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Topic 15¢ ADVERTISING OF MEDICINAL PRODUCTS

Background -

. At the XV Pan Amerlcan Sanitary Conference, held in San Juan,
Puerto Rico, 21 September=3 October 1958, careful attention was given to
two important problems concerning medicinal products: (a) their control
and registration, and (b) advertlsmg. ‘While the second of these problems,
which was raised by the delegation of Panama,‘really involves points
complementary to the first, the Conference felt that it deserved to be
the object of a special study and, in Resolution XXII, instructed the
Director of the Pan American Sanitary Buream to include on the agenda of

\ the XI Meeting of the Directing Council a topic on the problems arising
. from the advertlslng of medlc:.nal products. }

The Directing Council, after carefully examinlng the matter at
its XI Meeting, adopted Resolution XXX, as followss

“"The Directing Couneil,

Bearing in mind that at both the XV Pan American Sanitary
Conference and the X Meeting of the Directing Council, the Member
. .. Covernments of the Pan American Health Organlzation expressed their
.. deep .and constant concern over the problems arising from the
misleading advertlslng of medicinal products dlrected to the general
publics .

Taking into acco'unt. the fact that a‘b.pf‘eseﬁt there are mo
. available means of control that are easily applied and are
acceptable to a11 the govemments; and ‘ -

~ Considering that, inh conformrby with Resolution XXV of
the X Meeting of the Directing Council, the Pan American Sanitary
Bureau already has under study the problem of drug registration
in the Member Countries,
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RESOLVESs

1, To instruct the Director to study the present
situation of the control of advertising directed.to the general
public and to inform the next meeting of the Council on the
progress and studies made with respect to the following pointss

(a) Nature of the control of advertising:.in: the different
countries;

' (b) Measures of self~regulation within industry; and

(c) Practical problems arising from the application of
various legislations or activities for the contiol of advertising.

24 To reconmend tha.t the Govermrents of the }hmber COuntries
adopt measures to prohibit false or misleading advertising of
medicinal products,” e g

In compliance with this decision, the Director consulted all M—:mber
Govemments of the Organization in regard to the three points set’ forth :|.n -
the. ﬁrst operative paragraph of the: resolution, “and reported to the
’XII Meeting of the Direct Council on the progress of the study that was
mid;r way (Document cmz/ ¢ .The Council then approved Resolution XXII,
as followss . , . . .

nThe Directing Counetd, . ) S
" 'Having examined Docurent CD12/16 on. \ the advertising of
medicinal products, presetrbed by the Director of the Pan American

- Sanitary. Bureau, S ,

RESOILVES:
S 1. To ta.ke note of Document - CD12/16.

2. _ To instruct the Director of. PASB to cont.inue the study
of the present- situation with respect to the control of advertising
of medicinal products, in accordance with Resolution XXX of the
XI Meeting, amd to report the results to the XIII Meeting of the

. Directing Councile . s

3 3. To rai'bem’ae its recommendation that the C‘overmrents of
the Member Countries adopt measures to prohib:.t false or misleading
‘_"advert.ising of medicinal products. s,

-
R
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#0.:.." The Governments of  tie following countries have replied to the

1iguiry mades Argentina, Bolivia, Chile, Colombia, Costd Rica, Ecuddor, ...
El Salvador; Guatemala, -Mexicos: ;Panama, Paraguay, Peri, the United ‘States
~of ‘America, -Uruguay,. and Venezuelse, i . 5 o i oL fecoe SRR e o
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7 Lepsemation hes also heen received from Antigua, Barbados, “British”

“Giiana, British Honduras, Dominica, Grenada, Jemaica, Netherlands Antillés,
Saifit Kitts, Saint lucta; Surinam, Trinidad and Tobago, and the Virgin
Tslands (UeKiei™ - o0 moiin "o s i ST
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In some cases the Governments answered sending copies, Of ‘the e

pertinent legislation; in other cases, a summary of that legislation was™'

sent,  dccoftpanied by'a sommentary. on the .difficulties encountered.in its

applicationy and .finally;: in: at;least one, casey the explanation ¢f the .
legislative:heasires: .adopted was aceompanied by a_-bggda,g_i',ndqpué’.s,idh“
the Problemyi - i L. i L v R
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=i The. fact that'n tallﬁthe oountriespmﬁaéd e S
; cgnxplet§,wnp_?.r§tlve

informiation "ahd: that the. data: requested: from some Goven
yeb- beerr received: has: made: it imposgible o carry oub 8
studye IR B R R B RS
It 7027 ‘Neverthelessy-the information obtained is perhaps sufficient to

iridicate the main aspects-of -the important questions’Faised, in the field
of ‘public health; by-.the advert: sing: of medicinal gx;ogitié_tsf*j.; SRR

‘. .
«
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Characteristics of the Control of Advertisings Napure and: font 52 the ”
Problem = oo DRI R DA
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- The advertising of medicinail products gives rise %':‘aiﬁﬁ%ﬁ;éﬁ~}ofila i
medfco<juridical:mature, since :any. seriterion. chogen ;to.resolve. it must

. have as aibasis:the goal: of: protecting -the, health of. the. population, as.. .
well as a legislative provision to put it-into effect,, The e.ogi‘.g%n,su’i_ii;"f’j,
this problem, which is world-wide in scope, are very remote, but in ost”

of the coumtries the-legislation bearing on.it dates from after 19h0e

4

This is understandable because-it. has been in this ‘century.that the risks
of froe advertising of-medicinalipreducts.have.bgeome. ost, cléarly. defined’
and have seen the most rapid developments Two factors have powerfully * ™
influénced. thils. processs -the miltiplieity of the ,pharmaceutical preparations
that. are put on sale, which in:some countrie s -amownt.. to more than h0,0003

-and the inereasing: diversity and effectiveness of: the publicity msdiae .

oSG L 4

Measures Adopted by the Countries of the Americas e

The -advertising-of: medicinal ‘products: »has peetf a ma.ttq;' of, concern

to the Governments of all countries of the Americase All of them have ™
.regilations. to.deal with this makter, -.although. the .nature and degree of

~dotail of. the measures’ adopbed, vary. In some cases, theré ava special .

laws’ on the matter, but in others. these .copditions.are covered by ieasuies

of a broader nature, such as those dealing with production, “régistration, >
or trade in pharmaceutical productse
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.The extent “to which each of ‘these legislative measures-is applicable
alsd’ varies accoxding to the political -and -ddministrative structure of the
varidus countiies. In coumtries with a federal constitution, the. states -
or provinces crenerally enjoy full altonomy in the regulation of advertlsing,
a fact which, in some cases, makes difficult or impossible the exercise of
'effectlve oontrol on the part of the authorities oi‘ the national government-

Y ‘study of thé various 1eglslative provisions in force allows one
to note the acceptance, in many cases, of various points of.viey that can-
serve as.a guide for the solution of the problem raised by the advertising
of medicinal products. Yl

First of all it is’ to be noted that most of the provis:l.ons in |
this’ field are ‘of a' réstrictive or prohibitive nature. This is. because
publleity is, ‘in"prinéiple, a lawful-and beneficial activity that
constitutes one of the essential factors of commercial prosperity in the
modern worlds In general, whoever produces an article for public
consmuption has a right'to make that article knowne But there are cases
An which the advertiser, in ‘exercising this right, inclines-toward poor
““taste, passes ‘the bounds of ethics, and even enters fully into: the field
of the unlawfuls e
R :Ls very easy to reach  this point in the advertising of medicinal
products, s since; to a degree unsuspected by many, the health or even the
life of individuals may be put at risk. It is not enough that a product
be harmless in its content. The most innocuous of preparations may
producé pernicious aid even. fatal effects if it causes 4 patient, - .
convinced of its curative power, to delay his visit to the doctor until
: all possib:.lities of _cure have been lost.

- These dangers to “the health’ of the public impose upon Governments
the: necess:r.ty ‘for carefully studying where the.perils of’ advertiemg begin,
because that is Just where the f:Lrst limits must be set.

W ‘From the var:.ous laws compared in the course of this study, it is
-seen that the following standards are, to-a greater or less degree, :
'earning acceptance in the countries of the Americas: . .

SRS I8 Distinction between advertising 1ntended for profess1ona1
people and_ that'intended for the lay publice While freedom:is.respected
- for’ ‘the ‘Firet «Vals mentioned, “important restrictions:are established for

the second. .
... . 2e Requirement that the texts of advertising dlrected at the
public be submitted to competent authom.ties for prior approvale

‘3, Prohibit:l.on of the announcement to the publ:.c of products -that
_,‘must be sold under prescription or those intended for the cure of certain
diseases, such as leprosy, cancer, tuberculosis, S'yphllls, and gonorrhea.

, A e, S
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Le Prohibition of street advertising.

5«  Prohibition of advertising medicinal spec1alt1es without
indicating the basis of thelr compos1tlon.

6e Prohlbltlon of all expre551ons that attribute a preferentlal
quality to a product, such as "irreplaceable," "the best," "magic," or.
"miraculous.“

- Te Prohlbitlon of statements that encourage self-medlcatlon or.
abortive praotices» - : :

B PTOhibltlon of the use of testlmonlals of 1nd1viduals, doctors,
dentists, etc., assurlng cure of a dlSGaSQo

9« Prohibition of distrlbublon to the publlc of “medical samples."
These must be clearly marked as such and can be distributed only to
professional people; they must be devoted to experimentation..

10« Necessity for foreign products to be subjected to the same
reduirements ‘as national products, with:respect to “the obtalnlng of
licenses to permit their announcement -and -sales :

* 11, - Prohibition against the use of advertising submitted for
approval ‘in a means of publicity other than that for which authorizatlon
was requested, L

.12. Prohibition of any erroneous statements, which are taken to
include any statement that does not reveal the formula, content, name of

the manufacturer, etc.

Penalties for Violations

The penalties imposed on violators of the established standards,
vary from one country to another and according to the gravity of. the
infraction. Starting with a mere warning or fine, they may extend to
cancellation of the license to sell and even accusation before the courts.
of lawe There is also considerable variation among the various countries
as to ‘the agencies charged with enforecing the established regulations’
and as to the extent of responsibility in cases of violation. In some
cases; in addition to considering as directly responsible. for infractions
related to the advertising of pharmaceutical specialties those persons,
companies, or corporations that order the advertising, it is prohibited
to printers to accept orders that do not bear the 51gnature of accredlted
persons 1ocated within the country.'
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Means of Self-regulation mtl'u.n the Industry SRR YT

-~ From'the answers received, it appears ‘that, in the ma;}ority of the
countrles » express measures ©of self-régulation: have 7ot .been -established :
in the industry.- In many cases, professional ethics, for which the
Pharmaceutical Coileges ‘assune” responsibllz.t.y, effect:.vely takes the place
of such. measures of self—-regulatlon. S CLerhT RN

Among the replies received, there is one that explains in de'bail
the criteria:which the" labo¥atories that prodice’ medicaments follow :‘Ln
preparing the texts of advertising for approval by the publicihealth -
authorities. In the preparat:.on of these texts 3 the laboratories take
inftordeedbuniby < e w CCERIIES A

as The work of the:Lr own research departments.
BTN I Gy S I .:” tis S,

bs Pharmacologaca]? and cl:.nlcal—therapeutlcal work and proposals ¥
for advertlslng ‘sent’by: the: manufacturers of products that are not- made -

..-- - 'Y it e L, N T Wl s

[ B

The degree of competitlon ex:Lst:Lng in: the market w1th respect
to products similar to the medicament advertiseds .. - vi .o #f 2sln F :'

S teww T

‘The heed: for ‘beginning, maintaining,. -or increaging the sales
of ‘g~ pmduct, :whlch ‘sets ‘the measure for the iscoper-and the: tone of the - -:
advertising. BRSSPI

T EP9THE aptltilde ot capac'lty of-each laboratory.to ‘give ’p‘ublic
information, ¥ the ndeessary:er required collaboration of . pubhc:rby
agenciese. B S J T A R

Problems in the Application of the Various Legal Provisions or Actlv:e.ties :
to Control Advertls 1ng '

J)esplte ‘t.he fact that ‘as has already been sa1d,~*the oountrles of .-
the Americas-have adopted measures for controlling the -advertising of.
medicinal . products, rthismatter continues in many cases to be a.serious .-
problems - :Bven though’ ilegislative - measures. may be well conceived; they ‘are
not always -easyto . apply, owing 4o such diverse reasons as the difficulty .
of exercising.control Ain certain remote ‘ardas.of some countries, and the.:
characteristics of modern:publicity techniques, w hich often ge'b arou.nd e
all the bamers‘ ‘set up by the 1eg1s1ator. ~_ - 3.:: aanto

: : In the prlnted adverblslng that appears in newspapers > magazines 9
pamphlets » and other national publications, it;is. relatively: simple to-
ascertain whether the texts that appear coincide with those that have
been approved in advance. This check is made periodically, taking -
advantage of newspaper clipping servicese

#
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It is very difficult, however, to exercise effective control over
the advertising conducted by loudspeakers in small and remote communities.
It is also very difficult, in most cases, to check on the advertising done
over radio and television. - ‘

Similarly, various Governmsnts;point out the difficulty of
controlling the advertising that appears in magazines, pamphlets, etc.,
of products manufactures abroad.

The loudspeaker, radio, and television have come to aggravate the
problem of the advertising of medicinal products, not only for the reasons
already mentioned but because they represent a powerful means for reaching
the masses of the people, by-stepping even the barrier that written
advertising meets in illiteracy. Moreover, it is most unlikely that any
legislative formula, however thorough, will cover all the means that modern
publicity will find for reaching the public. The frequent interruption of
a radio program to announce the name of a product, or the repeated
flashing of this name on movie screens or on strategically-located neon
signs, may prove more effective than the most elaborate of advertising
claims, These difficulties of control undoubtedly influenced the decision
of one European country, Denmark, to prohibit all advertising of medicinal
products through motion pictures, radio, highway billboards, luminous signs,
or placards in public vehicles or in public places.

Final Considerations

The problems raised by the advertising of medicinal products are
very complex, and for a broader study of certain aspects, such as that
of self-regulation in the industry, the cooperation of professional
pharmacists would be necessary,

Nevertheless, it is appropriate to set forth the following final
considerations:

as Any purely legislative approach to the problem of the advertising
of medicinal products can lead only to an incomplete solution, Advertising
would be to no avail if it did not find the field enriched by credulity,
and the most appropriate means for combating eredulity is health education.

be legislation with respect to the advertising of medicinal products
must be essentially dynamic, since the media of publicity change every daye

ce While the problem of the advertising of medicinal products is
of world-wide importance, the means used for solving it must be adapted
to the politieal, social, and above all, cultural circumstances of each
country.
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