaceutical 

advertising, i.e. which products, devices or procedures, if any, in addition to pharmaceutical 

products, as such, this form of advertising is defined as covering, and in the second place, 

on the advertising techniques which are covered by the legislation. 

Scope of pharmaceutical advertising 

While certain countries, such as Argentina and Colombia, limit the scope of pharmaceutical 
advertising essentially to the advertising of pharmaceutical products, as such, others assign a 
much wider meaning to this term and define pharmaceutical advertising as including that of 
therapeutic devices, cosmetics, vitamins and dietetic products. In the Federal Republic of 

Germany, for example, pharmaceutical advertising includes the advertising, not only of medica- 
ments, but also of other products, procedures, treatments or articles, provided that they are 
used for the diagnosis, cure or alleviation of diseases, pain, lesions or disease symptoms in 
man or animals and subject to the reserve that the advertisement refers to this use, the term 
"other products" including, inter alia, foodstuffs, consumer goods and articles used for care 

of the body. In Belgium, the legislation on pharmaceutical advertising defines "pharmaceutical 
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preparation" as any drug, substance, preparation or mixture claimed to possess curative or 
preventive properties, whether intended for human or veterinary medicine. In Austria, 

cosmetics, dietetic preparations, tonics and disinfectants must be registered as pharmaceutical 

specialities, and therefore become subject to the provisions governing the advertising of such 

products, if they bear any indication concerning their curative action or therapeutic properties. 

In South Africa, the Drugs Control Act, 1965, which contains provisions governing, inter 

alia, the advertising of drugs, gives a definition of "drug" corresponding closely to that 

adopted by a WHO Expert Committee in 1957, namely "any substance or mixture of substances used 

or purporting to be suitable for use or manufactured or sold for use in: (a) the diagnosis, 

treatment, mitigation, modification or prevention of disease, abnormal physical or mental state 

or the symptoms thereof in man; or (b) restoring, correcting or modifying any somatic or 

psychic or organic function in man ". 

In Canada and the United States of America, the legislation on pharmaceutical advertising 

includes that of pharmaceutical products, certain foodstuffs, cosmetics and devices. The 

definition given, in Denmark, of the term "medicine" is also very wide in character, while in 

Norway, regulations were issued in 1962 governing the advertising of vitamins and minerals in 

foodstuffs. In New Zealand, the Medical Advertisements Act 1942 defines drug so as to include 

a wide range of products, such as cosmetics, dentifrices, chemical contraceptives, etc. 

A distinction is made in the legislation of Argentina, Colombia and Switzerland between 

pharmaceutical products, the sale of which is not subject to any restrictions, and those which 

may be sold only on prescription or in pharmacies. Thus, in Switzerland, pharmaceutical 

substances are divided into five classes, of which only the last two comprise substances which 

may be sold in druggists' shops and without restriction, respectively. Advertising must be 

approved by the Intercantonal Office for the Control of Medicaments, not only in the case of 

pharmaceutical specialities, but also in that of medical equipment for use in the diagnosis, 

prevention or treatment of diseases and disorders in man or animals, or the alleviation or 

temporary relief of infirmities. 

Advertising techniques 

While the scope of pharmaceutical advertising is generally defined in the legislation, 

it is not usual to find a definition of "advertising" itself. When such a definition is given, 

it is generally very broad in character. Thus, in South Africa, for example, an advertisement 

for a drug is defined to mean "any written, pictorial, visual or other descriptive matter or 

verbal statement or reference: (a) appearing in any newspaper or other publication; or (b) 

distributed to members of the public; or (c) brought to the notice of members of the public 

in any manner whatsoever, which is intended to promote the sale of that drug ". 

In the Federal Republic of Germany the prohibition of advertising by means of radio, 

television and films, although originally envisaged, is not, in fact, prescribed by the final 

text of the law on the advertising of medicaments. In Canada, radio and television advertising 

of pharmaceutical preparations is controlled by the Food and Drug Directorate of the Ministry 

of National Health and Welfare. In Denmark, all advertising of medicines by means of films, 

placards, posters, electric signs, etc., in the open air, public transport vehicles or public 

places, is prohibited. In France, advertising carried on abroad, in French, for medicaments 

sold in France, is subject to the same provisions as those applicable to advertising in France, 

if such advertising may be picked up in France; this provision is clearly intended to cover 

radio and television advertising. Advertising is also defined in very wide terms in 

Switzerland and El Salvador. Thus, in the latter country, advertising includes printed matter, 

radio and television transmissions, drawings, paintings, advertisements broadcast by means of 

fixed or mobile public address systems, and the distribution of free samples. 

As will be seen from the above, the definitions of advertising given in the legislation 

refer mainly to advertising to the public. It is clear, however, that the labels, package 

inserts and other printed matter accompanying the packages of pharmaceutical products available 

on the market must also be considered as advertising, and in this case both to the public and 

to the medical and allied professions. 
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Advertising to the medical and allied professions 

In general, the legislative provisions governing advertising to the public are markedly 

different from those applicable to advertising to the medical and allied professions. It 

should be noted, in this connexion, that it is quite rare to find, in the legislation, any 

precise or, detailed specification of the requirements applicable to medical advertising, the 

greater part of the legislation, as in the case of the countries dealt with in this survey, 

being concerned with advertising to the public. When the legislation does contain provisions 

applicable to medical advertising, these usually embody the principle that such advertising 

is not subject to any restrictions, provided that it is limited to publications or means of 

publicity available only to the members of the medical and allied professions. However, in 

the case of certain pharmaceutical products, e.g. those which are available only on prescrip- 

tion, in countries where such products may not be marketed unless they have been licensed or 

registered, the application for licensing or registration must usually be accompanied by the 

proposed labelling, package insert and other associated printed matter. Even if the 

legislation does not directly provide for the control of medical advertising, therefore, 

control may be exercised indirectly in this manner. 

Certain items of legislation also impose restrictions on the distribution of samples of 

pharmaceutical products to the members of the medical and allied professions; this, too, is 

one aspect of the control of pharmaceutical advertising. In addition, apart from the 

legislation as such, codes of advertising practice have been drawn up in a number of countries, 

either by the pharmaceutical industry, by medical associations, or by the editorial boards of 

medical journals. 

There is one general principle, embodied in certain items of legislation, to which both 

advertising to the medical and allied professions and advertising to the public should conform, 

namely that such advertising should not contain information which is false or misleading as 
to the properties or qualitative or quantitative composition of a pharmaceutical product. 

As far as the individual countries included in this survey are concerned, in Austria, if 

a medicament available only on prescription is advertised in periodicals other than medical or 

pharmaceutical journals, the registration of the medicament concerned is cancelled. In 

Colombia, the Office for the Control of Pharmaceutical Preparations and Biological Products is 

responsible for periodically reviewing the advertisements for such medicaments in order to 
determine whether they are in conformity with the conditions imposed by the corresponding 

licence; they may be advertised only to the medical and allied professions. In addition, the 

proposed copy for advertisements for products available without a prescription must be submitted, 

with the application for the licence, to the Office for approval. In Denmark, if the informa- 

tion given in leaflets, printed matter or other publicity material as to the therapeutic 
activity or the side -effects of a medicine, or the precautions to be taken when it is used, is 

incorrect or inadequate, the National Health Service may order the manufacturer or the 

advertiser to publish the necessary corrections or additional information. 

In Spain, as far as advertising to the medical and allied professions is concerned, the 

copy must be in conformity with the analytical and pharmacological reports on the speciality 

concerned, and possibly also with the package insert, as approved by the General Directorate 

of Health; it must state, inter alia, the pharmacological incompatibilities, the contra- 

indications and the side -effects. In France, medical advertising, other than purely technical 

information, is subject to the provisions governing the commercial advertising of medicaments. 

Thus, in France, advertising to physicians, pharmacists, dentists and midwives is not subject 

to authorization if it contains, as a minimum, the name of the medicament, the name and address 

of the manufacturer, the complete formula or the active ingredients, the sales price to the 

public and certain other related information, the main indications and the contraindications, 

if any, the instructions for use and the dosage. In Peru, medical advertising is completely 
free from all control. 

The Regulations of 1960 of the United Arab Republic constitute the only item of legislation 

dealt with in this survey concerned solely with advertising to the medical and allied 

professions. Under these Regulations, pharmaceutical products may be advertised only through 
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the intermediary of "Scientific Offices" or "Scientific Departments" set up for this purpose, 
and which must be licensed in order to carry on their activities. Pharmaceutical products 
which have not been registered may not be advertised. 

Interesting information on medical advertising is contained in the Instructions issued in 
Sweden by the Royal Medical Board in conjunction with the organizations of the pharmaceutical 
industry. The Instructions stress the need for medical advertising to become a valuable 
source of information to physicians, and require the greatest care to be taken in the provision 
of information as to side -effects and contraindications. Catalogues should contain, in 

addition to the usual information on dosage, etc., chemical and pharmacological information, 
information on side- effects, the risk of potentiation, and contraindications, and on the 
symptoms of acute intoxication and the treatment of over -dosage, as well as sufficient 
literature references for purposes of guidance. These Swedish Instructions are among the few 
which may be considered as laying down the requirements to be satisifed by medical advertising. 

The legislation of the United States of America is unique in that a distinction is made 
in it between "advertising" and "labelling ", this latter term having been given an extremely 
wide interpretation by virtue of a decision of the Supreme Court. As a result, "advertising" 
has the meaning only of advertisements in medical journals, while "labelling" includes all 
other forms of printed promotional matter mailed directly to physicians, as well as package 
inserts and reference publications. As far as prescription drugs are concerned, consequent 
upon the introduction, in 1962, of the Kefauver- Harris Amendments to the Federal Food, Drug, 

and Cosmetic Act, the Food and Drug Administration is now responsible for the control of both 
labelling and advertising. In the regulations issued by the Food and Drug Administration 
under the Act, it is laid down that the information provided by labelling must satisfy certain 
strict requirements and thus provide what is usually referred to as "full disclosure ", while 
advertising is required only to include a "brief summary" relating to side -effects, contra- 

indications and effectiveness. Because of the difficulties which have been experienced in 
interpreting the regulations governing advertising, new draft regulations were published in 
1967 by the Food and Drug Administration which would require all advertisements for prescrip- 
tion drugs to satisfy a total of 34 different requirements. 

The question of drug samples is becoming increasingly a subject of controversy in a number 
of countries, and the tendency now appears to be to introduce legislation prohibiting the 
distribution of such samples unless they have been specifically requested by the physician 
concerned. This is the case, for example, in the Federal Republic of Germany, where samples 
may be supplied, but only on request, to physicians, dentists, or veterinarians in amounts 
adequate for experimental purposes. In Austria, samples of pharmaceutical specialities, the 
sale of which has been authorized for a period of longer than three years, may not be sent, 

except on request, to physicians or veterinarians. In Norway, pharmaceutical laboratories 
may send only a single sample of any pharmaceutical product, of the smallest size package 
provided for in the case of registered pharmaceutical specialities, and samples may not be 
distributed more than two years after the date of registration. Samples of unregistered 
pharmaceutical specialities or certain medicines containing poisons may not be distributed 
without the special authorization of the Director of Health Services. 

In Canada, samples of prescription drugs and vitamin preparations labelled for therapeutic 
use only, may be sent only in response to a written request. In Spain, samples of pharma- 
ceutical specialities may be supplied only for purposes of clinical trials. In the 

Netherlands, manufacturers, wholesalers and importers may not supply samples of pharmaceutical 

specialities other than to physicians, dentists, midwives and veterinarians who have submitted 

a written and signed request to this effect. Similarly, in France, samples may be supplied 

only at the explicit request of physicians, dentists and midwives, and to an extent governed 
partly by the legislation on narcotics, and partly by the provisions concerning the prescribing 
and use of medicaments by dentists and midwives. 

One of the most important forms of advertising to the medical and allied professions is 

constituted by the activities of medical representatives, or detail men, as they are called in 

the United States of America and Canada (the term "visiteurs médicaux" is used in French - 

speaking countries). In spite of their importance, however, these activities are subject to 



-7- 

legal control, in the countries included in this survey, only in South Africa, where it is 

laid down that when a drug is advertised orally for the first time to any member of the medical, 

dental or pharmaceutical professions, written information, to include at least the information 

required for package inserts, must simultaneously be given to the person concerned; when a drug 
is advertised orally on subsequent occasions, such information must be available on request. 

In other countries, legislation in this field is lacking, or is under consideration only. 
Thus, in the United States of America, the Food and Drug Administration has no control over the 

oral promotional statements made by detail men, though it does have jurisdiction over any 

literature distributed by them to physicians. The Swedish Instructions on advertising to the 

medical profession, previously mentioned, merely state that "all oral information must be 

provided by personnel trained for this purpose ". In the legislation which is expected to come 

into force in the United Kingdom in the near future, provisions will probably be included to 
require that, before a drug is promoted to a physician, dentist or veterinarian by medical 
representatives, he must have been provided by the promoter with an objective summary of 
essential particulars about the drug, and the promotional matter will have to be consistent with 
these. 

In addition to the legislation governing medical advertising, an important part in the 

control of such advertising is played, in certain countries, by codes of practice adopted 
voluntarily by the pharmaceutical industry in these countries. Thus, in the United Kingdom, 

the Association of the British Pharmaceutical Industry has adopted a Code of Marketing Practice, 
a revised version of which has recently been issued. This embodies general principles, such 

as that information supplied to the medical profession must be accurate and balanced, and must 
not be misleading. In addition, the Code specifies that medical representatives must have 
been thoroughly trained and that they must not offer any inducement nor employ any subterfuge 
to gain an interview. Similarly, the Code of Fair Practices in the Promotion of Drug 
Products of the Pharmaceutical Manufacturers Association of the United States, in its revised 
version issued in 1967, states, inter alia, that complete and accurate information on drugs 
should be made available promptly to the medical profession, and that all communications to the 
members of this profession, which include information on the indications or dosages for a 

prescription drug, should also include a summary •(or full disclosure where required by law) of 
side -effects, precautions, warnings and contraindications, and effectiveness for the indications 
mentioned. 

A code of a different type is that adopted by the American Medical Association for deter- 
mining whether products and services are eligible to be advertised in the Association's 
journals, as well as the extent of the claims which may be made for them, if advertised in 
this way. This also contains principles which are general in character, e.g. that advertise- 
ments must not be deceptive or misleading, unfair comparisons with a competitor's products or 
services are not allowed, etc. 

Advertising to the public 

The majority of the items of legislation dealt with in this survey are concerned with the 
advertising of pharmaceutical products to the public. It has already been pointed out, in 

this connexion, that the same principle applies to this form of advertising as is applicable 
to medical advertising, namely that advertisements must not be misleading or fallaceous. 

An important provision found in the legislation of a large number of countries is that 
advertising to the public is subject to prior approval, and that package inserts, brochures, 
labels, and advertising by auditory and visual means, must be accompanied by the number of 
the licence granted; in the absence of this licence number, advertisements must be considered 
as illegal. In the case of pharmaceutical products already on the market, it is usual for 
the legislation governing such products to require that certain information as to the quali- 
tative and quantitative composition, the indications and contraindications, the side -effects, 
etc., must appear on all labels, and in all brochures and package inserts. Most of the 
legislation on advertising to the public prohibits the advertising of products for the 
treatment of certain diseases, and often also for disorders such as impotence and frigidity, 
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as well as the advertising of abortifacients, aphrodisiacs, etc. Another feature of the 

legislation on advertising to the public is the prohibition of certain forms of advertising 

or of the use of certain expressions, as specified by regulations. Finally, a number of 

items of legislation contain provisions governing advertising by radio, films and television. 

In South Africa, the Drugs Control Council is responsible for approving the registration 

of drugs. Applications for the registration of a drug must be accompanied by samples of all 

the advertising material and package inserts which it is proposed to use. The registration 

number of the drug must appear on all labels and advertisements. In Argentina, no product 

intended for use as a medicament and sold to the public in its original package may be marked 

without a licence, and every application for a licence must be accompanied, inter alia, by 

the package insert for the medicament concerned. All forms of advertising, e.g. advertise- 

ments in journals or periodicals, as well as audiovisual forms of advertising, are also 

subject to approval. In Australia, legislation on pharmaceutical advertising is largely 

within the competence of the individual states, and in Western Australia, for example, the 

Commissioner of Public Health is authorized to have an examination made of any advertised 

drug or appliance. A comparison is then made by the Commissioner of the results of this 

examination with the advertisements for the drug or appliance concerned, and a report made to 

the Minister of Public Health. 

In Denmark, advertisements for medicines may be published in the press only if the copy 

has been approved by the National Health Service; a committee set up by the Ministry of the 

Interior is responsible for submitting all proposals to the National Health Service in this 

connexion. In France, all commercial advertising of medicaments is subject to prior authori- 

zation; this is granted on the advice of the Pharmaceutical Advertising Board, and does not 

constitute any kind of confirmation of the therapeutic properties of the product. The Board 

is responsible for ensuring that advertising is not dangerous to public health, that it is 

honest, truthful, capable of being verified, and that advertising for pharmaceutical speciali- 

ties is in accordance with the files submitted with the applications for licences. In 

Norway, advertising is also subject to prior approval, as it is in Peru, where approval is 

the responsibility of the Pharmacy Directorate of the Ministry of Public Health and Social 

Welfare. In the report drawn up for each pharmaceutical speciality by the Pharmacy Directorate, 

it must be stated whether the advertising material has been accepted or not. The information 

given to both patients and physicians must be restricted to the properties or indications of 

the product concerned. Material failing to satisfy this requirement or not in conformity with 

good commercial practice, is rejected. The Advisory Committee of the Pharmacy Directorate is 

responsible for reviewing the contents of advertisements and the manner in which they are to 

be disseminated, and has the right to change advertisements as it deems fit. The number of 

the authorization granted by the Pharmacy Directorate must be mentioned in all advertisements. 

In El Salvador, no pharmaceutical speciality, whether imported or manufactured locally, 

may be advertised without the authorization of the Higher Council of Public Health. In 

Switzerland, the Intercantonal Office for the Control of Medicaments is responsible for the 

control of the advertising both of pharmaceutical specialities and of medical appliances and 

equipment. 

Many countries prohibit the advertising of medicines for the treatment of certain specified 

diseases, symptoms or disorders. In certain countries, such as the Federal Republic of 

Germany, Spain or Canada, a large number of diseases may be specified by the legislation in this 

connexion. While in South Africa, for example, it is forbidden to advertise treatments for 

cancer and the venereal diseases only, in the Federal Republic of Germany, the list of diseases 

which may not be mentioned in advertisements, other than those intended for the medical and 

allied professions, includes the diseases subject to compulsory notification pursuant to the 

Law of 18 July 1961 on communicable diseases, neoplastic diseases, metabolic diseases, blood 

diseases, the organic diseases of the various organs and systems, etc. 

In South Africa, in addition, no medicine may be advertised for the cure of sexual 

impotence or of any complaint or infirmity arising from sexual intercourse. Such advertise- 

ments are also prohibited in Western Australia, as are those for cures for a large number of 
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other diseases. In addition, for Australia as a whole, a code of practice was accepted 

voluntarily in 1962 by pharmaceutical manufacturers, advertisers and the press; this includes 
a large number of diseases to the treatment of which reference must not be made in advertise- 
ments. In Belgium, reference to tuberculosis, poliomyelitis, cancer, diabetes, and any other 
disease which may subsequently be designated, is specifically prohibited. In Canada, the 
Federal Food and Drugs Act lists 36 diseases, disorders or abnormal physical states for which 
no drug, etc., may be advertised as a treatment, preventive or cure; these include the diseases 
mentioned above, and also arteriosclerosis, appendicitis, disorders of menstrual flow and of 
the prostatic gland, obesity, meningitis, gallstones, kidney stones and bladder stones, high 
blood pressure, trachoma, etc. The longest list of diseases is undoubtedly that given, in 

Spain, by the Order of 7 January 1964. 

In France, cancer, venereal diseases and serious neuropsychiatric diseases must not be 
mentioned in advertisements. In Hong Kong and Ireland, the legislation on pharmaceutical 
advertising also contains, as its main feature, a list of diseases which must not be referred 
to in advertisements for medicines. In Ireland, however, as in other countries, this prohibi- 
tion does not apply to advertisements published by a local authority or by or with the consent 
of the Minister of Health. Lists of diseases are also included in the legislation of India 
and the United Kingdom. In the latter country, no mention may be made, in advertising to 
the public, of the treatment of cancer, venereal diseases, Bright's disease, cataract, diabetes, 
epilepsy or fits, glaucoma, locomotor ataxia, paralysis or tuberculosis. In the United States 
of America, lists of diseases whose treatment must not be mentioned in advertising are found 
in the legislation of certain states. 

It is laid down in several items of legislation that certain advertising techniques or 
procedures are prohibited; the most detailed provisions of this type are those of the 
Federal Republic of Germany, El Salvador and Switzerland. In Argentina, the use of certain 
expressions in advertising copy is prohibited in the legislation; these expressions include, 
inter alia, "the best ", "the quickest ", "the surest ", "the most effective ", and expressions 
which constitute an encouragement of self -medication, such as "try it and see ", "do as I do, 

take . . . ", etc. The use, in advertising by audiovisual means, of inflections of the voice 
or gestures liable to affect the meaning of a word or a phrase, is also prohibited. Similar 
provisions governing the use of the various advertising techniques are found in the legisla- 
tion of Belgium, Japan, New Zealand and Spain. 

It may be said that, in general, the various items of legislation dealt with in this 
survey prohibit some or all of the following advertising practices: arousing fear or anxiety 
among the members of the public, giving the impression that a result can be guaranteed and 
that there are no harmful side -effects, reproducing certificates or testimonials from persons 
recommending the medicine concerned, e.g. from physicians, professors, etc., and including 
illustrations of such persons, offering free information on methods of treatment or encouraging 
treatment at a distance, describing symptoms or lesions and reproducing illustrations of the 
latter, using photographs of patients, distributing samples to the public or offering repayment 
in case of failure, publishing letters of thanks, publishing excerpts from scientific papers 
on the therapeutic action of a medicament without giving an exact reference to the original 
publication, or interpreting or paraphrasing such papers, and offering free gifts or prizes of 

any type when medicaments are supplied. 

In certain countries, as in New Zealand, if an advertisement contains an oral or written 
testimonial, no payment may be made for it. In addition, the Medical Advertisements Board 
may order that the original testimonial must be submitted to it, and may prohibit its publica- 
tion. In El Salvador, it is laid down that no advertisement may contain any direct or 
indirect comparison of the quality of a given product with that of other products, for the 
purpose of attracting customers; advertising intended to discredit other products is also 
prohibited. In Switzerland, testimonials from members of the medical profession and the use 
of titles or qualifications are not necessarily prohibited in advertising, provided that the 
persons concerned are known to the health authorities and that the titles are recognized and 
genuine. 
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As already pointed out, audiovisual techniques are frequently included in the definition 

of advertising, so that advertising by means of films, radio or television is subject, in 

principle, to the legislation governing pharmaceutical advertising in general. However, in 

certain countries, because of the importance of these advertising techniques at the present 

time, their control is now the subject of separate legislation or standards. Thus, in 

Australia, where advertising on radio and television is permitted by the Broadcasting and 

Television Act 1942 -1965, the Australian Broadcasting Control Board has nevertheless issued 

Standards which must be satisfied by all advertisements, including those for pharmaceutical 

preparations and products. These Standards prescribe that advertising matter should be 

presented with courtesy and good taste, that words and phrases implying urgency should be 

avoided, that no claims intended to disparage competitors or competing products should be 

included, and that great care should be exercised in respect of advertisements broadcast 

at times when the audience is likely to include large numbers of children or adolescents. 

Licensees of radio or television stations may refuse advertisements which they consider would 

be objectionable to a section of the community. 

The above -mentioned Act also provides that an advertisement for a medicine may not be 

broadcast or televised unless the text has been approved by the Director -General of Health. 

The Commonwealth Department of Health has laid down certain principles in this connexion. 

Within a broad interpretation of the principles of truth and ethics, a reasonable degree 

of latitude is given to the advertiser. A little exaggeration is permitted, if it is based 

on a definite truth and on incontrovertible facts, but scripts are not accepted if they 

contain claims for protection against disease, or disease prevention, not based on any, or 

on negligible, supporting evidence. 

In Canada, the Food and Drug Directorate controls advertising by radio or television. 

In Colombia, while such forms of advertising were prohibited by earlier legislation, this is 

no longer the case under the Decree of 25 June 1964. In Japan, it is forbidden to suggest, 

on television or radio, that certain drugs are effective or possess certain qualities; 

special care must be taken with programmes intended for children. In the United Kingdom, 

the Independent Television Authority must consult an advisory medical committee on 

advertisements for medicines and treatments, toilet products with therapeutic or prophylactic 

attributes, and veterinary medicines and, treatments. A code of practice for television 

advertising was issued in 1964, which contains interesting information on the standards 

applicable to this type of advertising. 

I 
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LEGISLATION OF VARIOUS COUNTRIES 

Argentina 

The Decree -Law of 12 August 1963 and the Law of 23 July 1964 on the control of the 

manufacture and marketing of pharmaceutical products contain important provisions concerning 

advertising. The Decree -Law of 1963 distinguishes between those medicaments which are 
freely available and those available only on prescription. Sales licences, valid for a 
period of five years, are granted by the Ministry of Social Welfare and Public Health. No 

product intended to be used as a medicament and sold to the public in its original package 
may be marketed without a licence. Every application for a licence must be accompanied, 
inter alia, by the package insert for the medicament concerned; this may not . contain any 
incorrect or fallacious information as to the composition or properties of the medicament, 

and must not encourage self -medication. The same principle applies to advertising to the 

members of the medical profession, since the same requirement applies to medicaments sold 
only on medical prescription. The labelling of pharmaceutical products must, in addition, 
contain certain information and, in particular, such warnings as may be necessary to prevent 
misuse. 

As far as products which are freely available are concerned, the Law of 1964 provides 
that advertising must be restricted to the pharmacological effects, and must not harm the 
interests of public health or professional ethics. The Law also lays down that medicaments 
may be sold without restriction only if they are intended to relieve disorders which do not 

require, in practice, the calling in of a physician, and the use of which, in the recommended 
form, conditions and doses, does not result, by reason of the wide safety margin, in any 
danger to the consumer. Both the Decree -Law of 1963 and the Law of 1964 contain a provision 
found in the legislation of the majority of countries, namely the prohibition of all forms of 

advertising of products which may be sold only on medical prescription. 

The Regulations of 1958 on pharmaceutical advertising required the submission, for 
purposes of approval, of all forms of advertising, namely advertisements in journals or 
periodicals, pamphlets, leaflets and posters, as well as visual and acoustic forms of 

advertising. These Regulations also contain certain standards of acceptability for 

advertising; for example, certain terms or expressions may not be approved. Thus, it may 
not be claimed that a speciality is better than other products or that its therapeutic 
activity is unique in character. Expressions such as "the best ", "unique ", "the quickest ", 
"the surest ", "incomparable" and "the most effective" are not acceptable. Incitement to 
self -medication by the use of such expressions as "try it and see ", "do as I do, take . . ", 

etc., are not permitted. The same prohibition applies to the use of ambigious expressions, 
phrases or legends, and to descriptions which are in bad taste, and the use of engravings or 
drawings which, even without text, are frivolous or indiscreet. Any typographical device 
which may affect the meaning of a word or a phrase or, in the case of advertising by visual 
or acoustic means, inflections of the voice or gestures having the same effect, cannot be 

accepted. The Medical and Pharmaceutical Council reserves the right, to take such other 
measures as it considers justified for achieving the purpose of the legislation. 
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Australia 

Pharmaceutical advertising in Australia is controlled by legislation both at the 

Commonwealth and at the State level and, in addition, by certain codes of advertising 
practice adopted by governmental and non - governmental bodies. It is obviously impracticable 
to deal with the pertinent legislation of all the States and it is hence proposed, after 
describing Commonwealth legisL.ation and standards, to summarize the legislation in Western 
Australia on the subject. 

Under Section 100 of the (Commonwealth) Broadcasting and Television Act 1942 -1965, 

commercial advertising is permitted on radio and television. The Australian Broadcasting 
Control Board has issued "General Advertising Standards" which must be satisfied by all 
advertisements, including advertisements for 'pharmaceutical preparations and products. 
These Standards prescribe, inter alia, that advertising matter should be presented with 
courtesy and good taste, that words and phrases implying urgency should be avoided, that no 

claims intended to disparage competitors or competing products should be included, that great 

care should be exercised in respect of advertisements broadcast at times when the audience 
is likely to include large numbers of children and adolescents, etc. It is also laid down 

that all advertising matter must comply with the pertinent laws of the Commonwealth and the 

States. Licensees of commercial broadcasting or television stations are entitled to refuse 

advertisements which they consider would be objectionable to a substantial and responsible 
section of the community. 

Of more direct relevance to pharmaceutical 
this Section (sub- section 6) which specify that 

advertisement relating to a medicine unless the 

Director -General of Health or, on appeal to the 

advertising, however, are the provisions of 

a licensee may not broadcast or televise an 
proposed text has been approved by the 
Minister,á by the latter. The Director- 

General of Health may delegate to a medical officer of a State his power under this Section 
to approve the text of an advertisement. 

Although the Act does nbt prescribe any standards upon which the Director -General is to 

give or withhold approval of pharmaceutical advertisements, a system of censorship does in 
fact exist and the Commonwealth Department of Health has issued "Notes on Censorship of 
Matters of a Medical Nature "'intended to serve as a'guide to interested persons, without 
limiting the absolute discretion vested by the Act in the Director- General. Certain 

modifications have recently been made to these Notes and these largely account for the 

increase in the proportion of television advertising scripts rejected in 1966 -1967 as 

compared with 1965-1966. The actual censorship is carried out by the Public Health Branch 

of the Commonwealth-Department of Health, the following being a summary of the over -all policy 

of the Department in this area: 

"(a) Within a broad interpretation of the principles óf truth and ethics, a reasonable 

degree of latitude is given to the advertiser, the objective being to provide a balance 

between his economic motives•on the one hand, and the contents of, and therapeutic 

claims made for, his product on the other hand. 

(b) Claims for disease prevention or for 'protection' against an illness or illnesses 

will, in future, require to be substantiated by unequivocal scientific proof. It is 

not consistent with current acceptable standards of ethics in patent medicine 

advertising for an advertiser to confuse exaggeration with a misleading and untrue 

statement. 

a 
The Act does not define which Minister is referred to here. 
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(c) A little exaggeration has, over the years been permitted in all instances where 

it has been based on a definite truth and on incontrovertible facts. No scripts will 

be accepted for broadcast or television commercials in which claims for protection or 

prevention are merely selling propositions based on no, or on negligible, supporting 

evidence. 

(d) It is not desired to interfere unduly with the buying and selling of proprietary 

medicines in so far as any member' of the public has a perfect right to purchase a 

product for self -medication if one is available. One merely wishes to ensure that he 

will have a fair chance of receiving the benefit which he expects to accrue from the 

recommended dosage." 

While the above -mentioned Notes on Censorship apply only to radio and television 

advertising, an important code applicable to all forms of advertising of proprietary 

(i.e. non -prescription) medicines, including press advertising, was accepted voluntarily in 

1962 by manufacturers, advertisers and the Press. This code, which in principle is to be 

revised every five years and is administered by a Censor appointed by the industries 

concerned, was drawn up by an expert committee appointed by the National Health and Medical 

Research Council pursuant to a decision taken at the 49th Session (May 1960) of the Council. 

Although the "Rules Relating to the Advertising of Proprietary Medicines ", as the code is 

entitled, are too lengthy to be given in full, some of its main provisions should be 
mentioned. In particular, no advertisement may contain any reference to the following: 
anaemia (all forms); arthritis (all forms); barber's rash; cancer; cardiovascular 
disease, including low.or high blood pressure; diseases of the central nervous system; 

consumption and allied conditions; convulsions of any origin; croup; development of the 
bust; enlarged glands; epilepsy; erysipelas; gallstones; granular ailments of any kind; 
goitre; hormones; impotence or• virility; .•kidney diseases; menopausal conditions and 
menstrual irregularities (claims for relief of pain are permissible); phlebitis; psoriasis; 

purpura; pyorrhoea; raising the height; ringworm; scabies; sexual weakness; thrombosis; 

tuberculosis; ulcers in the mouth; varicose ulcers; venereal disease; whooping cough; 

and any other diseases or conditions which may be determined by the agreement of all parties. 

Only claims 'to relieve the sufferer, or to alleviate the condition, are permissible in 

the case of the following: asthma attacks; baldness; bladder conditions (advertising 
prohibited in certain States); bronchitis; catarrh; colds and coughs; deafness; duodenal 

ulcer; eczema; fungus infections, except ringworm; gastric ulcer; 'haemorrhoids; 

headaches; indigestion; impetigo; influenza; overweight; rheumatism; rupture; sinus 

infection; varicose veins; vitamin deficiency; and any other diseases or conditions which 
may be determined by the agreement of all parties. 

Other provisions prohibit the use of certain words in headings or display lines, of 

dertain types of illustration, of false and misleading statements, and of superlatives. No 

advertisement may quote published statements out of context or make disparaging references 

to other preparations. Where a scientific claim, such as "laboratory tested" or "science 
has proved ", is made and the Censor, has any doubts as, to its validity, he is required to ' . 

consult an appropriate scientific authority. 

It is also stated in the Code that the labelling (and packaging) of proprietary 
medicines must comply with State requirements and that before an advertising script is 
submitted to the Censor, care should be taken to ensure that State legislation controlling 
advertising is not contravened. 

In the case of Western Australia, the pertinent legislative provisions appear 
principally in Division 3 (Sale of Food and Drugs) of Part VIII of the Health Act, 1911 -1965, 

and in the Food and Drugs Regulations made thereunder. The definition of drug given in 

Section 3 of the Act is as follows: 
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"any, substance, organic or inorganic, used as medicine, or in the composition or 
preparation of medicines, whether for external or internal use, and includes tobacco, soap 

and perfumes, cosmetics, absorbent cotton wool and surgical dressings and also includes 

therapeutic substances ". Several Sections in Division 3 of the Act relate directly or 

indirectly to advertising. Thus, under Section 225, the Commissioner of Public Health is 

authorized, inter alia, to have an examination made of any advertised drug or appliance 

(defined to include any instrument or contrivance which is advertised, exhibited or offered 
for sale as of use for curative purposes) with a view to ascertaining its composition and 
properties; a comparison is made by the"Commissioner of the t'esults of the examination 

with advertisements relating to the drug or appliance, and a report made to the Minister 

of Public Health. With the approval of the latter, this report may then be published in 
the Government Gazette and in any newspaper or other publication. 

Under Section 227, it is an offence to publish any statement intended to promote 

the sale of any medicine, appliance, etc., which is false in any material particular. 
"Publish" is interpreted in the widest sense, i.e., to include public notices, documents 

sent through the post or delivered by other means, and státements communicated verbally 

or by transmission of sound, etc. Section 237 prohibits the advertising, etc. of any food, 

disinfectant, or drug to which a "false trade description is applied, or bearing a 

description which, or the advertised description of which, is misleading, or if relied on 

might cause injury or danger to health ". 

Section 313 of Part XI (Venereal Diseases and Disorders Affecting the Generative 
Organs) prohibits the publication (again interpreted in a very broad sense) of statements 

intended to promote the sale of any article as a medicine, instrument or appliance for the 

alleviation or cure of any venereal disease or disease affecting the generative organs of 

functions, or of sexual impotence, or of any complaint or infirmity arising from or relating 

to sexual intercourse, or of female or menstrual irregularities. Books, documents and 

papers published in good faith for the advancement of medicine are exempt from the provisions 

of this Section. 

The Food and Drug Regulations made pursuant to the above -mentioned Act include general 

provisions respecting the labelling of food and drugs in Part A (General Regulations) as well 
as special provisions as to the labelling and advertising of drugs in Part R (Drugs). Part A 

lays down, inter á1ía, that a label may not contain any statement, claim, design, device, 

fancy name or abbreviation which is false or misleading in any particular concerning the 

contents of the package or container, or concerning the quality, physiological or therapeutic 

action, or place of origin of the contents: Should a trade name be given on a label, such 

trade name must not: (i) represent any single constituent of a mixture or compound; 

(ii) misrepresent "the composition or any property or quality of a mixture or compound "; 

(iii) give a false indication of the origin, character, or place of manufacture of the 

contents. 
г s 

.. 

The provisions as to pharmaceutical advertising in Part R apply only to advertisements 

direcied tithe public, and do not apply to advertising in medical journals or in bona fide 

trade journals or in price lists made available by. manufacturers to members of the retail 

pharmaceutical trade only. 

It is prescribed that no label, trade description or other advertisement of a drug, a 

medicine, a purported medicine, or any other preparation, whether or not containing a drug, 

may contain a fictitious testimonial or the name of a fictitious person. Labels, trade ' 

descriptions or other advertisements may likewise not contain any name, description or 

statement which suggests that the drug, medicine, preparation or substance: 
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(a) is an abortifacient; or 

(b) will remedy, cure or alleviate Bright's disease, cancer, consumption, cerebrospinal 
meningitis, diabetes, dropsy, drunkenness, epilepsy, fits, infantile paralysis, plague, 
locomotor ataixa, lupus, paralysis, rupture, scrofula, or venereal disease; or 

(c) is a universal panacea, infallible cure for baldness, cure for drunkenness, or the 
liquor habit; or 

. 

(d) will develop the bust, raise the height, or eradicate wrinkles; or 

(e) is recommended or suggested for any disease arising from sexual intercourse, sexual 
weakness, or impotence. 

It is also specified that no label, trade description or other advertisement of a 

proprietary drug or medicinal preparation or of a patent medicine may be prepared in such a 

way that, or contain any name, description or statement whereby, the proprietary character 
of the drug, preparation or medicine is concealed or a purchaser or user is led to believe or 
understand that it is a simple chemical or vegetable drug ordinarily available in small 
quantities instead of its being a proprietary substance or mixture of substances. 

Special provisions respecting the labelling of disinfectants, germicides, antiseptics, 
deodorants, etc. are laid down in Part S. 
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Austria 

The Order of 27 March 1947 requires registration of all pharmaceutical specialities. 
Cosmetics, dietetic preparations, tonics and disinfectants need not be registered; if, 

however, these products carry any mention of their curative action or therapeutic properties, 
registration becomes compulsory. Homoeopathic preparations, on the other hand, are not 

subject to registration, but their sale is restricted to pharmacies. Vaccines and sera are 
subject to special regulations. In Austria, as in other countries, pharmaceutical 
specialities are deemed to include preparations for veterinary use as well as medical 
specialities possessing therapeutic, diagnostic or preventive properties. 

Registration of these different pharmaceutical preparations is subject to very strict 
rules. Amongst these are provisions governing advertising. Advertising copy, the 

literature contained in the packages of preparations, and advertisements appearing in "non- 
technical" periodicals, are scrutinized by the Federal Ministry of Social Affairs. 

Preparations intended for veterinary use are scrutinized jointly by the Federal Ministry of 
Social Affairs and the Federal Ministry of Agriculture and Forestry. Simple mixtures, 

solutions, and galenical preparations that can be made up on medical prescription in pharmacies 

are not accepted for registration, and may not therefore be advertised, unless clinical 

experiments or scientific research demonstrate their special therapeutic value. Except where 

there is technical or therapeutic improvement, manifest imitations of existing specialities are 
not accepted for registration. If erroneous information has been given as to the composition 

of a speciality and the quantities of its ingredients, or false information as to its 
properties, or if advertisements claim invariable therapeutic results, or unjustifiably give a 

speciality credit for curative properties in treating a number of diseases, or if any instruc- 

tions are given for self -treatment, the advertising copy is disallowed and registration barred. 
Appeals against refusal of registration are provided for. Any alterations in advertising 

copy must be approved by the Federal Ministry of Social Affairs. 

After registration, pharmaceutical specialities continue to be subject to supervision, 

and removal from the register can be ordered if the advertising copy has been modified after 
the date of registration. For medicaments supplied only on medical prescription, advertising 

in non -medical or non -pharmaceutical periodicals is prohibited; here too, removal from the 

register is provided for. The same applies to pharmaceutical preparations for which a medical 
prescription is not required if they are advertised in an unauthorized manner. 

Specialities made up by individual pharmacists /H- ausspеzialitUten/ may not be advertised 
to the general public and are not subject to registration. 

The Federal Ministry of Social Affairs is aware that various infringements of the 

provisions of the Order of 27 March 1947 have been committed, in particular in connexion with 
the distribution of pharmaceutical specialities, for example, at congresses, where they have 

been given to visitors who were not members of the medical profession, and with the distribu- 

tion of unregistered specialities. It is laid down that samples of pharmaceutical 

specialities, the sale of which has been authorized for a period of longer than three years, 
may not be sent, except on request, to physicians or veterinarians. It appears that these 

provisions have also been infringed. 



- 17 - 

Belgium 

The Law of 25 March 1964 concerning pharmaceutical preparations and one of the Decrees for 
its implementation, that of 8 August 1964, as amended on 8 April 1965, are concerned with 
pharmaceutical advertising. The term "pharmaceutical preparation" is defined in the Law as 
being any drug, substance, preparation or mixture claimed to possess curative or preventive 
properties, whether intended for use in man or animals. The provisions of the Law may also 
be made applicable to any object or substance claimed to possess the same properties. The 
view is now held, however, that all unwarranted advertising of every -day articles as 

possessing curative or preventive properties should be prohibited. As a regult, the term 
"pharmaceutical preparation" should be, it is thought, redefined in broader terms as being 
"anything for which it is climed, in any way whatsoever, that it possesses curative or preven- 
tive properties, or that it is medical in character or is used in medicine for curative or 
therapeutic purposes ". The view has also been put forward that all advertising of pharmaceuti- 
cal products, as just defined, should be prohibited, since such products must not be considered 
as commercial articles. 

The Crown Order of 8 August, 1964 lays down that all advertising to the public of medica- 
ments for the treatment of tuberculosis, poliomyelitis, cancer and diabetes, is prohibited. 
The same provision applies to such other serious diseases as may be specified subsequently by 
law. In advertising to the public it is forbidden to publish testimonials of cures, extracts 
from scientific papers concerning the therapeutic effects of a medicament, without giving the 
exact and complete reference to the original publication, or to interpret or paraphrase such 
papers, to describe the symptoms of the disease for which the medicament is recommended, to 
publish pictures or drawings showing the condition of the patient before and after treatment, to 
use the name or photograph of a,person.other than the inventor of the medicament, or to 
guarantee success. 

In general, it is forbidden to offer or to give, whether directly or indirectly, free 
gifts or prizes of any kind whatsoever when medicaments are supplied; this prohibition does 
not apply in the case of advertising to the medical profession. It is also forbidden to make 
unjustified claims or use false qulifi�ations or titles, to claim that a medical examination. 
is superfluous or not essential, especially by recommending treatment at a distance, and to 
publish advertisements in children's periodicals. 

Package inserts and every statement appearing on the packages must be honest, truthful and 
capable of being checked. The package inserts must, in all cases, contain the following 
information: the trade name and the non -proprietary names, if any, the name and address of the 
manufacturer or the importer, the formula, the various pharmaceutical forms, the dose, the 
method of use, the expiry date, the special precautions to be taken in storage, and the 
antidotes. Mention must also be made of the indications, the contraindications, if any,, and 
the side -effects noted when the decision was taken to register the medicament. 

The Law of 25 March 1964 lays down that the Crown may approve any form of organization 
initiated by the Associations of Physicians, Veterinarians and Pharmacists, the professional 
organizations concerned or any scientific body, intended for the systematic provision of medical 
and pharmaceutical information relating to pharmaceutical products. The procedures and methods 
for ensuring that such information is provided may also be determined by the Crown, as may the 
regulations governing technical information intended for persons practising any branch of the 
healing arts or engaged in research on pharmaceutical products. 
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Canada 

The legislative and administrative framework governing pharmaceutical advertising in 

Canada has not undergone significant changes in recent years, although there have been 
substantial changes in certain procedural matters, as will be seen below. The Department of 

National Health and Welfare, through its Food and Drug Directorate, regulates the labelling 

and advertising of pharmaceutical preparations, authority for this function being derived from 
the Food and Drugs Act, 1953, the Food and Drug Regulations, and the Proprietary or Patent 

Medicine Act. Radio and television advertising in respect of pharmaceutical preparations is 

likewise controlled by the Food and Drug Directorate, in pursuance of certain provisions of the 
Radio Station Broadcasting Regulations, the Radio (TV) Broadcasting Regulations and the 
Broadcasting Act, 1958. 

There has, however, been substantial public concern relating to various' aspects of the 
pharmaceutical industry, as manifested by the large number of investigatory committees which 
have considered different aspects of the industry (including, in several cases, the advertising 

of drugs). A list of the more important inquiries is given in the 1964 -1965 Report of the 

Royal Commission on Health Services. The changes which have been made in the Food and Drugs 

Act, 1953, are, as pointed out by Potter, attributable to the submissions made to, and the 

reports of, certain of these inquiries. The background to these inquiries is described in 

detail by Pugsley in the course of a historical survey of federal food and drug legislation. 

The main provisions of the 1953 Act remain in force and in fact there have been only two 

amending Acts (dated 22 June 1961 and 20 December 1962). In addition, there have been various 

amendments to the Schedules appended to the Act. The significance of the Act in regard to the 

control of pharmaceutical advertising lies in the following provisions. The definition of 
advertisement (Section 2) is as follows: "any representation by any means whatever for the 
purpose of promoting directly or indirectly the sale or disposal of any food, drug, cosmetic or 
device ". Section 3 prescribed that: 

' (1) No person shall advertise any food, drug, cosmetic or device to the general 

public as a treatment, preventative or cure for any of the diseases, disorders or abnormal 
physical states mentioned in Schedule A. 

(2) No person shall sell any food, drug, cosmetic or device 

(a) that is represented by label, or 

(b) that he advertises to the general public 

as a treatment, preventative or cure for any of the diseases, disorders or abnormal physical 

states mentioned in Schedule A." 

The disorders, diseases, etc., mentioned in Schedule A are: 

Alcoholism Dropsy 

Appendicitis Epilepsy 

Arteriosclerosis Erysipelas 

Blood poisoning Gallstones, kidney stones, bladder stones 

Bright's disease Gangrene 

Cancer Goitre 

Diabetes Heart disease 

Diphtheria High blood pressure 

Disorders of menstrual flow, Infantile paralysis 

Disorders of the prostatic gland 
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Influenza Smallpox 

Lockjaw Spinal meningitis 

Locomotor ataxia Trachoma 

Obesity Tuberculosis 

Pleurisy Tumours 

Pneumonia Typhoid fever 

Ruptures Ulcers of the gastro -intestinal tract 

Scarlet fever Venereal diseases 

Sexual impotence 

Section 9 deals with advertising that is false, misleading or deceptive, and states: 

"9. (1) No person shall label, package, treat, process, sell or advertise any drug in 
a manner that is false, misleading or deceptive or is likely to create an erroneous impression 
regarding its character, value, quantity, composition, merit or safety." 

"(2) A drug that is not labelled or packaged as required by the regulations, or is 

labelled or packaged contrary to the regulations, shall be deemed to be labelled or packaged 
contrary to sub -section (1)." 

Section 10 prohibits the advertising of a substance for which a standard has been 
prescribed, if the standard is not complied with. Section 14, as amended in 1962, prohibits 
the distribution of drug samples except, under prescribed conditions, to physicians, dentists, 

veterinary surgeons or pharmacists. In effect, samples of certain drugs, including 
prescription drugs and vitamin preparations labelled for therapeutic use only, may be sent 

only in response to a written request. It appears that the medical profession was divided as 

to the utility of this provision; while certain physicians (particularly specialists) 

considered the distribution of samples to be wasteful, others, notably general practitioners, 
claimed that the system is useful as an "educative technique ". 

Section 21 of the Act empowers the inspectors of the Food and Drug Directorate to seize 
any labelling or advertising material which contravenes the legal provisions. Section 24 
gives the Governor in Council authority to make regulations. Under the terms of a 1962 

amendment, the Governor in Council was empowered to make regulations respecting the prepara- 
tion, labelling, etc. of new drugs and to define the expression "new drug" for the purposes 
of the Act. An amendment introduced in the previous year (1961) introduced a new Part III, 

relating to "controlled drugs" (listed in a new Schedule G). 

Although the Act has undergone few changes since its enactment in 1953, the Food and Drug 
Regulations have been amended on numerous occasions. In particular there have been a large 
number of changes in Part C (Drugs), and some of these have dealt with the advertising and 
labelling of certain drugs or groups of drugs. In several instances, the new Regulations 
prohibit the dissemination of promotional literature to practitioners unless it contains 

appropriate cautionary statements and /or a list of contraindications. 

Of more general importance, however, are the new Regulations introduced as a consequence 
of the amendments to the Act referred to above. Division 8 of Part C, which was introduced on 
10 October 1963, redefines the expression "new drug" and provides that no person may sell or 

advertise a new drug unless certain conditions are satisfied. The manufacturer must file, 
with the Minister of National Health and Welfare, a "new drug submission", the form and content 

of which must be satisfactory to the Minister, and must submit to the Director! of the Food and 

! Since the promulgation of these Regulations, the designation "Director-General" has been 

introduced. 
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Drug Directorate specimens of all labels, package inserts, product brochures, etc. to be used 
in connexion with the new drug. The new drug submission must include, inter alfa, a draft of 
every label to be used for the drug and a statement of all the representations to be made for 
its promotion, in respect of: (i) the recommended route of administration; (ii) the proposed 
dosage; (iii) the claims to be made for the drug; and (iv) its contraindications and side - 
effects. Provided the various requirements are satisfied, a notice of compliance is issued 
by the Minister in respect of the new drug. On receipt of this notice, the manufacturer is 

required to establish and maintain comprehensive records regarding the laboratory and clinical 
testing of the drug, etc. 

Although the complete process is too complex to be described in full, it is evident from 
the aforesaid that control of the advertising and labelling of new drugs is one of the safe- 
guards introduced. It is interesting to note that the provisions respecting new drugs were 
promulgated on the basis of a report made by a special expert committee of the Royal College 
of Physicians and Surgeons of Canada, set up following the Thalidomide tragedy. 

Reference may conveniently be made at this point to the Regulations introduced on 

18 March 1963, referred to by Curran as the "good housekeeping regulations ". These provide 
that no manufacturer may sell a drug in dosage form unless it has been prepared, packaged, 

stored, labelled, etc. under suitable conditions. Qualified personnel must be used as super- 

visors in, inter alia, the packaging and labelling of the drug. Limits of variability are 
laid down in respect of quantitative information given on labels. 

Part D of the Regulations deals with vitamins and one of its divisions, Division 2, 

imposes certain conditions as to the labelling and advertising of foods and drugs containing 
vitamins. A Section introduced in 1962 provides that labels and advertisements intended for 
the general public may not: (a) give assurances regarding the results to be obtained or 
guarantee satisfaction from treatment by vitamin medication or from the addition of vitamins 
to the diet; or (b) refer to, reproduce, or quote any testimonial or portion thereof 
concerning the action of any vitamin in a food or drug represented as containing the vitamin. 
The information to be given on the inner and outer labels of vitamin -containing drugs is 

specified in detail in a series of Sections. No claims may be made respecting the action of 

certain vitamins, either on labels or in advertisements to the general public. In the case 

of other vitamins, claims made to the public must be within the limitations prescribed for 

each particular vitamin. 

In discussing the amendments made to the Food and Drugs Act, 1953, reference was made to 
the introduction of a Part III relating to "controlled drugs ". The latter, as listed in 

Schedule G of the Act, comprise: amphetamine and its salts; barbituric acid and its salts and 
derivatives; benzphetamine and its salts; and methamphetamine and its salts. Pursuant to 
the introduction of Part III into the Act, the Food and Drug Regulations were amended by the 
introduction of a Part G relating to controlled drugs. Important amendments were made to this 

Part by Regulations dated 28 February 1964. As far as advertising is concerned, it is laid 

down that no person may: (a) advertise a controlled drug to the general public; or (b) issue 

or publish any other advertisement respecting a controlled drug unless the advertisement 
carries the symbol O in a clear and conspicuous colour and size in the upper left quarter of 
the first page of the advertisement. The information to be carried on the inner and outer 
labels of prescribed drugs is likewise prescribed. 

No account of the legislation on pharmaceutical advertising in Canada can however be 

complete without reference to some of the current controversies, the outcome of which may well 
lead to new legislation in the coming years. There is, for example, considerable divergence 
between the views of the pharmaceutical manufacturers and that of the medical profession 

regarding the utility of the vast amount of promotional drug literature and other forms of 

advertising (including visits by "detail men ") directed to medical practitioners. Advertising 

and promotional costs appear to account for about 30% of total costs in the pharmaceutical 

industry. The Royal Commission recommended that "in the application of the provisions of the 
Corporation Income Tax Act to manufacturers, importers, and distributors of drugs, consideration 
should be given to establishing,a maximum of 15% of total sales as the allowable deductible 

expense for advertising, sales promotion, 'detail men', and other similar items ". 
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It would appear, too, that the Canadian medical profession is not entirely satisfied with 
the current system of communicating information on drugs (i.e., through promotional literature, 
etc.). In its submission to the Royal Commission, the Canadian Medical Association recommended 
that: "The responsibilities of the Food and Drug Directorate should be extended to provide . . . 

authoritative information on new drugs ". The Royal Commission accepted this recommendation and 
called for the establishment of an Information Service, to issue periodic bulleting providing 
the latest information on drugs and drug therapy. 

The volume and orientation of advertising directed to medical practitioners in Canada has 
resulted in a distinct preference for the use of brand names as opposed to generic 
(non -proprietary) names in prescriptions. In an endeavour to modify this situation, the 
Province of Alberta introduced legislation on 5 April 1962 which permits pharmacists to substi- 
tute a generic product for the branded product named in a prescription, unless substitution is 

specifically forbidden by the physician. The adoption of similar legislation by other 
provinces has been recommended by the Royal Commission. It may also be mentioned that, in a. 
guide to advertising in its publications, the Canadian Medical Association states that the text 
of an advertisement must include "the official name of a product where one has been assigned, 
the non -proprietary or approved name or, otherwise, a well -accepted chemical name ". 
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Colombia 

The provisions governing pharmaceutical advertising in Colombia have been amended on a 
number of occasions in recent years, those of the Decree of 5 April 1950 mentioned in the 

previous survey having first been amended by the Resolution of 28 January 1961 and then 
repealed almost in their entirety by the Decree of 4 August 1962. This last item of legis- 
lation was in its turn repealed by the Decree of 25 June 1964. Important provisions of the 
Resolution of 1961, and in particular those concerned with the advertising of medicaments 
for the treatment of venereal diseases, blood purifiers, and aphrodisiacs, as well as the 
prohibition of all forms of advertising by means of public announcements, loudspeakers and 
posters, by radio or television, etc., are not mentioned in the Decree of 25 June 1964. 

At_the present time, publicity material and literature for pharmaceutical preparations 
/drogas/ must be submitted for prior approval to the Office for the Control of Pharmaceutical 
Preparations and Biological Products. In the case of pharmaceutical products for which a 
prescription is not required, the labels must state the indications, dose and method of use, 

in accordance with the decision of the above -mentioned Office. For both pharmaceutical 

preparations and pharmaceutical products, certain other information must also be provided, 
such as the quantitative and qualitative composition, the licence number, etc. Publicity 

material for products for which a prescription from a physician or dentist is not required 
must be submitted for approval to the Office at the same time as the application for a licence. 
If any change is to be made in the publicity material, a new application must be submitted, 

accompanied by three copies of the draft of the revised version, for approval. For the issue 

of a licence for advertising by means of loudspeakers, the police authorities must first 
require the production of the text to be broadcast, as approved by the Office. 

Advertisements for products for which a prescription from a physician, dentist or 

veterinarian is required may appear only in scientific publications, brochures and other 
sources of information intended exclusively for the members of these professions. The Office 

for the Control of Pharmaceutical Preparations and Biological Products is responsible for 

periodically reviewing advertisements of this type in order to determine whether they are in 
conformity with the conditions imposed by the licence for the product in question. 

It is apparent from the above that for all pharmaceutical products, whether available 

without restriction or only on prescription, approval of the publicity material is required. 
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Denmark 

Pharmaceutical advertising is governed by the provisions of Section 4 of the Law of 1954 
on the practice of pharmacy, as amended in 1959. 

Advertising matter sent directly to physicians, dentists, veterinarians and pharmacists, 
and advertisements published in technical journals intended for such persons are not covered 
by the provisions of the Law, The Ministry of the Interior is also empowered to authorize 
advertisements in other technical journals of the same character. 

It is forbidden to advertise, whether directly or indirectly, any product other than a 
medicine by means of statements to the effect that it is suitable for the prevention or 
treatment of diseases or their symptoms. Nevertheless, whether there are special reasons 
for so doing, the NаΡtioпal Health Service may authorize such advertising. 

All advertising of medicines by means of films, hoardings, placards, posters or electric 
signs in the open air, public transport vehicles or public places, or by means of brochures 
or other similar methods, is prohibited. Exemptions may nevertheless be granted by the 
National Health Service in the case of medicines having a prophylactic effect. Advertise 
rents in the press are permitted only if the copy has been approved by the National Health 
Service. A committee consisting of seven members, set up by the Ministry of the Interior 
and including representatives of the press, is responsible for submitting proposals to the 

National Health Service in this connexion. The advertising of unregistered pharmaceutical 
preparations is also prohibited. If the information given in leaflets, printed matter or 
other publicity material as to the therapeutic activity or the side -effects of a medicine, or 
the precautions to be taken when it is used, is incorrect or inadequate, the National Health 
Service may order the manufacturer or the advertiser to publish the necessary corrections or 
additional information. This provision also applies to advertising intended for members of 
the medical and allied professions. Leaflets and other publicity material must be dated. 

From the point of view of the implementation of the Law, the definition of the term 
"medicine" is of importance. As laid down by the Law, this term means any product intended 
for the cure, alleviation, treatment or prevention of diseases in man and animals, as well as 
products used for the diagnosis of such diseases. Disinfectants are excluded by the defini- 
tion; the National Health Service may nevertheless restrict advertising for such products as 
well as for dressings, bandages, therapeutic devices of all kinds, hearing aids, etc. 

As pointed out by Hansen, the main criterion used to determine whether a product is a 

medicine or not, is the use for which it is intended and not its composition. The definition 
contains the terms "diseases" and "symptoms" but does not define them; it is also broad in 
character because it mentions the prevention of disease and therefore overlaps with the defi- 
nition of foodstuffs, since "an ordinary foodstuff can prevent the occurrence of a dietary 
deficiency, which may be considered as a disease ". The imprecise character of the definition 
of medicine can lead to abuses, In marginal cases, it may be difficult to decide whether a 
given condition, for which a particular product is advertised is to be regarded as a disease 
or not, It has thus been possible to market a whole range of products which should have been 
in conformity with the provisions governing medicines and therefore subject to strict quality 
control, by putting them out under another designation. 

As a result of this situation, advertisements may be seen in the press for "tonics ", 
"rejuvenators ", etc., but it is not possible, under the existing legislation, to take action 
against products which do not produce the effects claimed. It is often very difficult, in 
particular, to distinguish between medicines and foodstuffs. This is the case with vitamin 
preparations, dietetic foods and products used for purposes of slimming. Certain vitamin 
preparations are marketed as medicines, others as dietary supplements. As far as dietetic 
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foods are concerned, the Order of 10 May 1962 lays down that all advertising will be considered 

as fallaceous if it states or implies that dietetic margarine can prevent or cure diseases. 

This provision does not apply to advertising intended exclusively for physicians. Another 

distinction which is difficult to make is that between medicines and cosmetics. Any cosmetic, 

however, claimed to possess preventive or curative effects is a medicine. In this connexion, 

the Order of 28 January 1964 prohibits all advertising, whether direct or indirect, of tooth- 

paste to which fluorine compounds have been added and in which reference is made to the thera- 

peutic or prophylactic action of such toothpaste. Exemptions from these provisions may be 
granted by the National Health Service in special cases. 

Oral contraceptives constitute a special case, since pregnancy is a departure from the 

normal condition which cannot be considered as a disease. A contraceptive product containing 

hormones and administered orally, therefore, cannot be a medicine since its main purpose is 

not the treatment of gynaecological disorders but the prevention of pregnancy. The Direc- 

tives of 15 July 1966 put an end to this confusing situation by making such products subject 

to provisions analogous to those applicable to pharmaceutical specialities. Thus, oral contra- 

ceptives may be advertised only to physicians, dentists, veterinarians or pharmacists, or in 

technical journals intended for such persons. If the leaflets or printed matter concerning 

such products contain incorrect or inadequate information as to the ingredients or the pre- 

cautions to be taken when they are used, the National Health Service may order the manufacturer 

or advertiser to publish corrections or additional information. All leaflets and printed 

matter must be dated. Physicians are not permitted to give brochures on oral contraceptives 

to their patients. 

Hansen points out that the definition adopted for the term "medicine" has given rise to 

a series of problems so that, if the Law on the practice of pharmacy is amended in the future, 

it would be worth considering whether this definition could be changed, on the one hand, in 

such a way as to make clear which products it includes and, on the other hand, to bring within 

its scope certain products which are not now subject to legal control. 
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El Salvador 

Pharmaceutical advertising in El Salvador is governed by certain provisions of Decree 

No. 96 of 19 November 1959 embodying regulations with regard to pharmaceutical specialities 

and by certain provisions of Decree No. 1 of 11 January 1963 embodying regulations with 

regard to officinal pharmaceutical preparations. 

The Decree of 1959 prescribes that any person wishing to manufacture, import, sell or 

advertise a pharmaceutical speciality must apply to the Higher Council of Public Health for 

authorization to do so. Although this Decree does not distinguish between advertising to 

the medical professions and advertising to the public, it is clear from the tenor of its 

provisions that it applies only to the latter. 

The advertising of pharmaceutical specialities and products includes all forms and 

methods of advertising, namely printed matter, radio and television transmissions, drawings, 

paintings, advertisements broadcast by means of fixed or mobile public address systems, and 

the distribution of free samples. The texts of all proposed advertisements for pharma- 

ceutical specialities must be submitted to the Higher Council of Public Health, the method of 

advertising being indicated. 

The advertising of pharmaceutical specialities must conform to the following rules: 

(a) it must be written in a simple manner, it must be discreet and, above all, in conformity 

with morality, decency and truth; (b) no expression or term exaggerating the virtues of the 

product or pharmaceutical speciality concerned may be used, such as "wonder drug ", "magic ", 

"infallible", "miraculous", "unsurpassable", "certain", "cures" "curative", "restores health", 

"beneficial ", "the best ", "the most effective ", "the only ", "the most powerful ", or other 

similar expression, or any expression implying dishonest competition; (c) use must not be 

made of false information concerning the origin or quality of the products advertised; (d) no 

direct or indirect comparison of the quality of the products in question with other products, 

for the purpose of attracting customers, may be made; (e) the circulation of news or state- 

ments liable to discredit other products is prohibited; (f) terms may not be used which 

indicate or claim infallibility, or that the product may be used for all, or numerous con- 

ditions; (g) the exaggerated description of symptoms of diseases for which the product is 

supposed to be used, thus playing on the credulity of the layman, must be avoided; (h) the 

ascription, in the text, to the product or speciality, of therapeutic properties which it 

does not possess, or properties different from those corresponding to its formula or compo- 

sition, is prohibited; (i) the making of statements, in any form whatsoever, directly or 

indirectly implying that the Higher Council of Public Health or the competent Supervisory 

Commission recommends or guarantees the therapeutic effectiveness of a pharmaceutical product 

or speciality which has been registered, is prohibited. 

It is forbidden to use advertising which claims or guarantees that a disease or illness 

will be cured or relieved, or to use testimonials from individuals or certificates from 

physicians, pharmacists or dentists praising the product concerned. The distribution of 

prescription medicaments for advertising purposes is likewise prohibited. 

It is laid down in the Decree of 11 January 1963 that the advertising 0f officinal 

pharmaceutical preparations is subject to the same conditions as those applicable to pharma- 

ceutical specialities. It is also specified that the distribution of officinal pharmaceutical 

preparations for advertising purposes, either free of charge or on any other basis, is 

strictly prohibited. 
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France 

In France, the Law of 11 September 1941 on the practice of pharmacy provided for the 
strict control of pharmaceutical advertising which, up to that date, had been practically 
unrestricted. The provisions of this Law concerning advertising were reproduced in 
Articles L.551 to 556 of the Public Health Code, which were, in turn, repealed by the 
Ordinance of 4 February 1959 and replaced by a single section laying down that "advertising 
of medicaments and pharmaceutical establishments shall be authorized only under the con- 
Jitions to be determined by a decree of the Council of State ". These conditions were 
finally specified in the Decree of 14 March 1963, which introduced Articles R.5045 et seq. 

into the Public Health Code. 

The new provisions are applicable, pursuant to the provisions of Article R.5045 to "all 

commercial advertising, in any form whatsoever, of medicamentsá or pharmaceutical establish- 
ments. The concept of "commercial advertising" thus replaces that of "advertising to the 
public ", as formerly used, and appears also to cover all advertising to members of the 

medical and allied professions, other than purely technical information. In addition, 

pharmaceutical establishments are now covered by the legislation on advertising. 

Article R.5046 contains provisions embodying the principle, already present in the 

previous legislation, that "advertising carried on abroad, in French, for medicaments sold 

in France or for establishments located in France, shall be subject to the same provisions 

as those applicable to advertising in France, if such advertising may be effective in France ". 

In principle, under the provisions of Article 8.5047, all advertising of medicaments is 
subject to prior authorization by the competent Minister. This authorization is granted 

after the Pharmaceutical Advertising Board has been consulted, and does not constitute any 

kind of confirmation of the therapeutic properties of the product. The above -mentioned 

Board operates under the conditions laid down in the Order of 10 April 1963, and is respon- 

sible for ensuring that: (i) advertising is neither dangerous nor objectionable from the 

point of view of public health; (ii) it is honest, truthful and capable of being verified; 

(iii) advertising for pharmaceutical specialities is in accordance with the files submitted 

with the applications for licences; (iv) advertising to physicians, pharmacists, dentists 

and midwives continues to serve as a source of technical information. 

Advertising on the containers, packages or package inserts of pharmaceutical specialities 

is not subject to authorization when, in addition to the items which are compulsory, it 

includes only the sales price to the public, the dosage, the main indications and the contra- 

indications, if any. The indications and the contraindications, if any, must in addition, 

The term "medicament ", as most recently defined by Ordinance No. 67 -827 of 23 September 

1967, means "any substance or mixture for which curative or preventive properties, in connexion 

with human or animal diseases, have been claimed, and any product capable of being adminis- 

tered to man or animal for purposes of diagnosis, or for the restoration, correction or modi- 

fication of organic functions ". This definition includes products used in hygiene and 

containing poisons, and dietetic products containing chemical or biological substances which 

are not themselves foodstuffs but the presence of which confers on these products either the 

special properties required in diet therapy or the properties of a test meal. In contrast, 

disinfectants and products used in dental prostheses are not considered to be medicaments. 

It should also be noted that it is apparent, from the tenor of the provisions applicable 

to them, that blood and blood products are not considered to be medicaments. All advertising 

of these products, except to the medical profession or for the purpose of making known the 

location of blood banks, is prohibited under Article L.671 of the Public Health Code. 
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pursuant to the Order of 5 July 1963, be tho"e given in the file submitted with the appli- 
cation for the marketing licence for the speciality. Furthermore: (a) the various forms 
of cancer, venereal diseases and serious ñeuropsychiatric diseases must not be mentioned; 
(b) all advertising material must include such information as may be prescribed by the 
decision to license the speciality concerned; (c) the package insert must deal only with 
the speciality in question, where necessary, in its various pharmaceutical forms. 

Advertising to physicians, pharmacists, dentists and midwives (referred to as 
"technical" advertising, before 1963) is not subject to authorization if it includes, as a 

minimum: (a) the name of the medicament; fib) the name and address of the manufacturer; 
(c) the complete formula, or the active ingr'edi.ents; (d) the sales price to the public and 
the other information required by the legislatión on prices, as well as information necessary 
under the legislation on social insurance; (e) the main indications and the contraindications, 
if any, included in the file submitted with the application for the marketing licence for the 
speciality; (f) the instructions for use and the dosage. The distribution of catalogues or 
similar publications containing price -lists and the conditions of sale of medicaments, with 
the exclusion of all other matter, to physicians, pharmacists, dentists and midwives, is not 
considered to be commercial advertising. 

An important new feature of the Decree of 14 March 1963 is that it includes provisions 
for the control of the supply of samples by manufacturers of pharmaceutical products to 

physicians, dentists and midwives. Such Samples may now be supplied only at the explicit 
request of the above -mentioned persons, and to an extent governed partly by the legislation 
in force on narcotics, and partly by the provisions concerning the prescribing and use of 
medicaments by dentists and midwives. 

Under the provisions of Article R.5098 of the Pharmacy Code, the advertising, in any way 
whatsoever, of special officinal medicaments is prohibited; these are medicaments prepared 
in advance, expressed in apothecaries weights, made up in special packages and intended for 
sale in one pharmacy only. The authorization of the pharmacy inspector is, however, 
necessary for the packages of these products and for the package inserts, if any. The text 
of the package insert must deal solely with the medicament which it accompanies, and must 
give only the name of the medicament, the name and qualifications of the pharmacist, the 

address of the pharmacy, the formula of the medicament and information as to the dosage, the 
directions for use and the main indications. 

Under the provisions of Article L.282 of the Public Health Code, as promulgated by 
Ordinance No. 60 -1246 of 25 November 1960, all dommercial advertising concerning the prophy- 
laxis and treatment of venereal disease, whether such advertising is open or concealed in 
character, is prohibited except in publications intended exclusively for the medical 
profession. 

Under the provisions of Article L.635 of the Public Health Code, all advertising con- 
cerning the use of artificial radioelements, or products containing such radioelements, in 
human or veterinary medicine is prohibited, except to physicians, veterinarians and 
pharmacists. All other advertising is subject to the authorization of the minister or 
ministers concerned. 

Under the provisions of Section 5 of the Law of 28 November 1967 on birth control, all 

propaganda and commercial advertising directly or indirectly concerning medicaments, products, 
or articles for use in preventing pregnancy, or contraceptive techniques, is prohibited, 
except in publications intended solely for physicians and pharmacists. The procedures for 
the implementation of these provisions will be laid down by decree. 

Advertising which is principally technical has also been criticized in France. 
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Germany 

Federal Republic of Germany 

The new Law of 11 July 1965 on the advertising of medicaments and pharmaceutical 
preparations has been widely commented on in the Federal Republic of Germany. The Law amends 
earlier legislation dating from 1941, and its provisions are more comprehensive and clearer 
in character, but the provisions of the Law of 1941 have nevertheless largely been reproduced 
in it. The legal validity of the Law of 1941 has been questioned. 

The Law applies to the advertising, not only of medicaments, within the meaning of the 
Medicaments Law of 16 May 1961, but also of other products, procedures, treatments or 
articles, provided that they are used for the diagnosis, cure or alleviation of diseases, 
chronic conditions, injuries or complaints in man or animals, as well as of foodstuffs, 
consumer goods and cosmetics, if they are used for the purposes just mentioned. 

The Law is concerned, in principle, only with advertising to the public, and is 

therefore not directly concerned with advertising to the medical profession. Nevertheless, 

the general principles applicable to advertising to the public must also be considered to 

apply to advertising to the medical profession, since the Law applies, above all, to 

medicaments within the meaning of the Medicaments Law of 1961. Two sections of that Law deal 
with advertising to the medical profession. Thus, Section 21 lays down that the application 
for the registration of a pharmaceutical speciality must be accompanied by a sample of the 
container and the outer wrappings or of the statements which are to appear on them, together 

with the wording of the package insert. In addition, it is laid down in Section 34 that 

samples of pharmaceutical specialities may be supplied, on request, to physicians, dentists 

or veterinarians in amounts adequate for experimental purposes. Samples of pharmaceutical 
specialities available only on prescription may be supplied only to physicians, dentists or 

veterinarians. 

Provision was originally made in the draft of the Law for the prohibition of 
advertising by means of radio, television and films, but this was not included in the Law as 
finally promulgated. 

Certain types and methods of advertising are prohibited. Thus advertising which is 

misleading, i.e. which attributes to medicaments, procedures or treatments properties which, 
according to medical science or practical experience, they do not possess, is prohibited. 

In addition, advertising must not give the impression that a successful result can be 
guaranteed, or that there are no harmful side -effects when the directions for use are 
followed or after prolonged use. It is further forbidden to give incorrect or misleading 
information as to the composition of any medicament or the identity, training and qualifications 
of the manufacturer or inventor, or the persons employed by them. The publication or mention 
of reports or testimonials not drawn up by persons scientifically or technically qualified for 

this purpose and the source of which is not stated, is prohibited. Treatment at a distance 
and the diagnosis of diseases, disorders, injuries or symptoms not based on the direct 

observation of the patient are forbidden. 

Advertising to the public must not make use of reports, testimonials, scientific or 

technical publications, or statements to the effect that the medicament has been recommended 
or tested by physicians, dentists or veterinarians. The reproduction of case histories, the 

use of illustrations showing persons wearing the clothing, or carrying out the activities, 

of members of the medical or pharmaceutical professions, and of illustrations showing changes 

in the human body caused by diseases, disorders or injuries, or the effect of any medicament 

by comparison of the condition before and after its use, are prohibited. It is also 

forbidden, by means of advertisements, to arouse feelings of anxiety, or to encourage the 

self -diagnosis of certain diseases and their treatment by the medicament advertised. 
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Advertising directed at persons less than 18 years old is prohibited, as are the use of 

statements by third parties who are not technically qualified, e.g. letters of thanks or 

recommendation, and the distribution of samples, or coupons for samples. 

A general principle, which is also found in the legislation of other countries, is that 

medicaments available only on prescription and hypnotics may be advertised only to 
professionally qualified persons. In this connexion, the Medicaments Law of 1961 was 
amended so that medicaments available without prescription and intended for the prevention or 
relief of pain, the treatment of insomnia or for slimming purposes may be marketed, if they 
contain certain substances to be determined by Order, only if the package carries a statement 
to the effect that they should not be used for, long periods or in large doses, except on the 
advice of a physician or dentist. 

Advertising by companies located outside the Federal Republic of Germany is permissible 
only if a company having its head office, or a natural person having his domicile, within 
the jurisdiction of the Law of 1965, is entrusted with the performance of the duties imposed 
by that Law. 

As in the legislation of a number of other countries, the Law includes an Annex 
containing a list of diseases which may not be mentioned in advertising, other than to 
professionally qualified persons, and comprising the following diseases: 

A. diseases and chronic conditions in man: 

(i) diseases subject to compulsory notification pursuant to the Law of 18 July 1961 
on communicable diseases, as amended by the Law of 23 January 1963; 

(ii) neoplastic diseases; 

(iii) metabolic diseases and diseases of the endocrine system, with the exception of 
vitamin and mineral deficiencies and alimentary obesity; 

(iv) blood diseases and diseases of the haematopoietic organs, with the exception of 
iron- deficiency anaemia; 

(v) organic diseases: 

(a) of the nervous system; 

(b) of the eyes and ears; 

(c) of the cardiovascular system, with the exception of arteriosclerosis, 
varicose veins and chilblains; 

(d) of the liver and pancreas; 

(e) of the genito -urinary system; 

(vi) stomach and intestinal ulcers; 

(vii) epilepsy; 

(viii) mental diseases; 

(ix) alcoholism; 

(x) diseases of pregnancy, childbirth and the puerperium; 
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B. diseases and chronic conditions in animals: 

(i) diseases subject to compulsory notification pursuant to the Law of 26 June 1909 on 

epizootics, as most recently amended by the Law of 23 August 1956; 

(ii) contagious vaginitis in cattle; 

(iii) disturbances of fertility in horses and cattle; 

(iv) infectious diseases affecting the breeding of animals; 

(v) bacterial diseases of the udder in cows, goats and sheep; 

(vi) colic in horses and cattle. 
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Hong Kong 

The Undesirable Medical Advertisements Ordinance of 1953 is the principal item of 
legislation governing pharmaceutical advertising in Hong Kong. The Ordinance defines 

advertisement to include "any notice, poster, circular, label, wrapper or document, and any 

announcement made orally or by any means of producing or transmitting light or sound" and 
medicine to include "any kind of medicament or other curative or preventive substance, and 
whether a proprietary medicine, a patent medicine, or purported natural remedy ". 
Advertisements claiming the efficacy of any medicine, surgical appliance or treatment for 

any of the following purposes are prohibited (except if published by or with the authority 
of the Director of Medical and Health Services); 

1. The prevention, relief or cure of any venereal disease; 

2. The prevention, relief or cure of Bright's disease, cancer, tuberculosis, leprosy, 
lupus, diabetes, epilepsy, locomotor ataxy, paralysis or infantile paralysis; 

3. The prevention, relief or cure of arteriosclerosis, septicaemia, diphtheria, 
dropsy, erysipelas, gallstones, kidney stones and bladder stones, goitre, heart disease, 
tetanus, pleurisy, pneumonia, scarlet fever, smallpox, trachoma, amenorrhoea, hernia, or 

blindness; 

4. The prevention or cure of any structural or organic ailment of the auditory system; 

5. The cure of any habit associated with sexual indulgence, or the prevention, relief 
or cure of any ailment associated with those habits or for the promotion of sexual virility, 

desire or fertility or for the restoration or stimulation of the mental faculties or of 
lost youth. 

It is likewise an offence to publish advertisements referring to any article or articles 
in terms which are calculated to lead to the use of the article or articles for purposes of 

abortion. 

In any proceedings in respect of a contravention of these provisions, it is a defence 
to prove that the advertisement concerned appeared in a technical publication intended for 
circulation primarily amongst medical practitioners, pharmacists, the professional staff of 
hospitals, nursing homes, leprosaria or mental hospitals, and /or native herbalists. 

Certain other legislative instruments also include provisions relating to pharmaceutical 
advertising. Under Section 50 of the Public Health and Urban Services Ordinance of 
11 November 1960, as amended, it is an offence to advertise for sale any adulterated drug. 
Similarly, Section 61 prohibits the use of labels, and the publication of advertisements 
which falsely describe any drug or are likely to be misleading as to its nature, substance 
or quality. Section 55 empowers the Governor in Council to make regulations concerning, 

inter alia, the labelling, marking or advertising of drugs intended for human use. Among 

the regulations promulgated in pursuance of this Section are the Food and Drugs 

(Composition and Labelling) Regulations, likewise dated 11 November 1960 and amended 
subsequently. Regulation 5 makes it an offence to advertise for sale any drug which does 
not conform to the requirements as to composition prescribed in the First Schedule, i.e. 

the standards specified in the British Pharmacopoeia or the British Pharmaceutical Codex. 

Finally, provisions respecting the advertising and labelling of dangerous drugs, 

i.e. those specified in the First Schedule to the Dangerous Drugs Ordinance of 1936, as 

amended, are contained in the Dangerous Drugs Regulations of 1936, as amended, while 
provisions as to the labelling of poisons are contained in the Poisons Regulations of 
1938, as amended. 
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India 

The main items of legislation governing advertising and labelling of pharmaceutical 
preparations in India are the Drugs and Cosmetics Act, 1940, the Drugs Rules, 1945, and the 
Drugs and Magic Remedies (Objectionable Advertisements) Act, 1954, in all cases as amended. 
The Drugs and Cosmetics Act prescribes a large number of measures of a general nature, designed 
to regulate the import, manufacture, sale and distribution of drugs; in particular, it is 

made an offence to manufacture, sell or distribute (Section 18) or to import (Section 10) 

any misbranded drug. A drug is deemed to be misbranded if, inter alia, it is not labelled 
in the prescribed manner, if its label or container or anything accompanying it bears any 
statement, design or device which makes any false claim for it or which is false or 

misleading in any particular, or if it bears upon its label or container the name of 

another drug, unless it is plainly and conspicuously marked so as to reveal its true 
character and lack of identity with such other drug. It is likewise made an offence to 
manufacture, sell, distribute or import: (1) any patent or proprietary medicine (i.e. a drug 
which is not included in the current edition of the Indian Pharmacopoeia or any other 
pharmacopoeia authorized by the Central Government after consultation with the Drugs 
Technical Advisory Board and which is in a form ready for internal or external administration), 
unless the label or container displays the correct formula or list of ingredients in a 
manner readily intelligible to members of the medical profession; or (2) any drug which 
by means of any statement, design or device accompanying it, or by any other means, purports 
or claims to prevent, cure or mitigate "any such disease or ailment, or to have •any such 
other effect, as may be prescribed ". 

Provision is also made in the Act for the testing and analysis of drugs; under 

Section 29, it is made an offence to use any report of a test or analysis performed by the 
Central Drug Laboratory or by a Government Analyst, or any extract from such report, for 

advertising purposes. 

Section 33 empowered the Central Government to make rules for the implementation of 
various provisions of the Act and, in particular, regulating the mode of labelling packed 

drugs and prescribing the information which must or must not be included on labels, and 

specifying the diseases or ailments which a drug may not purport or claim to prevent, cure 
or mitigate and such other effects which a drug may not purport or claim to have. Similar 

provisions in respect of imported drugs were laid down in Section 12. The corresponding 
Rules were promulgated in the form of the Drugs Rules, 1945, and have since been amended on 

several occasions. Detailed provisions as to the labelling of drugs are contained in 
Part IX of the Rules (Rules 94 to 106). Sub -rule 1 of Rule 96, as amended on 13 June 1961, 

prescribes that subject to certain exceptions, drug labels must give the following information: 
(i) the name of the drug, as specified in one of the recognized pharmacopoeias, or, if not 

included therein, the approved scientific name or a name descriptive of the nature and 

origin of the substance; (ii) a correct statement of the net content in terms of weight, 

measure, number or units of activity; (iii) the content of active ingredients expressed 

in the manner specified (this information is not required if the composition of the 
preparation is given in the respective pharmacopoeia); (iv) the name and address of the 

manufacturer; (v) in the case of drugs manufactured in India, the batch number and the 

manufacturing licence number. Under the terms of an amendment introduced on 11 May 1964, 

drugs included in Schedule P (comprising, in particular, antibiotics, insulin preparations, 

human plasma, sera, vaccines, and antitoxins) and combinations of such drugs with other 

drugs must also indicate on their labels the date of manufacture and the date of expiry of 

potency. Various cautionary statements are required in the case of poisons and certain 

other groups of drugs. 

Rule 106 lays down that no drug may purport or claim to be effective in procuring a 

miscarriage in women or in preventing or curing one or more of the following diseases or 

ailments (Schedule J): blindness, Bright's disease, cancer, cataract, deafness, delayed 

menstruation, diabetes, epilepsy, female diseases (in general), fevers (in general), fits, 
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glaucoma, goitre, gonorrhoea, heart diseases, high blood pressure, hydrocele, infantile 

paralysis, insanity, leprosy, leucoderma, lockjaw, locomotor ataxia, lupus, obesity, 

paralysis, plague, rupture, sexual impotence, smallpox, soft chancre, syphilis, tuberculosis, 

tumours, and venereal diseases (in general), 

Provisions directly related to advertising as such (directed to the public) are contained 
in the Drugs and Magic Remedies (Objectionable Advertisements) Act, 1954, as amended in 1963. 

This Act defines advertisement to include "any notice, circular, label, wrapper, or other 

document, and any announcement made orally or by any means of producing or transmitting light, 
sound or smoke ". "Drug" is defined to include medicines for internal or external administra- 
tion to human beings or animals, any substances intended for use in the diagnosis, cure, 

mitigation, treatment or prevention of disease in human beings or animals, any article 
(other than food) intended to affect or influence in any way the structure or any organic 
function of the body of human beings or animals, and any intended component of such medicine, 
substance or article. In addition to drugs, the Act covers "magic remedies ", defined to 
include talismans and all other charms of any kind alleged to possess miraculous diagnostic, 
curative, therapeutic or prophylactic powers, etc. 

Under Section 3, it is made an offence to publish any advertisement which refers to any 
drug in terms liable to lead to its use for: (a) purposes of abortion or contraception;! 
(b) the stimulation of sexual desire; (c) the correction of menstrual disorders; (d) the 
diagnosis, cure, mitigation, treatment or prevention of any of the following diseases, disorders 
or conditions (specified in the Schedule), or any others which may be specified in rules made 
under the Act: appendicitis, arteriosclerosis, blood poisoning, diseases and disorders of 

the brain, of the optical system, and of the uterus, disorders of menstrual flow, of the 

nervous system, and of the prostatic gland, dropsy, form and structure of the female bust, 

gallstones, kidney stones and bladder stones, gangrene, low blood pressure, hysteria, nervous 

debility, pleurisy, pneumonia, rheumatism, stature of persons, sterility in women, trachoma 
typhoid fever, ulcers of the gastrointestinal tract, and venereal diseases, including 

syphilis, gonorrhoea, soft chancre, venereal granuloma, and lymphogranuloma; and all the 

diseases, etc. included in the list given on page 32 (with the exception of delayed 
menstruation). 

Advertisements which directly or indirectly claim the efficacy of any magic remedy for 

any of the purposes specified under (a) to (d) above, are likewise prohibited, under Section 5. 

It is also an offence to publish any advertisement relating to a drug if the advertisement 
contains any matter which gives a false impression regarding the true character of the drug, 
which makes a false claim for the drug, or which is false or misleading in any other way. 

The import or export of advertising copy which infringes the above provisions is prohibited, 

the customs and postal authorities being empowered to seize objectionable advertisements or 

material containing such advertisements. 

These restrictions on advertising apply, it should be emphasized, to advertisements 

directed to the general public. Section 14 of the Act lays down that nothing in the Act 

is applicable to advertisements sent confidentially to registered medical practitioners. 

Under Section 16, the Central Government is empowered to make rules prescribing the manner 
in which such advertisements may be dispatched. 

! The following statement, however, appears in a brief summary of the provisions of 

the Act, on page 102 of India 1966, a reference annual published by the Indian Ministry of 

Information and Broadcasting: "Advertisements of contraceptives are permitted, in view of 

the importance of family planning ". 
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Drug advertisements printed or published by the Government are likewise exempt from the 
provisions of the Act, as are advertisements printed or published with Government sanction 
granted prior to the commencement of the Drugs and Magic Remedies (Objectionable Advertisements) 

Amendment Act, 1963 (such sanction may, however, be withdrawn). Furthermore, if the Central 

Government considers that advertisements for a certain drug or class of drugs should be 

permitted in the public interest, it may, by notification in the Official Gazette, direct 

that certain or all of the restrictions referred to be waived in respect of the particular 
drug or class of drugs. 
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Ireland 

Section 65 of the Health Act, 1947, empowered the Minister of Health to make regulations 

for the control of advertisements for medical preparations, including, in particular, 

provisions prohibiting or restricting the advertising of preparations specified in such 
regulations. Regulations to implement this Section were issued on 10 June 1958, in the 

form of the Medical Preparations (Advertisement and Sale) Regulations, 1958. 

Article 4 of the Regulations prohibits the publication of advertisements referring 
to any medical preparation in a manner which might lead to its use for the diagnosis, 
prevention or treatment of any of the following conditions: 

Albuminuria 

Appendicitis 

Arteriosclerosis 
Blood pressure 
Bone disease 
Bright's disease 
Cancer 
Carbuncles 
Cholecystitis 
Diabetes 
Diphtheria 
Dropsy 
Epilepsy 
Erysipelas 

Gallstones 
Gastric or peptic ulcers 

Heart and vascular diseases 
Lupus 

Mastoiditis 
Measles 

Meningitis 
Mumps 

Nephritis 
Otitis media 
Paralysis 

Paratyphoid 
Pneumonia 
Poliomyelitis 
Prostate gland disorders 
Pyelitis 
Rodent ulcer 
Scarlet fever 

Sinus infection 
Smallpox 
Tuberculosis 
Tumours 
Typhoid 
Uremia 
Whooping cough 

This prohibition does not apply to advertisements published by a local authority or by 
or with the consent of the Minister of Health, or to advertising directed to members of 
either House of the Oireachtas, local authorities, members of the governing body of hospitals 
or similar institutions, medical practitioners, dentists, nurses or pharmacists, or to 

persons undergoing training for the medical, dental, nursing or pharmaceutical professions. 
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Japan 

The general principles on which the control of pharmaceutical advertising is based are 

contained in the Pharmaceutical Affairs Law of 1948, as subsequently amended on various 

occasions up to 1960. In addition, the Order of 10 August 1964, as amended in 1967, of the 

Chief of the Pharmaceutical and Supply Bureau of the Ministry of Health and Social Welfare, 

lays down the standards applicable to such advertising. 

Under the Pharmaceutical Affairs Law, it is forbidden to advertise, whether openly or 

in a concealed manner, any dru g, "quasi-drug",- cosmetic or medical article, if the 

advertisement contains false or exaggerated statements as to the name, method of preparation, 

effects and efficacy of the drug, etc., concerned. It is also forbidden to give the 

impression that the effects, etc., of any of the above -mentioned products have been 

guaranteed by a physician or any other person, if this is not the case. No claim may 
be made in an advertisement that any drug, etc., is an abortifacient, nor may obscene 

statements be made use of in this connexion. With regard to the advertising of drugs intended 

for the treatment of cancer or such other diseases as may be designated by Order, and the use 

of which may be dangerous in the absence of medical supervision, provisions may be laid down 

by Order to ensure that such drugs are properly used and to prohibit all advertising of them 

to the public. The advertising of drugs for the treatment of the above -mentioned diseases 

to the medical profession, however, is permitted. 

Other provisions of the Law prohibit the advertising of drugs not included in the 

Japanese Pharmacopoeia and of medical devices covered by the Law and not yet approved. 

Further provisions are contained in the Order of 10 August 1964 laying down standards 

for advertising; with the exception of the provisions of Section 5, this Order is concerned 

with advertising to the public. The names used for drugs may be either those used in the 

Pharmacopoeia or trade names, but the latter must not be misleading, from the point of view 

of the pharmacological effects of the products concerned. For certain products, the names 

used must be approved by the Minister of Health. 

The most important provisions concern claims as to efficacy. Thus, it may not be claimed 

that a drug possesses an efficacy greater than that recognized by medical and pharmaceutical 

science. In the case of drugs not included in the Pharmacopoeia, such claims must be 

approved by the Minister of Health. As far as composition is concerned, it is forbidden 

to make false or inaccurate statements as to the quantity or character of the various 

ingredients. It is forbidden, for drugs included in the Pharmacopoeia, to go beyond the 

indications and dosage recognized by medical and pharmaceutical science, while for other 

drugs, the indications and dosage must be approved by the Minister. The use of expressions 

guaranteeing the efficacy of a drug or ascribing properties to it which it does not possess, 

is prohibited; the same applies to expressions which exaggerate the safety with which a 

drug may be used or which imply that it has no side- effects. 

The advertising of prescription drugs and drugs liable to give rise to dependence, 

other than to physicians, pharmacists, etc., is prohibited. It is also forbidden, in 

advertising, to make adverse comments on the products of other companies. Section 7 

á 
Defined as any substance used for a purpose such as the following: (i) to prevent 

nausea, bad breath or body odour; (ii) to prevent prickly heat; (iii) to prevent loss of 

hair, to promote hair growth or to remove unwanted hair; (iv) to control or destroy animal 

or insect pests. 
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of the Order repeats, in a more detailed manner, the principle laid down in the Law, namely 

that it i.s forbidden, in advertising to the public, to claim that any drug has been approved 
or recommended by any member of the medical or pharmaceutical professions, or by hospitals, 

clinics, etc. Such statements may, however, be used in advertising by official agencies 
for the purpose of carrying out public health activities. 

No reference to the efficacy or quality of any drug may be made on any television or 
radio programme, or in any film or theatrical presentation. In the same way, special care 

must be taken to ensure t.at misleading information as to drugs ir, not given in any programme 
intended for children. 

As far as the advertising of devices is concerned, the same restrictions apply as those 
just described for drugs. 
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Netherlands 

There is no legislation in the Netherlands dealing specifically with pharmaceutical 

advertising. The decrees for the implementation of the Pharmaceutical Products Supply 

Law of 1958 made no mention of advertising. This does not hold good, however, in the case of 

Sections 19 and 21 of Decree No. 336 of 16 July 1963 on pharmaceutical specialities. It 

is laid down in these Sections that manufacturers, wholesalers and importers may not supply 

samples of pharmaceutical specialities other than to physicians, dentists, midwives and 

veterinarians who have submitted a written and signed request to this effect; these samples 

may be supplied by these persons, within the limits of the practice of their professions, to 

their patients, free of charge. In addition, it is laid down that empty packages of 

pharmaceutical specialities may alone be displayed in the show -case of a pharmacy, and such 

packages must be clearly separated from other articles. 

As will be seen from the above, no mention is made of standards for advertising or of 
the prohibition of the advertising of certain medicaments or medicines. Advertising is, in 

fact, governed by agreements reached on the initiative of the pharmaceutical profession. 
The operation of this system appears to be satisfactory to the authorities, since the Minister 
of Social Affairs and Public Health made the following statement in a letter dated 

5 July 1961: "Experience has shown that it is possible, in this way, to control abuses in 

the advertising of medicaments and medicines in the press, on packages, in booklets and in 

leaflets." The Minister was glad to find "that the Control Commission, up to the present time, 

had carried out this duty, which is of such great importance for public health, in such a 

manner as to make any special State agency unnecessary." 

The Control Commission to which the Minister referred has been in existence since 1926. 
Two manufacturers of pharmaceutical products, believing that the control of advertising was 
desirable from the point of view of public health, set up, in 1926, a Control Commission 
comprising manufacturers of pharmaceutical products, and editors of newspapers and magazines, 
assisted by physicians and pharmacists. As a result, the press accepted advertisements 

for medicaments and medicines only if they had been previously approved by the Commission. 

In general, this system has continued in operation up to the present time. After the 
Second World War, the parties concerned agreed to continue and to extend the scope of the 

activities of the Control Commission on the basis of the principle that the adoption of 
precise standards for the advertising to the public of the products which the pharmaceutical 

industry wishes to market is in the public interest and in that of public health, in 

particular, in order to prevent advertising which is exaggerated in character and dangerous 

to public health, and fraudulent practices. 

At the present times the Commission is made up of the following members: the Netherlands 
Press Association (N.D.P.), the Netherlands Organization of Magazine Editors (N.O.T.V.), the 

Pharmaceutical Chamber of Commerce (P.Н.C.) and the Netherlands Association of Approved 
Advertising Agencies (V.E.A.). These organizations have undertaken to obey the instructions 
of the Control Commission. As a result, in practice, the majority of the advertising 
agencies in the Netherlands are required or have undertaken on their own initiative to reject 

all advertising not bearing the stamp of the Control Commission. Important organizations, 

such as the Post Office and private undertakings, also conform to this rule, while the Central 

Committee for the Control of Films has stated that it is willing to submit all advertising 

films to the Control Commission. 

The regulations of the P.Н.С. have for a long time contained a section prohibiting all 

advertising to the public of articles which may be sold only by pharmacists. The control of 

pharmaceutical advertising therefore covers only those products which may also be supplied by 
druggists' shops. The Control Commission considers, in fact, that articles which may be sold 
only by pharmacists do not come under its jurisdiction. On the other hand, cosmetics for 

which therapeutic indications are claimed are considered to be pharmaceutical products, arid 

come under the jurisdiction of the Commission. 
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Advertising is examined by experts who are independent physicians, pharmacists and dentists 

appointed by the professional associations concerned. The duties of the Control Commission 

are laid down in its Directives. It is specified that the Commission is responsible for 

examining all advertising to the public concerning: (a) pharmaceutical products, i.e. products 

presented to the public as being of value in the treatment of disease; (b) treatments, i.e. 

all medical and dental procedures, even if they do not involve any specific form of therapy. 

The examination covers both the composition and the package of the product, and the leaflets 

and pamphlets made available to the public. The Commission also examines "camouflaged" 

advertising, i.e. advertising inviting the public to send for publications, free samples, 

devices or medical advice from unqualified persons. 

The Directives list the types of advertisement which are automatically rejected. They 

comprise those which recommend to the public, directly or indirectly, the purchase of 
pharmaceutical products for the treatment of the following diseases: cancer, venereal diseases, 

cardiac disorders, disorders of the liver and kidneys, eye diseases, locomotor ataxia, 

convulsions, diabetes, tuberculosis, epilepsy, high blood pressure, low blood pressure, 

paralysis, diseases of the genito -urinary system, and serious forms of skin diseases and 
diseases of the stomach. Advertisements are also rejected if they concern products containing 
highly active substances in doses such that their use, in the manner indicated, could 
constitute a danger to health. 

The Directives also contain a list of the types of advertising which may be, and in 

practice always are, rejected. They comprise advertisements which recommend to the public, 

directly or indirectly, the purchase of pharmaceutical products for the treatment of diseases 
which, although not mentioned above, are serious enough to require the calling in of a 

physician. The same provision applies to advertisements containing testimonials, letters of 
thanks, etc., or containing the name of, or an illustration showing a physician, dentist, 
pharmacist or nurse. 

The annual report of the Control Commission for 1962, for example, illustrates the scope 
of its activities. During that year, advertising for 194 different products, including 184 
different pharmaceutical products, was approved. In the same period, 22 products were 
rejected as unsuitable for advertising to the public. Borst points out, however, that 
rejection by the Commission does not mean that the product in question is valueless, but 
that, in its opinion, it would not be advisable to recommend its use in the absence of 
medical supervision, by means of advertising to the public. 

It is realized that advertising is necessary for the development of the pharmaceutical 
industry and that it may even often be insufficient, in so far as advertising to the medical 
profession is concerned. Nevertheless, both the quality and quantity of such advertising 
have been criticized. The criticisms as to its quality apply mainly to advertising to the 
medical profession, since it provides physicians only with incomplete information on new 
products. Such advertising should give physicians information on the qualitative and 
quantitative composition of medicaments, the results of clinical trials (including side 
effects and contraindications) and the indications; it should be accompanied by numerous 
literature references. In fact, the character of pharmaceutical advertising is such that it 

is often difficult for the physician to obtain adequate information as to the real value of 
a new product. The quality of advertising to the public has also been criticized, especially 
from the point of view of the excessive use of superlatives, and the lack of precision as 
to the indications and contraindications of the products concerned. More than 100 indications 
may sometimes be given for a single product. The contraindications are generally too vague 
in character. 

The volume of pharmaceutical advertising in the Netherlands has been assessed by means of 
inquiry carried out among members of the medical profession; the results have been summarized 
by Zelvelder. A magazine intended for the medical profession contained, in one year, about 
2500 pages of technical matter and more than 1300 pages of advertising for more than 350 
different brands of pharmaceutical products. Advertising material sent by post in 1961 
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covered 457 products, and the total weight of the material mailed to a single physician, 
without including envelopes, samples, price -lists, periodicals, calendars and diaries, 

amounted to 27 kg (59 lb). Zelvelder points out, however, that about 6000 different branded 
pharmaceutical products are sold in the Netherlands, so that the amount of information 
provided and advertising carried out appears relatively small, if this is taken into account; 

it may even be asked how the products which are not advertised manage nevertheless to retain 

their position on the market. 

Borst, in turn, wonders whether the encouragement of the sale of pharmaceutical products 

by advertising is of any advantage to the patient, and considers it absurd to market a well - 

known product under a new name and to claim properties for it which it does not possess. He 

asks whether it would not be preferable to prohibit, by law, the sale of pharmaceutical 

products other than under a single official name. This name alone would be given on the 

package and used in advertising, although the name of the manufacturer could also be added. 

Certain patients would thereby lose their illusions, which might be a disadvantage in some 

cases. The advantages, however, are obvious. The greatest of these might well be the 

ending of the current state of confusion in the therapeutic armamentarium. 

The question of the authorization of pharmaceutical advertising on television has been 

the subject of numerous questions in the Netherlands Parliament during 1966 and 1967. 
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New Zealand 

Although there exists in New Zealand an Act specifically concerned with pharmaceutical 
advertising, i.e. the Medical Advertisements Act 1942, as amended, important provisions 
relating to the advertising (and labelling) of drugs occur in other items of legislation, viz. 

the Food and Drugs Act 1947, as amended by the Food and Drugs Amendment Act 1962, the Food and 

Drug Regulations 1946, as amended, the Poisons Act 1960 and the Poisons Regulations 1964. The 
relevant provisions of these legislative instruments will be summarized prior to dealing with 
the Medical Advertisements Act of 1942 and the Regulations made thereunder. 

The term "drug" is defined in Section 2 of the Food and Drugs Act as follows: "(a) any 

substance or mixture of substances used or intended for use, whether internally or externally, 
for the purposes of the prevention, diagnosis, or treatment of any disease, ailment, disorder, 

deformity, defect, or injury of the human body; (b) any substance or mixture of substances 
used or intended for use for the purpose of altering the nutrition or structure of the human 
body; (c) any substance or mixture of substances used or intended for use for the purposes of 

influencing, inhibiting, or modifying any physiological process in human beings, or the desires 

or emotions connected with any such physiological process, or the desire for tobacco; (d) any 

disinfectant, germicide, antiseptic, or preservative used for any purpose; (e) any anaes- 
thetic; (f) any laundry soap, any toilet soap, cream, or lotion, and any synthetic detergent; 
(g) any cosmetic; (h) any dentifrice; (i) any chemical contraceptive." This definition of 
drug is, it should be noted, also used in the Poisons Act and the Medical Advertisements Act. 

Advertisement is defined as follows: "any words, whether written, printed, or spoken, 

and any pictorial representation or design or device, used to explain the use or notify the 

availability or promote the sale of any food or drug; and includes any trade circular, any 

label, and any advertisement in any trade journal ". A very similar definition is given in the 
Poisons Act ( "food or drug" is replaced by "substance or preparation "), but, as will be seen 

later, the term is defined quite differently in the Medical Advertisements Act. 

Under sub -section 3 of Section 6 of the Food and Drugs Act, it is an offence to sell any 
drug in a package which bears or has attached thereto any false or misleading statement, word, 

brand, label, or mark relating to the contents of the package or any ingredient thereof. 
Section 9 makes it an offence to publish an advertisement relating to a drug, or an ingredient 
thereof, if the advertisement fails to comply with pertinent regulations made under the Act or 
is calculated or likely to deceive a purchaser as to the properties of the drug. "Publish" is 

interpreted to include advertisements in documents sent through the post or delivered in any 

other way, or brought to the notice of the public in New Zealand in any other manner. 

Special provisions relating to new drugs were introduced into the Food and Drugs Act by the 
Amendment Act of 1962. Under Section llB, any person proposing to import or manufacture a new 
drug is required to furnish the Director -General of Health with a written notice, to include 

full details concerning the drug and a specimen of every label proposed to be used on packages 
containing the drug. No advertisements for the drug may be published until a period of at 

least 90 days has elapsed from the date of submission of the notice. Another amendment 
introduced in 1962 (Section 28А) empowered the Director -General of Health to publish state- 
ments for the purpose of protecting the public, in respect of any matter contained or implied 
in drug advertisements (either in general or in any particular advertisement or class or classes 
of advertisements). 

Detailed provisions as to the labelling of drugs are contained in the Food and Drug 
Regulations. Regulation 11 prescribes the general information to be given on the labels of 
packages containing drugs, while Regulation 21 lays down certain restrictions respecting the 

information on drug labels. Statements to be included on the labels of various categories of 
drugs, such as goitre remedies, thyroid gland preparations, biological preparations, dusting 
powders, proprietary medicines, etc., are specified in Part XXIV (Regulations 179 to 187). 
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A large number of the substances to which the Poisons Act 1960 and the Poisons Regulations 
1964 apply fall within the definition of drug and the provisions concerning advertising in these 
legislative instruments are hence of interest. Under Section 29 of the Poisons Act, it is an 
offence to publish an advertisement relating to a poison, a poisonous substance or a toxic 
substance if the advertisement fails to comply with the pertinent provisions of the regulations 
made under the Act or directly or by implication indicates that the substance (or preparation 
containing it) is not poisonous or is harmless. Section 53 (paragraph (h) of sub -section 2) 

empowered the Governor -General to make regulations restricting and regulating advertisements 
for poisons, etc., and statements made in any such advertisement. Such regulations are in fact 
included in the Poisons Regulations 1964 (Regulations 21 to 28). 

Regulation 21 prescribes that no advertisement relating to a poison, a poisonous substance, 
or a toxic substance which is a drug within the meaning of paragraphs (a), (b), (c) or (i) of the 
definition given in the Food and Drug Acts 1947 (see supra), may state or suggest, either 
expressly or by implication, that the substance is not habit forming. Under Regulation 23, 

advertisements relating to prescription poisons other than those classified as restricted drugs 
(listed in Part I of the Seventh Schedule to the Regulations) must contain a conspicuous state- 
ment to the effect that the substance is a prescription poison, while advertisements relating 
to restricted drugs (listed in Part II of the Seventh Schedule and comprising primarily hormonal 

and antibiotic preparations) must contain a conspicuous statement to the effect that the 

substance is a restricted drug. 

Detailed provisions as to the labelling of poisons or poisonous substances in general, and 

of specific categories thereof, are laid down in Regulations 36 ro 53. 

Before discussing the substantive provisions of the Medical Advertisements Act of 1942 
(which applies only to advertising addressed to the public), it should again be pointed out 
that while the same definition of "drug" is adopted as in the Food and Drugs Act 1947, 

advertisement is defined quite differently, i.e. "any words, whether written or spoken, or 

any picture, drawing, or figure - (a) inserted in any newspaper or other periodical publication 
printed and published in New Zealand; or (b) brought to the notice of members of the public in 
New Zealand in any other manner whatsoever ". A separate definition is given of medical 
advertisement, viz. "an advertisement - (a) relating to any drug, cosmetic, or dentifrice; or 

(b) relating to any article, substance, preparation, instrument, apparatus, or method of treat- 
ment, manufactured, prepared, or advertised for diagnosis, preventing, alleviating, treating, 

or curing any ailment, disorder, deformity, or defect of the human body, or for altering the 
nutrition or structure or any function of the human body; or (c) claiming ability to diagnose, 

prevent, alleviate, treat, or cure any ailment, disorder, deformity, or defect of the human 

body, or to alter the nutrition or structure or any function of the human body ". 

Section 3 of the Act made provision for the establishment of the Medical Advertisements 

Board, to consist of the Director -General of Health and an analyst, two registered medical 

practitioners, and two other persons. Under Section 6, the Board is given the power to serve 

a notice on the proprietor of any drug, preparation, instrument, etc. to which a medical 

advertisement relates, or on the person responsible for its publication, requiring the 

proprietor or other person aforesaid to prove to the satisfaction of the Board any claim or 

statement which is contained or implied in the advertisement. The validity of the claim or 

statement is decided by the Board on the basis of the evidence submitted to support it. Should 

the Board decide that the claim or statement has not been proved, it may not thereafter be 

included in any advertisement, except with the prior consent of the Board. 

Medical advertisements may not, directly or indirectly, infer approval by the Board or any 

member thereof or any officer in the service of the Government. 

For the purpose of protecting the public, the Chairman of the Board (i.e. the Director - 

General of Health) is authorized under Section 9 to publish statements relating to any matter 

contained or implied in medical advertisements, either in general or in any particular advert- 

isement or class or classes of advertisements. It will be seen that this provision is 

virtually identical to that introduced into the Food and Drugs Act in 1962 as Section 28А. 
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Medical advertisements must contain the correct name and address of the advertiser. In 

the event that a medical advertisement consists of or includes a testimonial (which may be oral 

or written), no person may offer, give or receive payment for such testimonial. The use of 

fictitious testimonials is prohibited, as are copies of testimonials which are not true copies 

of the original in every material particular. Where a copy of a testimonial is published, the 

Board may order that the original testimonial be submitted to it. 

The Board is empowered to order an advertiser to cease publishing copies of a testimonial 

in medical advertisements. 

The provisions of this Act are, as mentioned above, applicable only to advertising 
directed to the general public, it being specified that they do not apply to advertisements 
or scientific matter distributed only to members of the medical, pharmaceutical, or other 
health professions or which appear exclusively in publications ordinarily available only to 
such persons. 

Regulations under the Medical Advertisements Act were promulgated in 1943 and thereafter • amended in 1949 and 1950. It is laid down that no person may publish or cause or permit to be 
published any medical advertisements which fail to comply with the requirements of the 

Regulations. 

Medical advertisements may not contain any statement or claim which directly or indirectly 
indicates that the article (i.e. drug, cosmetic, dentifrice, preparation, apparatus, or 

instrument) or method or treatment being advertised will prevent, alleviate or cure any of the 
following; alcoholism; amenorrhoea and female irregularities; apendicitis; arteriosclerosis 
and high blood pressure; blood poisoning; Bright's disease; cancer; cataract; deafness 

(advertisements for approved hearing aids are however permitted); diabetes, diphtheria; dropsy 

and heart disease; erysipelas; epilepsy; fits; gangrene; glaucoma; goitre (iodized salt 
or "products naturally containing iodine" may however be advertised); infantile paralysis; 
locomotor ataxia; lupus; meningitis; miners' phthisis; paralysis; pleurisy; pneumonia; 
rupture (advertisements relating to the fitting of trusses may however be published); scrofula; 

sexual weakness or impotence; kidney and bladder stones; trachoma; tuberculosis; tumours; 

gastric and duodenal ulcers; venereal diseases. 

In the case of a number of other diseases and conditions (asthma, gout, influenza, obesity, 

haemorrhoids, and pyorrhoea), advertisements may include statements or claims of effectiveness 
in treating or alleviating the particular disease or condition, provided that no indication or 
suggestion of prevention or cure is made. 

Medical advertisements may likewise not contain any indication or suggestion to the effect 
that the article or method of treatment advertised: (1) is used or recommended by medical 
practitioners (other than a medical practitioner registered by law in one of the Dominions), 
dentists, chemists, nurses or masseurs, or by any person using the description or title of 
"doctor ", "scientist" or "professor" or other words or letters suggesting or implying that the 
person is a registered medical practitioner or has expert medical knowledge; or (2) is a 

universal panacea or infallible in its action. 

No medical advertisement may contain: (1) any false statement; (2) a claim relating to 
the therapeutic value of an article which is not based on an honest belief held on reasonable 
grounds by the advertisement's sponsor; (3) any claim or statement which is intended or likely 
to mislead or deceive, is indecent, is expressed in terms which do not conform to accepted 
standards of propriety, or is intended or likely to suggest to the reader the fear of serious 

consequences from some trivial or minor complaint; (4) an invitation to the public to enter 
into correspondence for purposes of diagnosis or consultation; (5) any reference to a paid 
testimonial. 

Medical advertisements relating to glandular preparations or extracts or synthetic 
substances having a similar physiological effect must contain a warning notice to the effect 
that the preparation must not bq used except under medical directions. Advertisements 
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relating to an alcoholic beverage may not contain suggestions to the effect that the beverage 

has nutritive or medicinal properties. 

Every medical advertisement accompanying the advertised article must contain specific 

directions for its use. 

Any medical advertisement which refers to a drug by name must include the name or at least 

one of the synonyms by which the drug is described in the British Pharmacopoeia or the British 

Pharmaceutical Index or, if not included in these publications, the name by which it is 

referred to in a recognized standard work, or its recognized botanical name. 

Finally, reference should be made to the Medical Advertisements Procedure Rules 1943, 

which prescribe the administrative procedure for hearings of the Medical Advertisements Board. 
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Norway 

In Norway, advertising to the medical and allied professions, as in most countries, does 

not appear to be subject to legal regulation. The majority of Norwegian physicians complain 

that the amount of pharmaceutical advertising is grossly excessive. An inquiry carried out 

in 1959 showed that, on the average, every Norwegian physician received, over a period of 

one year, 591 items of direct mail advertising (brochures, lists, catalogues, etc.), of which 

279 were Norwegian and 312 foreign in origin. The total weight of the printed matter alone 

amounted to more than 13 kg (28.6 1b). Some 12 per cent, of the items invited physicians to 

ask for free samples for purposes of clinical trials. Also in 1959, about 50 per cent. 

(corresponding to 1000 pages) of the Tidsskrift for den Norske Laegeforening (the journal of 

the Norwegian Medical Association) was devoted to advertising, of which 41 per cent, concerned 

pharmaceutical products. It was suggested, therefore, that pharmaceutical advertising would 

be more effective if there were less of it, and particularly if useless reproductions and 

illustrations were eliminated as far as possible. The number of items mailed separately 

should be reduced. Printed matter should be of standardized dimensions, fairly small in 

size, and preferably in the form of numbered cards. Smedsrud has also suggested that cards 

should be used for advertising purposes, the lay -out being left to the manufacturers but the 

dimensions being standardized. 

The distribution of free samples to physicians, dentists and veterinarians was dealt 

with in 1963 by a circular from the Ministry of Social Affairs. It was pointed out that 

samples of pharmaceutical products may be supplied, in conformity with the legislation in 

force, only by pharmacies. Pharmaceutical laboratories may, however, supply samples 

directly, on request. A single sample may alone be sent, of the smallest size package 

provided for in the case of registered pharmaceutical specialities, and samples may not be 

distributed more than two years after the date of registration, Samples of unregistered 

pharmaceutical specialities or class A medicines (poisons) may not be distributed without 

the special authorization of the Director of Health Services. Samples sent by post must be 

in conformity with the regulations of the Postal Administration. 

The provisions described above have been criticized in the medical press, two points, 

in particular, having been made. Firstly, many physicians would prefer to try out new 

pharmaceutical products on certain selected patients before prescribing them regularly. 

Even if the products concerned have undergone prior clinical trials, many physicians would 

like to try out new products, which are often expensive, themselves, and in this case a 

single sample of the smallest size package is of no use for this purpose. Secondly, it has 

been pointed out that it is difficult to understand why the circular should authorize 

physicians to familiarize themselves with a given product, during the two years following its 

registration, by sending for samples, while physicians who qualify after the expiry of this 

period are not entitled to do so. Such physicians may need to be familiar with older products 

just as much as with those recently introduced, It is admitted, however, that the right to 

request free samples can lead to certain abuses. This question is to be the subject of 
further discussions between the Director of Health Services and the Medical Association. 

Advertising to the public is permitted under the conditions laid down in Sections 29 to 

31 of the Law of 1964 concerning pharmaceutical products and poisons. It is laid down that 

such advertising must be brief and accurate, and must first have been approved by the competent 

authority. It is forbidden directly or indirectly to recommend a product which is in breach 

of the provisions governing the sale of pharmaceutical products, for the prevention, cure or 

alleviation of a disease or pain in man or animals. Advertising, whether in the form of 

wording or illustrations or in any other manner, must not directly or indirectly give any 
inaccurate fallacious or misleading information as to the effect or therapeutic properties 

of a product, If necessary, the Ministry of Social Affairs may prohibit all medical 

advertising to the public of certain products or classes of products. 
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It would appear, from the foregoing, that the legislation on advertising to the public 
is general in character; certain abuses are therefore possible. 

In 1962, the Ministry of Social Affairs issued regulations on vitamins and minerals in 

foodstuffs; these regulations contain provisions concerning advertising. No mention may be 

made, in the advertisements for a production, of its content of vitamins or minerals if such 

content is insignificant as a supplement when the product is consumed in normal amounts. 

If the increased content of vitamins and minerals in a product is mentioned in advertising, 
this content must be apparent from the information provided. No advertising may, without 

the special authorization of the Director of Health Services, give the impression that a 

product, because of its content of vitamins or minerals, may be effective in curing, 
alleviating -or preventing certain diseases. In advertising concerning vitamins or minerals, 

mention may be made of the following substances alone: vitamin A, 13- carotene, vitamin В, 

vitamin В', nicotinic acid, vitamin В6, pantothenic acid, vitamin C, vitamin D, calcium, 

iron and iodine. No other substances may be mentioned. 
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Peru 

The Regulations of 4 April 1946 and the Decree of 5 January 1957, which were discussed 

in the previous survey, have now been replaced by the Decree of 31 December 1960 and that of 

26 April 1962, the latter being specifically concerned with pharmaceutical advertising. 

The earlier legislation laid down that every form of advertising was subject to the approval 

of a special committee of the Ministry of Public Health and Social Welfare; this committee 

was also responsible for the systematic inspection of advertising in periodicals and journals, 

and by means of the radio, the cinema, posters, etc. Some of these provisions have been 

reproduced in the new legislation. It was also forbidden to advertise pharmaceutical 

specialities available only on prescription, other than in medical journals and journals for 

the various paramedical professions, but this provision does not appear in the recent 

legislation. 

The Decree of 31 December 1960 lays down that every pharmaceutical speciality, whether 

manufactured in Peru or abroad, must be registered and licensed by the Pharmacy Directorate • of the Ministry of Public Health and Social Welfare. The advertising, in any way whatsoever, 

and the distribution of samples, of specialities which have not been licensed are prohibited. 

For the purposes of registration and licensing, two samples of the product, together with all 

package inserts, labels and other printed matter, etc., identical with those intended for 

distribution or use, must be submitted to the Pharmacy Directorate. In the report drawn up 

for each speciality by the Pharmacy Directorate in this connexion, it must be stated whether 

this material has been accepted or not. For this purpose, the Advisory Committee of the 

Pharmacy Directorate must determine whether it has been written simply and clearly, and 

whether it gives physicians and patients information exclusively as to the properties or 
indications of the product. Material failing to satisfy these requirements or advertising 

not in conformity with the properties of the product, as determined scientifically, or not 

in conformity with good commercial practice, is rejected. 

While the provisions of the Decree of 31 December 1960 appear to apply particularly to 

pharmaceutical specialities, the Decree of 26 April 1962 contains provisions of a more general 

character. Thus, it lays down that the Pharmacy Directorate of the Ministry of Public Health 

and Social Welfare must approve, in advance, all advertising for pharmaceutical specialities, 
galenical products and products used in veterinary medicine, as well as for medicaments in 

general, whatever the form of presentation and the method of advertising used. The control 

of advertising is the responsibility of the Advisory Committee of the Pharmacy Directorate. 

An application for the authorization of advertising must be submitted, for every pharmaceutical 

product to be advertised, to the Pharmacy Directorate; the Advisory Committee then reviews 

the contents of the advertisement and the manner in which it is to be circulated, on the 

basis of the file submitted in connexion with the application for the licensing and registration 

of the speciality in question. 

The Committee has the right to change advertisements if, for example, the indications 

given are incorrect or exaggerated. The authorization must be given within seven days of 
the submission of the application. Newspapers, periodicals, magazines, cinemas and 

advertising agencies must mention, in all advertisements, the number of the corresponding 

authorization granted by the Pharmacy Directorate. Municipalities must also ask for the 

number of the authorization before permitting the use of wall posters. 

As far as advertising to the medical and allied professions is concerned, it is laid 

down simply that the various provisions just considered are not applicable to medical, 
pharmaceutical or dental publications, other scientific or technical publications, or 

publications circulated exclusively to members of the above -mentioned professions. 
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South Africa 

Important new legislation concerning drugs has recently been introduced in South Africa, 

in the form of the Drugs Control Act, 1965, and the Regulations of 15 December 1967 made to 

implement this Act. Before discussing the relevant provisions of this legislation, it will 

be convenient to enumerate the other items of legislation in force having a bearing on 
pharmaceutical advertising. 

Two Sections of the Public Health Act, 1919, as amended, prohibit the advertising of 
"cures" for certain categories of diseases and disorders. Section 65 prescribes that "no 

person shall publish any advertisement or statement intended to promote the sale of any 
medicine, appliance or article for the alleviation or cure of any venereal disease or disease 
affecting the generative organs or functions, or of sexual impotence, or of any complaint or 
infirmity arising from or relating to sexual intercourse ". Section 139 lays down that "no 

person shall publish any advertisement or statement intended to promote the sale of any 
medicine, appliance or article for the alleviation or cure of cancer or of any cancerous 
condition ". These provisions do not apply to publications issued by the Department of 
Health, by any local authority or public body in the discharge of its lawful duties, or by 

any society or person acting with the authority of the Minister of Health, or to material 
published in good faith for the advancement of medical science. 

A number of provisions affecting the advertising of drugs (as well as foodstuffs and 

disinfectants) are contained in the Food, Drugs and Disinfectants Act of 1929 and the 

Regulations made in pursuance of this Act. The definition of advertisement given in Section 
44 of the Act is comprehensive, i.e. "any statement, design or device published in any 

newspaper or public print or any handbill, circular or other matter in writing distributed 
to members of the public through the post or otherwise, or brought to the notice of the public 
by poster, showcard, bioscope -film or other means ". Section 6 prescribes that no person 
may in any manner whatever publish any description of a drug which is false or misleading, 

while Section 39 makes it an offence to use, for advertising purposes, reports or certificates 

drawn up by analysts, pathologists or inspectors in the implementation of the Act. The 

Minister of Health was empowered to make regulations for the implementation of the Act and 

such Regulations were in fact issued in 1930 (since when they have been amended on numerous 

occasions). These Regulations specify, inter alia, the information to be given on the labels 

of packages containing drugs. 

Of much more general importance, however, is the Drugs Control Act, 1965, which is 

essentially based on certain recommendations made by the Snyman Commission of Enquiry into 
the high cost of medical services and medicines. Certain provisions of the Draft Bill 

(issued on 15 January 1965) encountered opposition from the South African Pharmacy Board, 
the Drug Industry National Council (representing pharmaceutical manufacturers and distributors), 
and committees representing the Medical Association of South Africa. A number of changes 

were in fact made before the Bill was signed (on 19 June 1965) and promulgated as a Statute.- 
Regulations to implement the Act were issued on 15 December 1967. 

Various definitions are given in the Act. The definition of advertisement, in relation 

to any drug, is as follows: 

"any written, pictorial, visual or other descriptive matter or verbal statement or 

reference - 

(a) appearing in any newspaper or other publication; or 

- One provision of the Draft Bill which elicited considerable opposition was that which 

specified that the trade name had to be less conspicuous than the generic name in drug 

advertisements. This stipulation was in fact radically altered, as will be seen later in 

the discussion of the provisions of the Act (Section 18). 
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(b) distributed to members of the public; or 

(c) brought to the notice of members of the public in any manner whatsoever. 

which is intended to promote the sale of that drug ". 

It will be seen that this definition differs somewhat from that given in the Food, 

Drugs and Disinfectants Act, as mentioned above. 

The definition of drug is as follows; 

"any substance or mixture of substances used or purporting to be suitable for use or 

manufactured or sold for use in - 

(a) the diagnosis, treatment, mitigation, modification or prevention of disease, 
abnormal physical or mental state or the symptoms thereof in man; or 

(b) restoring, correcting or modifying any somatic or psychic or organic function 
in man ". 

This definition corresponds closely to that adopted by certain WHO expert committees. 

"Label ", used as a noun, is defined to mean any brand or mark or any written, pictorial 
or other descriptive matter appearing on or attached to or packed with and referring to any 
article or the package containing any article. 

The Act provides for the establishment of the Drugs Control Council and the Drugs Control 
Appeal Board and for the appointment of a Registrar of Drugs. The latter's duties include 
the keeping of a drugs register, in which all drugs the registration of which has been 
approved by the Council are to be registered. Subject to certain exceptions, no drug may be 
sold unless it is registered. The Regulations of 15 December 1967 prescribe that applications 
for registration of a drug must be accompanied, inter alia, by samples of all advertising 
material and package inserts which it is proposed to use. 

Provisions as to the labelling and advertising of drugs are laid down in Sections 18 and 
20 of the Act and Regulations 10 -12 of the Regulations. It is prescribed that the approved 
name of the drug (i.e. the internationally recognized name or such other name as the Drugs 
Control Council determines) and its registration number must appear on all labels and 
advertisements; they must be printed in letters not less than half the size of those used 
for any trade name or brand name shown and must in all other respects be no less conspicuous 
than such trade name or brand name. This provision does not apply to labels of drugs sold 
by medical practitioners or, on medical prescription, by pharmacists, for the treatment of a 
particular person, an exemption which was evidently introduced to enable the dispensing of 
placebos, etc. 

It is made an offence to publish or distribute any false or misleading advertisement 
concerning a drug or to make a claim in an advertisement to the effect that the therapeutic 
efficacy and effect of any drug are other than as stated by the Council or suggest that a 

drug should be used other than as stated by the Council (one of the functions of the Council 
is to disseminate information about each newly registered drug to medical practitioners, 

dental practitioners and pharmacists). 

Details of the information to be given on package inserts are specified in the Regulations; 
it is also laid down that when a drug is advertised orally for the first time to any member 
of the medical, dental or pharmaceutical professions, written information, to include at 

least the information required for package inserts, must simultaneously be given to the 
physician, dentist or pharmacist; when advertised orally on subsequent occasions, such 
information must be available on request. 
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Spain 

Pharmaceutical advertising is regulated, in Spain, by Chapter VII of the Decree of 

10 August 1963, and the Order of 7 January 1964 and the Resolution of 5 May 1964 for the 

implementation of this Decree. Of these last two items of legislation, the second replaces 

the provisions contained in the Circular of 30 October 1941; this provided for the 

establishment of a central board, concerned with advertising on a national scale, and provincial 

boards, concerned with advertising restricted to the individual provinces. It should be 

noted that the Circular of 1941 dealt mainly with advertising to the public. The only 

general principle, valid for advertising both to the public and the medical profession, 

contained in the Decree of 10 August 1963, is that laid down in Section 66, which provides 

that advertising must be truthful and must not be misleading. 

As laid down by the Provisions of the Decree of 1963, certain persons are not permitted 
to carry on pharmaceutical advertising on behalf of pharmaceutical laboratories; they include, 

inter alia, practising physicians and veterinarians, and pharmacists operating a pharmacy 

open to the public. Pharmaceutical laboratories may likewise not appoint medical auxiliaries 

engaged in professional practice, employees of wholesale pharmaceutical establishments, and 

officials or employees of establishments or centres making direct use of pharmaceutical 

specialities, to carry on pharmaceutical advertising. The same provision applies to persons 

on the staff of State, provincial or municipal health institutions, or semi -State organizations. 

All advertising intended for the public is subject to prior approval. No advertisement 

for medicaments or pharmaceutical specialities may be sent by laboratories to newspapers, or 

to radio or television stations, nor published or transmitted as the case may be, by them 
unless accompanied by its certificate of approval. All public advertising is therefore 

subject to authorization. In addition, all advertising intended to show that a medicament 

or a speciality is effective as a contraceptive or abortifacient, or which exaggerates or is 
misleading as to therapeutic properties of the product, is prohibited. Testimonials as to 

cures effected, and statements oy Spanish or foreign physicians as to the advantages of the 
product concerned, are forbidden. It is also forbidden to claim that medical advice is 

unnecessary. 

The order of 7 January 1964 gives a list of diseases the treatment of which must not be 
mentioned in pharmaceutical advertising, comprising: (a) the contagious diseases subject to 
compulsory notification pursuant to Section 6 of the Law of 25 November 1944 concerning 
national health, namely brucellosis, anthrax, cholera, diphtheria, scarlatina, dysentery, 

relapsing fever, typhoid and paratyphoid, influenza, leprosy, cerebrospinal meningitis, 

malaria, plague, poliomyelitis, rabies, rheumatism of the heart, measles, puerperal septicaemia, 
typhus, trachoma and purulent ophthalmia neonatorum, trichinosis, tuberculosis, chickenpox 

and smallpox, and also the diseases determined by the General Directorate of Health, on the 

recommendation of the National Health Council; (b) syphilis, gonorrhoea, soft chancre and 

lymphogranuloma inguinale, and their symptoms; (с) cancer, leukaemia and other malignant 

neoplasms, and neoplasms which may become malignant as a result of incorrect treatment; 

(d) schizophrenia, epilepsy, manic depressive psychosis, and exogenous psychoses and neuroses 

of all kinds; (e) diseases for which surgical operation or specialized therapeutic techniques 

may be indicated, namely appendicitis, adenoma of the prostate, abdominal hernias and anal 

fistulas; (f) diseases which, by their nature, require the hospitalization or continuous 

medical supervision of the patient, and in particular nephritis, varicose syndromes including 

haemorrhoids, cardiovascular diseases and asthma; (g) impotence and sexual frigidity, and 

syndromes due to pregnancy; (h) nervousness, insomnia, somnolence, and other disorders of 

the sleep rhythm, in which medication may give rise to dependence or habituation; (i) 

metabolic and endocrine diseases. 
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The Resolution of 5 May 1964 provided for the setting up of the Pharmaceutical Advertising 

Inspection Service, including a central office operating as part of the Pharmaceutical 

Registration Division of the General Sub -directorate of Pharmacy. Its duties include 

suggesting to the Pharmaceutical Advertising Inspection Service the changes necessary for the 

satisfactory operation of this Service, ensuring that the provincial offices implement the 
provisions governing pharmaceutical advertising, and co- ordinating the activities of these 
offices. Advertising restricted to a particular province is approved, in fact, by the 

competent provincial director of health, on the recommendation of the office concerned, in 

respect of advertisements in local newspapers and advertising disseminated locally in any 
other way. When advertising is to be broadcast by radio stations in Madrid or by television, 
the authorization is given by the General Directorate of Health. 

As far as advertising to the medical professions is concerned, the provisions of the 
Decree of 1963 lay down that the material must be in conformity with the pharmacological 
report on the speciality concerned, and with the printed matter accompanying it, as approved 
by the General Directorate of Health. It must state the pharmacological incompatibilities, 
the contraindications and the side -effects. 

A unique feature of the Spanish legislation is that any laboratory which considers that 
its interests have been harmed by advertising for a pharmaceutical speciality originating 
from another laboratory may complain to the General Directorate of Health, giving the grounds 
on which its complaint is based. During the month following this, the General Directorate 
of Health must reach a decision on the matter and indicate the changes to be made, if necessary, 
in the advertisement. 

Samples of pharmaceutical specialities may be supplied only for purposes of clinical 
trials, while laboratories may not directly or indirectly make gifts of any kind or give 
bonuses to practitioners or to any person engaged in the distribution of the specialities 
which they produce. They may not, in addition, contribute to the costs of, or subsidize 
medical, pharmaceutical or veterinary meetings or congresses, unless expressly authorized 
by the Ministry of the Interior to this effect. 
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Sweden á 

The control of pharmaceutical products, in Sweden, is dealt with by Crown Decree No. 126 

of 14 December 1962 and the provisions made pursuant to this Decree. One of the most 

important provisions of the Decree is that no pharmaceutical speciality may be sold unless it 

has been registered by the Royal Medical Board (the duties of this Board were taken over, on 

1 January 1968, by the National Board for Social Affairs). It is further laid down that 

"registration may . . . be cancelled if the conditions applicable to the marketing of the 

speciality are not observed, or if the advertisements for the speciality contain incorrect, 

highly exaggerated or misleading information as to its action or properties ". 

Apart from the above, no other form of legislative control of pharmaceutical advertising 

has been introduced in Sweden. In 1963, however, the Royal Medical Board, in conjunction 

with the Association of the Pharmaceutical Industry /Lkemedelsindustrifóreningen/ and the 
Association of Representatives of Foreign Pharmaceutical Companies /Representantfóreningen fбr 

Utlándska Farmacevtiska Industrien /, issued the Instructions for the Provision of Information 

as to, and the Advertising of, Pharmaceutical Products, by which, it appears, pharmaceutical 

advertising to the medical profession has subsequently been governed. 

In the introduction to the above -mentioned Instructions, it is stated that, for all types 

of information "the greatest emphasis must be laid on the provision of data, while at the same 

time, generalizations must be used with restraint ". In addition, printed information must 

contain "all the necessary information, and must be concise and clear in presentation ". 

As far as printed material distributed directly to physicians is concerned, the 

Instructions state that such material should become a valuable source of information, and that 

this aim can be achieved if the following recommendations are observed: 

(a) the greatest care must be taken in the provision of information as to side -effects 

and contraindications; information on new, important observations must be distributed 

separately; 

(b) when information on side -effects is distributed in any other way it must, as far as 

possible, give the date of the observations most recently made; 

(c) the active ingredients present in a pharmaceutical product must be stated in all 

communications of an informational nature concerning the product, use being made, for this 

purpose, of the chemical names of these ingredients; 

(d) all such communications must bear the year of publication. 

Publicity material of a purely "reminder" character is not required to contain the above 

information, but its distribution should be limited. 

In addition to the usual information, on dosage, clinical observations, etc., catalogues 

should contain: 

(a) chemical and pharmacological information; 

(b) information on side -effects, the risk of potentiation, and contraindications; if 

the date of publication is not given, the date of the observations most recently made must 

be stated; 

(c) information on the symptoms of acute intoxication and the treatment of over -dosage; 

(d) sufficient literature references for purposes of guidance. 

á 
Additional information received at the time the document was ready for issue concerning 

advertising to the public of non- prescription drugs will be included in the final version. 
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Advertisements of an informational type in professional journals must always state the 

contraindications and any serious side -effects, together with the active ingredient. 

Unrequested samples of pharmaceutical products should be distributed only to a limited extent, 
and samples of unregistered products must never be distributed for purposes of publicity. 
All advertising to the general public should follow the standards accepted for the advertising 
of non -prescription products. 

With regard to medical representatives, the Instructions merely state that "all oral 
information must be provided by personnel trained for this purpose ". According to Casslén, 
the Association of the Pharmaceutical Industry has now drawn up a training programme for 
medical representatives, including instruction in medicine, anatomy, pharmacology and 
physiology. 

In spite of the above -mentioned Instructions, it does not appear that the situation in 
Sweden, in respect of pharmaceutical advertising, is regarded as satisfactory by the Swedish 
medical profession, particularly from the point of view of publicity material mailed directly 
to physicians. Thus Hagskog quotes the experience of the physicians on the staff of the 
Karolinska Hospital who, in a single day, received 5775 items of such material by post. 
Hagskog suggests that the flood of direct mail advertising could be reduced if the Swedish 
Medical Association would accept responsibility for asking each physician to state explicitly 
the specialized fields in which he would like to receive such material. He also suggests 
that pharmaceutical advertising would be improved if all physicians were obliged to undergo 
compulsory post -graduate training. He makes no suggestion as to any change in the legislation, 
however, nor does any such suggestion appear to have been made in any other quarter. 
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Switzerland 

In Switzerland, each canton is entitled to regulate the control of pharmaceutical products 
independently. There is, however, an Intercantonal Agreement on the Control of Medicaments, 
which is implemented by the cantons. Thus the Law of 4 November 1962 concerning public health, 
of the Canton of Zurich, lays down that the decisions of the Intercantonal Office for the 

Control of Medicaments (OICM) are binding as far as the authorization of advertising is 
concerned, both for pharmacies and druggists' shops. All pharmaceutical specialities and 
medical appliances and equipment, as well as advertisements for them, are therefore subject to 
inspection by the OICM, and such products may not be marketed without its authorization. 
A general principle is nevertheless laid down in the above -mentioned Law, namely that advertise- 
ments for pharmaceutical products must not be misleading, exaggerated or offensive, or lead to 
the improper use of these products. In addition, the advertising to the public of pharmaceuti- 
cal products available only on prescription or which may lead to addiction, is prohibited. 

Such advertising may also be prohibited for all pharmaceutical products which may be supplied 
only by pharmacies. 

Although the OICМ has issued its own regulations, the cantons are entitled to lay down 
more stringent requirements. It is interesting to note that, as defined in the OICM 
regulations, the term "advertising" is taken as applying to advertisements, not only for 

pharmaceutical specialities, but also for medical equipment intended for use by the public for 

the diagnosis, prevention or treatment of diseases and disorders in men or animals, or the 

alleviation or temporary relief of infirmities. Advertising includes both advertisements in 

newspapers and magazines, and the distribution of brochures, posters, the use of films and 
projectors, and lectures for the general public. 

Section 11 of the OICM regulations provides that proposed packages and draft labels and 
brochures, as well as the drafts of all advertising material, where a speciality is to be 

advertised to the public, must be submitted to the OICM for approval. As far as foreign 

specialities are concerned, a certificate showing that they have been approved in their country 

of origin is also necessary. 

Section 7 of the regulations lays down that advertising to the public will be considered 

as illegal if it contains any statement which is liable to mislead the public, or which is false 

or contrary to public order or morality. Similarly, an advertisement or designation is illegal 

if it encourages the public to misuse medicaments or to use them without due care, for example 

by: (a) promising that results can be guaranteed or a therapeutic effect for which there is 
insufficient evidence; (b) mentioning symptoms liable to cause a false diagnosis to be made; 

(c) referring to testimonials and recommendations from laymen or members of the medical 

profession unknown to the health authorities, or using unrecognized or fictitious titles or 

qualifications; (d) mentioning the number of patients treated or reproducing photographs or 

radiographs of treated cases, and using expressions or illustrations liable to alarm the public; 

(e) using national, regional or local designations, except where such designations have been in 

use for a long period or where they are justified by the facts; (f) offering free gifts, 

prizes, etc.; (g) distributing free samples to the public, where such samples have not been 

requested. 

The above provisions are also applicable, by analogy, to displays in shop windows, and to 

brochures given to the public in pharmacies and druggists' shops. 

An important question is that of the classification of pharmaceutical substances, as 

provided for in Section 29 of the OICM regulations. Such substances are divided into five 

classes, as follows: (i) those which may be sold only on a medical prescription, which may not 

be refilled without the authorization of the physician; (ii) those which may be sold only on 

medical prescription; (iii) those which may be sold in pharmacies, without a medical 

prescription; (iv) those which may be sold in pharmacies and druggists' shops; (v) those 

which may be sold, without restriction, in any shop. The principles on which the lists of these 

different classes of substances are drawn up, and the conditions under which advertising to the 

public may be authorized without endangering public health, are drawn up by the OICM. 
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The advertising of dietetic foodstuffs has been dealt with recently in the Order of 
30 November 1967, which amends the Ordinance of 26 May 1936 on trade in foodstuffs. It is laid 
down, inter alia, that in the case of low -calorie foods, all references to the use of such foods 
for purposes of slimming, etc., in advertising, is prohibited, so that they shall not be made to 
appear as medicines. Finally, all advertising of medicines, including cosmetics having 
therapeutic properties, on television is prohibited. 
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United Arab Republic 

Under the Regulations issued in 1960, pharmaceutical products may not be advertised 
directly by the manufacturers, but only through the intermediary of offices specially appointed 
for this purpose and known as "Scientific Offices" or "Scientific Departments ". 

Each such Office or Department must be licensed in order to carry on its activities, and 

in order to obtain the licence, the personnel responsible for technical or scientific duties 

must be highly qualified. One Scientific Department may represent several foreign companies 

or factories. 

The main function of the above -mentioned offices is to provide the members of the medical 

professions with scientific information about pharmaceutical products. For this purpose, 

they may distribute printed matter, arrange for meetings and show scientific films. They may 

also visit members of the professions concerned in clinics, hospitals and laboratories, and 

distribute free samples. Every office must, however, keep a record of the free samples 

distributed and submit a monthly statistical report on this subject to the Supreme Board of 

Pharmaceuticals and Medical Requisites (SBPMR). 

Pharmaceutical products which have not been registered, or the importation of which is 

prohibited, may not be advertised, unless they are intended for purposes of scientific 

research, and only after the approval of the SBPMR has been obtained. It is forbidden for an 

office to advertise the pharmaceutical products of its parent company other than in medical or 

pharmaceutical journals, or in journals in the specialized field of the office concerned. 

The labels on the containers of pharmaceutical specialities must bear the registration 

number of the Ministry of Public Health. The contents of the packages must be in conformity 

with the labelling and other printed matter. The indications must not contain any vulgar or 

misleading expressions. The approval of the Technical Committee for Control of Drugs must be 

obtained before the publication of any printed matter concerning the product in question. 

It would appear that the above Regulations apply only to advertising to the medical and 

allied professions, since they contain no provisions concerning advertising to the public. 
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United Kingdom 

At the time of writing, the legislation on pharmaceutical advertising in the United 
Kingdom remains the same as it was at the time of the previous survey, but new legislation has 
recently been introduced which, when it becomes law, will change the situation completely. 
A short summary of the position as it exists at the present time will therefore be given, 

followed by an account of the origins and nature of the new law, which is expected to be passed 
in the near future, Some of the codes of practice mentioned in the previous survey have been 

replaced by new versions, and an account will also be given of these. 

Until the above -mentioned new legislation becomes law, pharmaceutical advertising 

continues to be governed by a number of laws, including the Venereal Diseases Act, 1917, the 

Cancer Act, 1939, the Pharmacy and Medicines Act, 1941, the Merchandise Marks Act, 1953, the 

Television Act, 1954, and the Food and Drugs Act, 1955. Of these, the most important is the 

Pharmacy and Medicines Act, which prohibited all advertising likely to encourage the public to 
make use of any article for the treatment of Bright's disease, cataract, diabetes, epilepsy or 
fits, glaucoma, locomotor ataxia, paralysis or tuberculosis (all advertising relating to 
venereal diseases and cancer was already prohibited by the Venereal Diseases Act and the 
Cancer Act, respectively); the advertising of abortifacients was also prohibited. 

The Pharmacy and Medicines Act also provides that no "substance recommended as a medicine" 
may be sold unless information as to its qualitative and quantitative composition is given on 
the container or label. The term "substance recommended as a medicine" is defined by the Act 
to mean a substance referred to on an article, on any wrapper, container or label, or in any 

document enclosed in the article, in any placard, etc., exhibited at the place where the article 
is sold, or in any advertisement, "in terms that are calculated to lead to the use of the 
substance for the prevention or treatment of any ailment, infirmity, or injury affecting the 

human body, not being terms which give a definite indication that the substance is intended to 
be used as, or as part of, a food or drink, and not as, or as part of, a medicine ". 

The Act lays down that the above provisions are to be enforced by the Pharmaceutical 

Society of Great Britain, and in this connexion, the Society published, in 1948, a list of 

terms and phrases, the use of which would be regarded as constituting a recommendation for the 
purposes of the Act. Thus, the following examples were given of terms, the use of which, 

considered in isolation, would in the Society's opinion constitute recommendation: 

Alterative Carminative Pectoral 

Analgesic Cathartic Pulmonary 

Anodyne Diaphoretic Pulmonic 

Antacid Diuretic Purgative 

Anthelmintic Drawing Sedative 

Antiphlogistic Emmenagogue Stomachic 

Antipyretic Expectorant Sudorific 

Antiscorbutic Haemostatic Vermicide 

Antispasmodic Hepatic Vermifuge 

Aperient Hypnotic 

Aphrodisiac Laxative 

Bronchial Lenitive 

Cardiac Linctus 
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The following phrases, in the Society's opinion, would also constitute a recommendation: 

Corrects acidity 

Reduces inflammation 

Produces perspiration 

Eliminates uric acid 

Antiseptic for application to wounds 

Protects the chest 

Eye ointment 

Ear drops 

Possesses blood- forming properties 

For the removal of hard skin 

Lines the stomach with a protective layer For softening hard skin 

Absorbs stomach poisons For the removal of warts (or destruction of warts) 

Absorbs toxins from the alimentary canal Urinary antiseptic 

Relieves pain Intestinal disinfectant 

Reduces swellings For disinfecting the bowel 

For bruises Prevents infection 

Cleanses the blood of impurities For irritation of the skin 

The Society considers that the use of body names in association with the name of a 

medicinal substance, as a general rule, constitutes recommendation, e.g.: 

Chest and lung mixture 

lead powders 

Stomach powder 

Liver pills 

The following descriptions of bodily conditions are considered to be within the meaning of 
the expression "ailment, infirmity or injury affecting the human body ": 

Abrasions Clergyman's sore throat 

Bites of insects Constitutional weakness 

Blotches and pimples Dandruff 

Bruises Decayed teeth 

Chafes Relaxed throat 

Chapped hands Scurf 

Chapped lips Sore lips 

Chilblains Sunburn 

In the important field of advertising on television, the Television Act, 1954, requires 

the Independent Television Authority to consult a medical advisory panel of independent 

consultants on advertisements for medicines and treatments, toilet products with therapeutic 

or prophylactic attributes, and veterinary medicines and treatments. 

An important feature of the control of pharmaceutical advertising as it stands at 

present is the part played by voluntary codes of practice. Of these, a revised version of 

the Code of Marketing Practice of the Association of the British Pharmaceutical Industry. has 

been recently issued. This contains, inter alia, the following general provisions applicable 

to all marketing activities: 
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(i) information supplied to the medical profession must be accurate and balanced, and 

must not be misleading; 

(ii) claims for the usefulness of a product must have prior medical review and approval, 

and must be based on an up -to -date evaluation of all the evidence. 

(iii) in quoting from medical literature, special care must be taken to ensure that the 
meaning of the original, taken as a whole, is not distorted; 

(iv) superlatives are to be avoided, the word "safe" must not be used without qualifi- 

cation, and it must not be stated categorically that a product has no side -effects or 
toxic hazards. 

In addition, publications other than those of a "reminder" type must include: 

(i) a quantitative list of the active ingredients, using non -proprietary names, 
contained in each unit or dose; 

(ii) a reference to dosage, method of use and route of administration; 

(iii) a reference to side -effects, precautions and contraindications; 

(iv) a statement that additional information is available on request; 

(v) the company name and address. 

"Reminder" publications must include the following: 

(i) a non -proprietary description of the product; 

(ii) the statement "Full information is available on request "; 

(iii) the company name and address. 

As far as medical representatives are concerned, the Code specifies that they must have 
been thoroughly trained, they must not offer any inducement nor employ any subterfuge to gain 
an interview, and the frequency with which they call on doctors or hospitals, and the manner 
in which they make their calls, must not be such as to cause any inconvenience. 

A revised "Independent Television code on advertising standards and practice" was issued 
in 1964. This lays down, inter alia, that: 

(i) in advertisements for medicines, treatments and products which are claimed to 
promote health or be beneficial in illness, the following are not allowable: 

(a) visual presentations of doctors, dentists, pharmacists, etc., which give the 
impression of professional advice or recommendation; and 

(b) statements giving the impression of professional advice or recommendation; 
to avoid misunderstanding, it may be necessary to establish positively that the 
presenter is not a professionally qualified adviser; 

(ii) no reference may be made to a hospital test unless the medical committee of the 
hospital concerned is prepared to vouch for its validity; 

(iii) no advertisement for a medicine may include a testimonial by a well -known person; 
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(iv) the use of the expression "tonic" is not acceptable; 

(v) no advertisement should state or imply that good health is likely to be endangered 
solely because people do not supplement their diets with vitamins. 

In addition to the foregoing, an important statement on sales promotion methods for 
medicines was issued in 1966 by the Council of the Pharmaceutical Society of Great Britain. 
This was concerned mainly with such methods as are liable to weaken the pharmacist's position 
as the guardian of the public interest in the safety and efficacy of medicines, including, 
for example, promotion to the public by means of free samples, prizes, gifts, competitions, 
etc., and promotion to the pharmacist by means of advertisements which put greater emphasis on 
the profit element than upon other information about the product, etc. Pharmacists were 
advised not to display or buy preparations on terms involving the acceptance of any of the 

above methods, nor to encourage the sale of preparations promoted by such methods. 

In the absence of any effective legislation governing pharmaceutical advertising and the 
above -mentioned codes of practice, dissatisfaction with such advertising has been expressed, 
e.g. by the Consumer Council, according to which the good effects of a drug are powerfully 
promoted by the manufacturers in direct mail, and through their representatives, using the 
brand name, but details of the bad effects, or impartial consideration of the true comparative 
merits, are given in articles mentioning only the non -proprietary name. The Council 

suggested, inter alia, that the Ministry of Health should employ pharmacists to make regular 
visits to doctors to inform them of new drugs, that medical representatives should be required 

to possess pharmaceutical qualifications, and that the non -proprietary name should be displayed 
as prominently in advertisements as the brand name. 

The introduction of new legislation an the control of drugs, and of pharmaceutical 

advertising, will be the consequence, however, not of any particular dissatisfaction with 
advertising, but of the Thalidomide affair, when "the House and the public suddenly woke up 

to the fact that any drug manufacturer could market any product, however inadequately tested, 

however dangerous, without having to satisfy any independent body as to its efficacy or its 

safety ". As a result, the Committee on Safety of Drugs was set up in 1964, to operate a 

voluntary system of screening of drug toxicity data and the collection of reports of adverse 
reactions to drugs in clinical use. 

Nevertheless, the establishment of this Committee was only a temporary measure, pending 
the introduction of comprehensive legislation covering all matters concerning medicines. 
In this connexion, important recommendations were made by the Sainsbury Committee, set up in 

1965 to examine the relationship of the pharmaceutical industry with the National Health 

Service. This committee, like the United States Senate's Subcommittee on Antitrust and 

Monopoly, was largely concerned with the prices of drugs, but was inevitably obliged, again 

like that Subcommittee, also to consider advertising because of its effect on the cost of 

drugs. 

The Sainsbury Committee, in its report, was critical of much pharmaceutical advertising, 
stating, for example, that "Most advertisements . . . seemed to rely on the common promotional 
devices to a greater or lesser extent and some seemed more concerned with imprinting a brand 
name on a doctor's mind than with seriously conveying medical information ", It was critical, 
also, of the training of medical representatives, quoting cases in which such representatives 
"were briefed by rehearsing with a prepared script in a manner which, in these instances at 

any rate, completely vitiated the industry's claim that the representative is a vehicle for 
conveying scientific information ". It concluded that "Quite apart from the wastefulness of 
the present methods of sales promotion, we consider that if the industry is to assume the 
function of informing doctors about medicines, and there is ample evidence that this is 

happening to an increasing extent, firms must discharge this role with appropriate responsi- 
bility. In our opinion this necessarily means that the industry must deny itself the wide 
licence which is traditionally allowed to the advertisers of other commodities, We conclude 
that some of the sales promotion effort of the pharmaceutical manufacturers fails to measure up 
to this responsibility ". 
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The main recommendation of the Sainsbury Committee was that an independent Medicines 

Commission should be set up and that "ultimately no prescription medicine should be sold in the 

United Kingdom which has not been licensed on the advice of the Commission ". From the point 

of advertising, the Committee recommended, inter alia, that: (i) there should be no brand 

names for new pharmaceutical products licensed on the advice of the Medicines Commission; 
(ii) it should be a function of the Medicines Commission to ensure that the information given 

to physicians by the pharmaceutical companies is impartially presented, complete, and as 

accurate as possible; (iii) the Commission should prepare a "control document" for a product 

on the basis of the information submitted by the manufacturer (an abbreviated control document 

might be introduced to facilitate the control of advertising), and all advertisements for 
licensed medicines should be wholly consistent with the control document; (iv) no product 
subject to the licensing procedure should be advertised until a copy of the control document 
has been sent to all practising doctors and pharmacists; (v) the Commission should require a 
company's representative to place a copy of the control document before any physician or 
pharmacist with whom he is discussing his company's products. 

In a White Paper, published in 1967, on forthcoming legislation on drugs and medicines, 
the constitution of a Medicines Committee, responsible for the licensing of drugs, is in fact 

envisaged, but there is no reference to any prohibition of brand names. In a special section 

of the White Paper dealing with labelling, description and identification, the following 
particulars of the proposed legislation are given, inter alia: (i) the labels of the containers' 

and outer packages of drugs, and any accompanying leaflets or package inserts will be subject 
to requirements making it possible to require a label, and any accompanying leaflet, to contain 
specified information; (ii) the labelling requirements will vary in content and range 

according to the class of drug; (iii) the sale, supply or possession for the purposes of sale 
or supply of any drug (including samples) bearing a label which falsely described the drug or 
is likely to mislead as to its nature, etc., will be prohibited; (iv) the publication or 
display by any means, including radio or television, of advertisements or the making of oral 
statements calculated to promote the use of a drug, which falsely describe it or are likely to 
mislead as to its nature, etc., will be prohibited; (v) the Ministers will be able to make 
regulations specifying drugs or classes of drugs all advertising of which will be prohibited, 
or specifying particular purposes for which drugs should not be advertised, or specifying 
particular expressions which should not be used in advertisements (exceptions would permit 
promotional information to be directed to special groups, such as the medical and pharmaceutical 
professions); (vi) requirements could also be made with respect to the content, format and 
manner of presentation of advertisements for drugs; (vii) provision will be made to ensure that, 
before a drug is promoted to a physician, dentist or veterinarian by direct mailing or by 
medical representatives, he must have been provided by the promoter, within a specified period, 
with an objective summary of essential particulars about the drug, as provided in the licence, 
and the promotional matter will have to be consistent with these; (viii) the licensing 
authority will be able to call for copies of advertising material and data sheets; 
(ix) provisions relating to the labelling or advertising of devices would be similar in scope 
to those for drugs. 

The Medicines Bill, introduced in February of this year, is based on the proposals 
outlined in the White Paper. It would, inter alia: (i) empower the Ministers to make 
regulations to impose requirements as to labels and containers for drugs, and package leaflets; 
(ii) make it an offence for manufacturers to supply such labels, containers and leaflets if 

they contain false or misleading information; (iii) require a standard data sheet to be 

supplied with, or earlier than, any advertisement for a drug; (iv) require that any such data 
sheet must not contain any information inconsistent with the advertisement. 
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United States of America 

Pharmaceutical advertising in the United States is subject to control both at the federal 

and state levels, while there are also a number of voluntary codes of practice. At the federal 
level, control is effected under a number of acts, of which the most important is now the 
Federal Food, Drug, and Cosmetic Act of 1938; this replaced legislation dating from 1906, 
and has subsequently been amended on several occasions, the most recent amendment being that of 
1962. The Act is enforced by the Food and Drug Administration. Before the provisions of 
this Act are described, an account will be given of other federal legislation of interest, 
namely the Federal Trade Commission Act, the mail fraud statutes, and the Fair Packaging and 
Labeling Act of 1966. Such information as is available on state legislation and codes of 

practice will be given after the federal legislation has been dealt with. 

Control under the Federal Trade Commission Act 

The essential provisions of the Federal Trade Commission Act concerned with the control of 
pharmaceutical advertising are those contained in Section 52, which makes it unlawful for any 
false advertisement to be disseminated for the purpose of inducing the purchase of food, 

drugs, devices or cosmetics. Any person who violates this provision is guilty of a 

misdemeanour if the use of the commodity advertised may be injurious to health. For the 

purpose of the Act, a "false advertisement" means an advertisement, other than labelling, 

which is misleading in a material respect; in determining whether an advertisement is 

misleading, account must be taken of the extent to which it fails to reveal any facts of 

importance. No drug advertisement is considered to be false, however, if it is disseminated 

only to members of the medical profession, contains no false representation of a material 
fact, and includes the quantitative composition of the drug concerned. The provisions 

mentioned in the preceding sentence have largely been superseded, according to Ladimer, by the 
1962 Amendments to the Food, Drug, and Cosmetic Act. 

In a comment on a recent case in which the Federal Trade Commission took action under the 
Act, the Commission pointed out that it was necessary to be sure that representations of 
health products "are absolutely accurate and do not contain promises, impressions or even 

highly veiled suggestions of efficacy which are in any sense false or misleading." 

Control under the mail fraud statutes 

Under Title 39 of the United States Code, The Postal Service, any person "conducting a 

scheme or device for obtaining money or property through the mail by means of false or 

fraudulent pretences, representations, or promises" may be refused postal facilities. In 

addition, under Title 18 of the Code, the use of the mails for fraudulent purposes is an 

offence. 

Numerous "mail fraud orders" prohibiting the use of the mails have been issued pursuant 
to these provisions and, from the ensuing proceedings, it is possible to draw certain conclu- 
sions as to the way in which they operate. Thus the purpose of such orders is not 

punishment, but the prevention of future injury to the public by denying the use of the mails 

to aid a fraudulent scheme. The decisive factor in the issuance of a fraud order is not 

whether anyone complains of fraud or was in fact defrauded, but whether the mails are being 

used to promote a scheme which may result in money being obtained from the public by means of 
false and fraudulent statements. To constitute a violation, false representations in 

advertisements, as part of a fraudulent scheme, must have been made with intent to deceive. 

A fraud order issued against a company selling a product as a remedy for sexual weakness was 
found to be proper, since the advertising used made extravagant and unfounded claims. 

Similarly, printed matter sent through the mails representing that certain pills were the 
result of long medical research and were a cure for all nervous and sexual diseases where 

epilepsy or insanity had not already set in, were found to be misrepresentations of fact and 

knowledge, since the pills merely contained old and well -known drugs possessing certain tonic 

properties. 
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Control under the Fair Packaging and Labeling Act 

Section 4 of the Fair Packaging and Labeling Act of 1966 authorized the Secretary of 

Health, Education, and Welfare to promulgate regulations imposing additional requirements, 

inter alia, as to the declaration of the identity of foods, drugs, devices and cosmetics distri- 

buted in interstate commerce, regulations governing certain aspects of such declarations having 

already been promulgated under the Food, Drug and Cosmetic Act (see below). Regulations were, 

in fact, issued by the Food and Drug Administration under the Act on 5 January 1968. These 

provide that the label of any prescription or insulin- containing drug in package form must bear, 

as one of its principal features, a statement of the identity of the drug, in terms of its 

established name (see below). If the drug is a mixture without an established name, the 

identity statement is constituted by a list of the ingredients and their quantities. In the 

case of an over - the -counter drug or device in package form, the principal display panel must 

bear, as one of its principal features, a statement of the identity of the commodity, in terms 

of its established name, in the case of a drug, or its common name, in the case of a device, 

followed by a statement of the general pharmacological category of the drug or the principal 

intended action(s) of the drug or device in terms meaningful to the layman, If the drug is a • mixture without an established name, similar provisions to those just described for prescrip- 
tion drugs apply. The identity statement must be placed in direct conjunction with the most 

prominent display of the proprietary name or designation. The indications must not be 
included in the statement, but in the directions for use. In addition, the statement must be 

printed in bold face type on the principal display panel in a size reasonably related to the 
most prominent printed matter on that panel. 

Control under the Federal Food, Drug and Cosmetic Act 

The Federal Food, Drug, and Cosmetic Act is applicable only to foods, drugs, devices and 

cosmetics in interstate commerce, such products being subject to state legislation, as subse- 

quently described, if they are not conveyed across any state boundary. Of the terms listed 

above, the following definitions are given of those of interest in the present survey. The 

term "drug" means: (a) articles recognized in the official United States Pharmacopoeia, the 

official Homeopathic Pharmacopoeia of the United States, the official National Formulary, or any 

supplement to any of them; (b) articles intended for use in the diagnosis, cure, mitigation, 

treatment or prevention of disease in man or other animals; (c) articles (other than food) 

intended to affect the structure or any function of the body of man or other animals; 
(d) articles intended for use as a component of any articles specified in item (a), (b) or (c); 

but does not include devices or their components, parts or accessories, The term "device" 
means instruments, apparatus and contrivances, including their components, parts and accessories 
intended: (i) for use in the diagnosis, cure, mitigation, treatment or prevention of disease in 
man or other animals; or (ii) to affect the structure or any function of the body of man or 
other animals. 

It should be noted that the term "interstate commerce" is defined in such a way as to 
include importation. 

Another important definition is that of "labelling ". This is defined to mean all labels 
and other written, printed or graphic matter: (i) upon any article or any of its containers or 
wrappers; or (ii) accompanying such article. The concept of "labelling" is thus very broad 
in character, particularly since, according to a decision of the Supreme Court, matter accom- 
panying an article is not restricted to labels that are on or in the article or package that is 

transported, but includes such matter even if not sent at the same time, It thus includes 
much that would normally be regarded as advertising, as mentioned subsequently. 

From the point of view of this survey, the main provision of the Act is that prohibiting 
interstate commerce in any "misbranded" drug or device. No definition is given of this term, 
but 15 conditions are specified under which a drug or device will be deemed to be misbranded, 
of which the most important are the following: (a) if its labelling is false or misleading in 
any particular; (b) if in a package form unless it bears a label stating the name and place 
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of business of the manufacturer, packer or distributor and an accurate statement of the quantity 

of the contents; (c) if any word, statement or other information required, under the Act, to 

appear on the label or labelling is not sufficiently prominent and in such terms as to render it 

likely to be read and understood by the ordinary individual under the usual conditions of pur- 

chase and use; (d) in the case of a drug, unless its label bears the "established name" of the 

drug, if any, where this term is defined to mean the official name, as designated by the 

Secretary of Health, Education, and Welfare, under the Act, or the title given in an official 

compendium, or the common or usual name; (e) in the case of a drug made from two or more 

ingredients, unless its label bears the established name and the quantity present of certain 

substances, whether active or not; (f) in the case of a prescription drug, unless its label 

bears the established name and quantity of each, active ingredient, and unless the established 

name on the label and labelling is printed prominently and in type at least half as large as 

that used for any proprietary name; (g) unless its labelling bears adequate directions for use 

and adequate warnings as to the conditions under which its use may be dangerous to health; 

(h) in the case of a prescription drug, unless all advertisements and other descriptive matter 

contain the established name, the quantitative formula, and such other information in "brief 

summary" relating to side -effects, contraindications and effectiveness as may be required by 

regulations made under the Act, provided that prior approval of advertisements may not be 

imposed by such regulations and that no advertisements for prescription drugs will be subject 

to the Federal Trade Commission Act, after such regulations have come into force. 

It is also of importance that the Act lays down that, in determining whether labelling is 

misleading, as mentioned in item (a) above, account must be taken of the extent to which it 
fails to reveal any important facts. 

Another important provision is that which prohibits interstate commerce in the case of a 
new drug unless a "new drug application" for that drug has been approved by the Food and Drug 

Administration; this is of importance, since it is laid down that every such application must 
include specimens of the proposed labelling. 

As compared with the situation described in the previous survey, the major change is the 
introduction, into the act, of item (h) above, by the 1962 Amendments to the Act (usually 

referred to as the Kefauver- Harris Amendments). These Amendments were the consequence of the 
investigation of the price structure of the American drug industry by the United States 
Senate's Subcommittee on Antitrust and Monopoly. Although the Subcommittee was primarily 
concerned with the effect on the price of prescription drugs of the large sums spent on adver- 

tising, evidence was also presented to it showing that much pharmaceutical advertising was 

misleading in character. 

The effect of the above Amendments is to transfer the control of the advertising of 
prescription drugs to the Food and Drug Administration whereas, until 1962, this had been the 

responsibility of the Federal Trade Commission, thus ending a state of affairs which appears to 
have been the source of a certain amount of confusion as to the precise responsibilities of the 
two federal agencies concerned. The Federal Trade Commission, in fact, is now responsible only 
for the control of the advertising of "over- the -counter ", i•e• non -prescription drugs. As far 

as such drugs are concerned, the only responsibility of the Food and Drug Administration, apart 
from that concerning the labels for such drugs, under the Fair Packaging and Labelling Act 
already mentioned, is to provide the Federal Trade Commission, on request, with such scientific 
data as may be available. 

The Food and Drug Administration thus controls, under the Act as amended in 1962, all forms 

of printed promotional material for prescription drugs, i•e• both advertising in medical 
journals and "labelling" in the broad sense in which it is used in the legislation, and the 

precise definition of which is given in the regulations to be discussed later. It has no 

control over the oral promotional statements made by the "detail men" who visit physicians' 

offices to promote their company's products, although it does have jurisdiction over any 
literature distributed by them to physicians; this may be considered as a serious limitation, 

since it appears that the detail man constitutes one of the most effective means of promoting 
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prescription drugs. In addition, it has so far no control over advertising by means of radio, 

television or the telephone, but draft regulations would give it jurisdiction in this field, as 

will be mentioned later. 

Regulations for the enforcement of the Federal Food, Drug, and Cosmetic Act 

Detailed regulations have been issued by the Food and Drug Administration for the enforce- 

ment of the Federal Food, Drug, and Cosmetic Act, and for reasons of space it is possible to 

deal only with the more important of these from the point of view of this survey. 

As far as the ingredient information, required by the Act, is concerned (see items (e) and 

(f) on page 64), the regulations lay down that the labelling of a drug may be misleading, 

inter alia: (1) because of the order in which the ingredients of a drug are listed; 

(2) because of the relative prominence given to the various ingredients; (3) if it fails to 

state the proportion of an ingredient or any other fact of importance about an ingredient; 

(4) if it uses some "fanciful" proprietary name for the drug or an ingredient, unjustifiably 

implying some unique effectiveness or composition; (5) if it unjustifiably creates an impres- 

sion as to the value of an inactive ingredient; (6) if it designates a drug or ingredient by a 

name liable to be confused with that of a different drug or ingredient. It has been stated 

that an example of what these provisions are intended to prevent is the prominent listing, but 

without a statement of the quantity, of a powerful ingredient, present only in such a small 

amount as to have little effect. 

In the case of a drug packaged in a container too small to accommodate a label bearing all 

the required information, such information must appear on the outer container or wrapper, if 

possible, or otherwise on a "leaflet with the package ". This "leaflet" is, of course, the 

package insert, although the term, as such, is not used (see also page 67). 

A special section of the regulations contains detailed provisions as to prescription -drug 

advertisements. This lays down, inter alia, that: (1) the order of listing of the ingredients 

of a drug in an advertisement must be the same as that on the label, and the information as to 

the quantity of each such ingredient must be the same as that on the label; (2) the necessary 

ingredient information, in an advertisement, must satisfy the same requirements as those laid 

down for labelling, as mentioned above; (3) the same prominence must be given in an advertise- 

ment, to the established name as is required in the case of labelling; (4) an advertisement 

must prominently display the name of at least one specific dosage form, and the quantitative 

ingredient information, required by the Act, must be in direct conjunction with such display. 

Other provisions deal with the case in which several dosage forms are mentioned in an 

advertisement. 

One of the most important provisions of the regulations, and one that appears to have been 

difficult to interpret, is that which lays down that any advertisement for a prescription drug 

which provides any information on indications or makes recommendations as to dosage must also 

contain a "brief summary" relating to side -effects, contraindications and effectiveness. In 

addition, the regulations require that "a fair balance" must be made in presenting the infor- 

mation on effectiveness and that on side -effects and contraindications, even if the advertisement 

is small in size and the amount of information presented is limited. Other provisions require 

the information concerning side -effects and contraindications to appear "in reasonably close 

association" with the information concerning effectiveness and to have "the same relative degree 

of prominence . . , taking into account all pertinent factors, including typography, lay -out, 

contrast and other printing features ". 

The Food and Drug Administration has given its interpretation of these provisions, and in 

particular of the concept of "fair balance ", according to which "What is intended by the concept 

of "fair balance" . . , is that if the effectiveness of the drug is stated in lengthy detail, 

the side effects should also be stated in comparable detail, but this does not necessarily mean 

an equal number of words or an equal amount of space." As far as the requirement "the same 

relative degree of contrast" is concerned, it has been stated that this means that the 
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"readability and visual appeal" of the information concerning side -effects and contraindications 

must be "adequate as compared with the information on effectiveness ", so as to be "a conspicuous 

and easily perceived part of the total advertisement ". 

Other provisions of the regulations are concerned with prescription drugs for which a "new - 

drug application" was approved after 10 October 1962 (as already mentioned, no new drug may be 

introduced into interstate commerce unless such an application has been approved), In this 

case, it is laid down that an advertisement for such a drug may not recommend or suggest any use 

which is not included in the labelling accepted as part of the approved new -drug application. 

In the case of drugs approved before 10 October 1962, certain additional uses may be recommended 

or suggested, provided that, as a result, the drug does not become an unapproved new drug, as 

defined in the Act. A drug for which a new -drug application has never been required may be 

recommended or suggested, in an advertisement, only for those uses: (1) for which it is 

generally recognized as safe and effective; (2) for which there exists "substantial evidence" 

of safety and effectiveness (adequate, well -controlled investigations, including clinical trials, 
by qualified experts); (3) for which there exists substantial clinical experience, adequately 

documented, as to its safety and effectiveness. 

The regulations prescribe that, under certain special conditions, prescription drug adver- 

tisements may not be disseminated without the prior approval of the Food and Drug Administration. 

This requirement applies if: (i) the sponsor or the Food and Drug Administration has received 

information which has not been "widely publicized" that the use of the drug may cause fatalities 

or serious injuries; (ii) if the Food and Drug Administration has notified the sponsor that 

such information must be a part of the advertisements for the drug; and (iii) if the sponsor 

has failed, within a reasonable time, to present a programme for ensuring that such information 

will be promptly and adequately publicized to the medical profession in subsequent advertise- 

ments. The precise interpretation of the expression "widely publicized" has been the subject 

of considerable discussion. The essential requirement appears to be that "information regarding 
newly discovered injurious effects of a drug must appear in literature that reaches virtually all 
physicians who use the drug or to whom the drug has been promoted ". It has been stated, in 

addition, that the "preclearance" of advertisements will be required only in relatively rare 

circumstances. 

It should also be noted that advertisements may be submitted, in advance of publication, to 

the Food and Drug Administration for "informal clearance ". 

The final provisions of the regulations concerned with prescription -drug advertisements lay 

down that "brochures, mailing pieces, detailing pieces, file cards, bulletins, price lists, 

catalogues, house organs, literature reprints , . , reference publications for use by medical 
practitioners, pharmacists or nurses containing drug information . . . are regarded as labelling ". 
As such, they are subject to the requirements applicable to labelling, as laid down in the Act 

and the regulations made under it. In particular, they must provide a "full disclosure" of the 

information available concerning the drug which they are promoting, as opposed to the "brief 

summary" required in the case of advertising. 

It is of interest that the above list of items regarded as labelling does not include 

package inserts, which have already been mentioned (see page 65) and are also dealt with later 

in the provisions concerning the directions for the use of drugs and devices (see below). In 

addition, no definition is given of the term "advertising ", but this can only mean advertisements 
in medical journals. 

A special section of the regulations is devoted to the directions for the use of drugs and 
devices. These lay down that "adequate directions for use ", the provision of which is required 
if a drug or device is not to be misbranded, means "directions under which the layman can use a 

drug or device safely and for the purposes for which it is intended," Directions for use may 

be inadequate, inter alia, because of omission, in whole or in part, or incorrect specification 

of: (1) statements of all conditions, purposes or uses for which the drug or device is intended, 

including those for which it is prescribed, recommended or suggested in its oral, written, 
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printed or graphic advertising, and those for which it is commonly used, but no reference 

must be made to those for which it may be safely used only under the supervision of a medical 

practitioner, and for which it is advertised solely to such practitioners; (2) quantity of 

dose; (3) frequency, duration, time and route or method of administration or application; 

(4) the method of preparation for use. 

Prescription drugs are exempted from the above provisions if, inter alia, the label 

bears the statement "Caution: Federal law prohibits dispensing without prescription ", the 

recommended or usual dosage and the route of administration. Such drugs are also exempted 

if any labelling, whether or not it is on or within a package, which gives information as to 

use, or which prescribes or recommends a dosage, contains: (i) adequate information as to 

indications, effects, dosages, routes, methods, and frequency and duration of administration, 

and any relevant hazards, side -effects, and precautions under which the drug can be safely 

used, including all conditions for which it is advertised or represented; (ii) the same 

information concerning the ingredients of the drug as appears on the label and labelling on 

or within the package. 

The expression "labelling within the package" would include the package insert, although 

this is not mentioned as such. According to Buday, the Food and Drug Administration has 

unofficially recommended that certain paragraph headings should be given in a package insert 

and in the following order: (1) the name of the drug; (2) its description; (3) its action; 

(4) the indications; (5) the contraindications; (6) warnings; (7) precautions; (8) adverse 

reactions; (9) the dosage and administration; (10) the availability of the drug; 

(11) references. 

Proposals for new legislation 

As will have from the foregoing, the interpretation of of 

the regulations dealing with advertising has given rise to certain difficulties. For this 

reason, the Food and Drug Administration published a proposed amended version of these 

regulations in May 1967. The amended regulations would require the inclusion of a "true 

statement of information in brief summary relating to side -effects, contraindications and 

effectiveness" in any advertisement for a prescription drug if such advertisement recommends 

any indication, suggests a dosage, or contains any claim for safety or effectiveness. A 

statement of this type would not be required in "reminder advertisements" or price lists, 

or in advertisements for drugs sold in bulk, for use as prescription chemicals or as components 

for use in compounding prescriptions. 

The proposed new regulations go into considerable detail as to the conditions under which 
an advertisement for a prescription drug would be considered "false, lacking in fair balance, 

or otherwise misleading ", and list no less than 34 such conditions. These include, for 

example, cases in which an advertisement contains favourable information about a drug which is 

no longer valid, selects information in such a way as to make a drug appear safer than it is, 

contains data from animal studies presented in such a way as to suggest unjustifiably that 

they have clinical significance, uses reports claimed to be statistical analyses which are 
inconsistent with the principles of statistical theory, uses misleading headlines or other 
written, printed or graphic matter, fails to present information on side -effects and contra- 

indications in as much depth and detail as claims for effectiveness and safety, in the case 

of an advertisement on more than one page, fails to present information on side -effects and 

contraindications either on a facing page or another full page, when such information is a 

distinct part of the advertisement, etc. 

The proposed regulations also contain what are called "promotional labelling options and 

requirements ". All labelling, in the wide sense of this term now established, would be 

required to conform to one of the following options: (i) "full disclosure ", in the case of 

labelling purporting to present adequate information for the use of the drug; (ii) "full 

warning disclosure ", if the labelling recommends a dosage, gives information on one or more, 

but not all, indications, or is of more than three pages; (iii) "brief summary ", if the 
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labelling recommends any indication, or contains any claim for safety or effectiveness; 
(iv) "reminder labelling ", which may contain the name of a drug, and information on quantity, 
price and the name of the manufacturer but no other information. 

The proposed regulations would make advertisements subject to the Food, Drug, and Cosmetic 
Act include advertisements by radio, television and telephone. They would also require films, 
film strips, sound recordings and related audio or visual promotional labelling to present 
information on the major side -effects and contraindications of the drug concerned. The 

presentation would be required to close with a statement that the drug has side -effects and 
contraindications other than those mentioned, and that "full disclosure" information will be 

presented to the audience in printed form. 

According to a statement made by representatives of the Food and Drug Administration, the 

aim of the proposed regulations is to make explicit the outlook of the FDA towards certain 

advertising and promotional practices. As far as the concept of "full disclosure" was 
concerned, it was stated that this implied inclusion of "substantially all" the information 
required in the package insert, but not necessarily of all the information which a package 
insert may contain. "Full warning disclosure" was intended to provide concisely the 
information required by physicians for a selected use of a drug. The "brief summary" option 
would permit promotional labelling to follow the rules applicable to journal advertising. 

Numerous criticisms of the proposed regulations have been made by representatives of the 
American pharmaceutical industry. Thus, the President of the Pharmaceutical Manufacturers 
Association 
the premise 
information 
the drug . . 

has been quoted as saying that "The proposed regulations appear to be based on 
that each piece of advertising must be written as though it may be the only 
which the prescribing physician will have to evaluate the properties and uses of 

We are compelled to oppose regulations which appear to be designed to 
encourage physicians to believe that they can rely on advertisements for this purpose . . . 

The regulations now proposed go far beyond any new clarification of existing regulations and 
drastically extend and expand governmental controls over advertising ". He added that the 

Pharmaceutical Manufacturers Association especially objected to the prohibition of the 34 

specific advertising practices by the proposed regulations, and to that portion dealing with 

audiovisual presentations, and claimed that the law gave the Food and Drug Administration no 

jurisdiction over this type of promotion. 

State legislation 

As mentioned previously, the Federal Food, Drug, and Cosmetic Act applies only to foods, 

drugs, devices and cosmetics in interstate commerce; this is a consequence of the federal 

structure of the United States of America, as is the fact that foods, drugs, devices and 

cosmetics which remain within the boundaries of the state in which they were produced are 

subject only to the legislation of that state, 

In principle, each state is entitled to legislate without reference either to federal 

legislation or to the legislation of other states. In practice, however, in the field of 

food, drugs and cosmetics, a considerable degree of uniformity has been achieved on the basis 

of the Model Food and Drug Law prepared by the Association of Food and Drug Officials of the 

United States. According to Burditt, speaking in June 1966, the Model Law was then in effect, 

with some modifications, in 33 states out of 50. 

The Model Law was based on the Federal Food, Drug, and Cosmetic Act of 1938, and it does 

not appear that any steps have so far been taken to bring it into line with the 1962 

Amendments to that Act. 

California may be taken as an example of a stag where a law of this type is in force. 
Thus, Chapter 2 of Division 21 of the Health and Safety Code prohibits the manufacture, sale, 

advertising, etc., in California of any misbranded drug or device, and lays down the conditions, 

similar to those in the Federal Act of 1938, under which misbranding is considered to have 
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occurred. The Chapter also contains provisions dealing directly with advertising. These 

lay down that the dissemination of any false advertisement of a drug or device is prohibited. 
In addition, the dissemination of advertisements, other than to members of the medical, 
dental, pharmaceutical or veterinary professions, exclusively in scientific periodicals for 

these professions, or for health education purposes,. of drugs or devices for the treatment of 
the following diseases is prohibited: albuminurie, appendicitis, arteriosclerosis, blood 
poisoning, bone disease, Bright's disease, cancer, carbuncles, cholecystitis, diabetes, 
cataract, diphtheria, dropsy, erysipelas, gallstones, cardiovascular diseases, high blood 
pressure, mastoiditis, measles, meningitis, dental caries, mumps, nephritis, otitis media, 
paralysis, pneumonia, poliomyelitis, prostate gland disorders, pyelitis, alcoholism, erosion, 
periodontal diseases, epilepsy, goitre, scarlet fever, sexual impotence, sinus infections, 
smallpox, encephalitis, tumours, typhoid, uraemia, venereal disease, whooping cough, 
tuberculosis, ulcers of the stomach, and varicose ulcers. If, however, the State Board of 
Health determines that, thanks to an advance in medical science, self -medication for any of the 
above diseases has been made safe, it may authorize the advertising of drugs or devices for 
the treatment of the diseases concerned. 

In the states in which the Model Law is not in effect, legislation is based on the 
Federal Act of 1906. Legislation of this type exists in Maryland, for example, where a drug 
is deemed to be misbranded if: (i) it is an imitation of or offered for sale under the name 
of another article; (ii) if the contents of the package have been wholly or partly removed 
and replaced by other contents; (iii) if it is labelled or branded so as to deceive or mislead 
the purchaser, or if it falsely purports to be a foreign product; (iv) if its package or 
label bears any statement, etc., regarding its curative or therapeutic effect, or that of its 
ingredients, which is false or misleading, i.e. not supported by substantial medical opinion 
or demonstrable scientific facts; (v) if the label fails to state the quantity or proportion 
of certain substances. In addition to the foregoing, separate provisions prohibit the 
advertising to the public of drugs for the treatment of venereal diseases. 

The Model Law was based on the Federal Food, Drug, and Cosmetic Act of 1938, and it does 
not appear that any steps have so far been taken to bring it into line with the 1962 Amendments 
to that Act. In the states in which the Model Law is not in effect, legislation is based on 
the Federal Act of 1906. Under legislation of this type, a drug is misbranded, inter alia, 
if: (i) there is a false or misleading statement on the package or label regarding the 
ingredients of the article; (ii) there is a false or misleading statement on the package or 
label concerning the therapeutic properties of the article. 

It should be noted that, in the majority of the states, drug advertising is also covered 
by the Printers Ink Law; this is a model law governing advertising in general, which makes 
false or misleading advertising a misdemeanour. 

Codes of practice 

The existence of various voluntary codes of practice was mentioned previously. Of these, 
one of the most important is the Code of Fair Practices in the Promotion of Drug Products, of. 

the Pharmaceutical Manufacturers Association, a revised version of which was issued in 
September 1967. This states that "complete and accurate information concerning marketed drug 
products should be made available promptly to the medical profession. Promotional communi- 
cations to the medical profession which include a description of indicated uses or dosage 
recommendations for a prescription drug product should also include a summary (or full dis- 
closure where required by law) of side effects, precautions, warnings and contraindications, 
and effectiveness for the described indicated uses. Such summary should have sufficient 
prominence in terms of type, size, location and similar factors to provide reasonable 
assurance that it will be observed." 

The following is also stipulated, inter alia, in the Code: 

(i) statements in promotional communications should be based upon substantial scientific 
evidence or other responsible medical opinion; claims should not be stronger than 
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should be available to the medical profession on request; 

(ii) statements concerning, or quotations from medical literature or personal communi- 

cations should not distort their meaning or significance; 

(iii) comparisons with other drug products should be made on a valid scientific basis; 

(iv) no public communication by a manufacturer shall be made with the intent of 

promoting a drug product as safe and effective for any use before approval for marketing 

for such use is obtained; 

(v) promotional communications should have medical clearance before use. 

A code of a different type is that adopted by the American Medical Association and 

entitled "Principles Governing Advertising in AMA Scientific Publications ", The Office of 

Advertising Evaluation of the AMA is responsible for determining the eligibility of products 

and services as well as the extent of the claims which may be made for them in the advertising 

pages of the Association's journals. According to Knotts, the code lays down that; 

(i) advertisements must not be deceptive or misleading; 

(ii) layout, artwork and format should be such as to avoid confusion with the editorial 

content of the publication; 

(iii) unfair comparisons or the blatant and unwarranted disparagement of a competitor's 

products or services are not allowed; 

(iv) sweeping superlatives or extravagantly worded copy will be rejected, and any claims 

for superiority must be supported by evidence acceptable to the Association; 

(v) quotations or excerpts from published papers are acceptable only if they do not 

distort the meaning intended by the author; 

(vi) claims made within quotations must conform to the same standards as unquoted claims; 

(vii) advertisements will not be accepted if they appear to conflict with the principles 

of medical ethics. 
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Yugoslavia 

Pharmaceutical advertising in Yugoslavia is at present regulated by the provisions of 

Section 4 of the Law concerning trade in medicaments, promulgated by a Decree dated 4 April 

1965; these provisions are essentially similar to those of Decree No. 389 of 7 November 

1953, which has been repealed. 

Medicaments may be advertised for the approved indications only in the professional 
medical and pharmaceutical press and in publicity material intended for physicians and 
pharmacists. However, certain medicaments may, when this is in the public interest, also 

be advertised in other publications or by other means (radio, television, etc.), subject to 
the approval of the agency responsible for health in each Republic. The term "medicaments" 
is defined in the Law to include pharmaceutical specialities, biological preparations, 
pharmaceutical substances, dressings and sutures, and other articles designated as 

medicaments pursuant to special provisions. 

Section 16 of the Law specifies the information to be given on the outer wrapping or 
label of pharmaceutical specialities and biological preparations. All such products must, 
in addition, be accompanied by the directions for use and certain other information (a 

description of the effect of the product, the indications or contraindications, the 

permissible doses, the mode of administration, the expiry date, and instructions as to 

storage). This information must correspond with that submitted with the application for 
approval of the marketing of the medicament. 


