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1. kespondents' answers and comments (tables). (Document DGO/ETHCDP/87.3, Annex 1)

2. fxtracts from s study by Professor J. J. Boddewyn on "Medicine Advertising Regulation
and Self-regulation in 34 countries” published by International Advertising Assoclation
Tne., New York (1983). (T.cument DGO/ETHCDP/87.3, Annex 2)

3. The LU968H WHO Ethical and Scientific Criteria for Pharmacentical Advertising. (Document
DCOJETHCDP/87.3, Annex 3)

1 1n order to avoid having too bulky a document, these annexes have been printed
gseparately from the main part of the report,
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1. PURPOSE OF THE WO SURVEY

1.1 1o May 1986, the Tuirty-ninth World Healtl Assembly endorsed WHO's revised drug strategy
whicn includes, among other components, the establishment of ethical criteria for drug
promation, based on the updating and extension of the criteria established in 1968 by the
Twenty~first World Health Assembly in the form of a resclution {see Annex 3},

1.2 Tae new ethical criteria will cover the prowotion of such drugs, including their
advertising which was the only subject of the 1968 resolution. That is, they will cover a
bruad range of informational and persuasive activities by manufacturers and distributors,
wupse purpose is to induce the prescription, supply, purchase and/or use of drugs. These
activities incliude the provision of scientific iuformation for the medical and related health
professions, inforwation to patienrts, and advertising to the medical and related professions
as well as tw the general public.

1.3 The criteria will constitute general principles and specific guidelines which could be
adapted by govermments to national circumstances and used by them and by the pharmaceutical
industry, They will not counstitute legal obligations for pharmaceutical firms and Member
States. 1t was agreed during the Conference of Experts on the Ratiomal Use of Drugs, held ip
Mairebi in 1985, and conafirmed by tie Thirty-ninth Wurld Health Assemby, that there is no
place for supranatlunal regulation of drug promotion by WHO,

2. ThE QUESTIONNAIRES AND THE RESPONDENTS

2,1 The office of the Director—General of the World Health Organization prepared two
questicnnalrves during July—-October 1986, Questionnaire No. 1 was sent to a number of
erganizations representing the pharmaceutical industry (manufacturers and distributors), the
bealth professions (plysicians, plarmacists, nuvses and students), consumer groups (namely,
the International Organization of Comsumers Unions), and patients (mainly associations of
retired persons), Tt included 147 questions dealing with scientific data sheets, symposia,
free sawmples, medical ctepresentatives, package imserts for patients, packaging and labelling,
advertising to both bealtlh professionals and the general public, and the promotion of
exported drugs.

2.2 The respondents were asked to rate (0 = not important or not needed, 1 = desirable, and
2 = essential) their answers relating to both preseription (= RX) and over-the—¢ounter

(= OTC) drugs in terms of whetler or not certain types of information should be provided,
certain promotion practices should be allowed, certain groups of patients {(namely, children)
gliould be targeted, etc.

2.3 Questionnaire No. 2 was addressed to a govermment health authority in a sample of 24
countries to ascertain what is in fact the situation iIn these nations so that respondents
were asked to answer "Yes” or "No" to a similar set of questions. However, advertising to
health professionals and the general public was not covered in this questionnaire (which

included unly 88 questions) because a 1985 survey by the Infernational Advertising
Association had already cellecred most of that information.

2.4 Respondents to both questionnaires were invited to suggest additiocnal criteria and to
comment on their answers - as many of them did, either briefly or at greater length (=see
comments appended to the tables in Anmex 1, and quoted in this report).

L., Boddewyn, Medicine Advertising Regulation and Belf-wvegulation in 34 countries
(New York: Internaticnal Advertising Asgociation, Apeil 1065). The Televant &ection 18
contained in document DGO/ETHCIR/87.3, Annex 2,
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2.5 0Out of 24 goverpments contacted by WHO, 17 answered by May 1987, The 17 responding
countries (with the abbreviations used in the tables) weres

AUSL -~ Australia NETH - Netherlands

BRA - Brazil NOR - Horway

CAN = Canada FPUIL -~ Philippines

FRA - France SWED - Sweden

ITA - ltaly SWIZ =~ Switzerland

JAP - Japan THAI - Thailand

KEN - Kenya UK - United Kingdeom

MAL - Malaysia USA - United States of America

MEX - Mexico

2.6 From the government survey it was hoped to obtain answers from 12 "developed” and 12
"developing” countries, but answers were refurned by only 11 and 6 of them, respectively.

4.7 Eighteen sssociations were cuntacted, with 14 of them returning the questionnaire. The
14 respondents {with their initials used in the tables) were:

AAF =  Apericsn Associativnm of Retired Persons (really part of the International ‘)
Federation of Aged People's Associations (FIAPA), but its answer was recelved
separately)

CPA -  Cowmonwealth Pharmaceutical Association (London, UK)

ICN = International Couneil of Nurses (Geneva, Bwitzerland)

IFPMA - International Federation of Plarmaceutical Manufacturers Assoclations
(Geneva, Switzerland)
TFPW - Internaljunal Federation of Pharmaceutical Wholesalers {Alexandria, VA, USA)

I0CU - International Organization of Consumers Unions (answer provided by OXFAM'a
Public Affairs Unit, Oxford, UK)

1PA - International Pediatric Association (Paris, France)

Ipr - International Pharmaceutical Federation (The Hague, Netherlands)

1psr - International Pharmaceutical Students' Federation (answer received from
Lisbon, Portugal) “
I3A - International Seociolugical Association (answer received from Farmingtom, CT,
UsA)
MWiA -  Medical Women's International Assuvcelation (Cologne, Federal Republic of
Germany )
WEPMM -  World Federation of Proprietary Medicine Manufacturers {Bonn, Federal Republic
of Germany)
WONCA ~

Wurld Organization of National Colleges, Academies and Assuclations of General
Practitioners/Family Physicians (12 separate answers were received from
Canada, France, Hong Kong, Japan, Norway, New Zealand, Portugal, South Africa,
Sweden, Thailand, the Unfted Kingdom and Zimbabwe}

2.8 In the tables appearing in Anmex 1, averages are usually given for the 12 WONCA and
seven FIAPA answers (see numbers in parentheses).
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3. THE QUALITY QF THE RESPUNSES

3.1 fTue tables in Annex 1l as well as the [uvllowing section which analyses response pattaerus
may give the jmpression thet clear—cut answers and definite views were obtained from all the
respundents. Some governments and quite a few associations did, in fact, provide thoughtful
answers and detailed comments on the questicnnaire itself and in appended letters. However,
gome problems gshared by all mail surveys or specific to this one, must be kept in mind when
interpreting the tables and subsequent parts of this report,

3.2 Most respondents appeared to be familiar with the topics covered in this survay but a
few were not — as evidenced by missing answers or perfunctory onesg. Government answers came
from a health ministry or agency but, in some countries, it is an economic agency that
contrels the promotion of OTC drugs (see, for example, tlie respective roles of the Food and
Drug Adwinigtrativn and the Federal Trade Commission in the United States), It is not clear
if government respondents checked with other regulatory bodies also involved in
drug-prometion control.

3.3 The representativeness of the respondents is somewlat problemstic., Some assvciations
consulted their members or, at least, a sample of them, while in other cases a single
individual responded for the entive association, In particular, the answers f{rom the
natfonal "patients” sssocistions belonging to FIAPA were provided by physiciang associated
with these bodies, so that no real "patient/customer” voices were directly heard. Thus, it
ig interesting to observe that the AARP and FIAPA answers werse nuot very much in support of
the use of lay language in inserts, labels, etc. - something one would have expected from a
"patients” group.

3.4 The guestiovnnalres forced the respondents to choose between YES and NO, or amomg O, 1
and Z. However, various comments on the questionnaire or in appended letters revealed that
varigus meanings were given to these alternative answers:

= YES" was intended to mean "practised or required in fact” as far as
guverpment regulations are concerned, but that answer often implied
"usually” or "in mesl cases” because certain drugs are wore tightly
controlled {han others {e.g., narcotics).

= 0" was intended to mean "not juwportant, not needed” but it was also used
to signify "No, it stwuld not be required”, "not appropriate” or “not
applicable™.

- "1" stood for "desirable” but was also used in the sense uf "it depends”
ot "maybe”.

"2" was equated with "essential™ in the questiovmnuire instructions but it
algo conveyed the meaning of "Yes, 1t should be required by all means”.
On tue other hand, the IFPW stressed that its answers were nol based un
what should be, but expressed views on items that should be reviewed in
formulating government policy.

3.3 BSoume respounses lacked discrimination, &% the same responscs were machanically given to
all subparts of a question and for both prescription (R¥) and proprietary (0TC) drugs,

3.6 Association answers often revealed clear ideological inclinations for or against private
enterprige, the promotion of medicines, regulation, ete. This was to be expected, and some
of these bisses were explicitly articulated and justified by additional comments. However,
there were myre subtle biases reflecting not only the occgupation and affiliation of the
respondents but alse their location. Thus, a pharmwacist respopding from a country where
pliarmacies have a monopoly on the distribution of medicines, and are prevented by various
legal and professional rules from advertising, will normally answer negatively about
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advertisements aimed at the general public. Similarly, one plarmacy association wanted
medical representatives to have a diploma io pharmacy; the pharmacy students assuciation was
not opposed to companies giving them medical textbooks; aged-people associations liked price
advertising, and sov on.

3.7 The gquestionnaire instructions asked for a single answer from a particular association;
and meat of them complied with this requirement. lowever, there were 12 answers from
national WONCA associations of general practitioners/family physicians, and seven answers
from national "aged-persons” associations (FIAPA), plus the US AARP answer. The tables in
Annex 1 give the average score for thelr wmultiple answers which, while net in accordance with
tiie questionnalre {nstructions, offer an interesting glimpse of the variety of "natlonal
answers” ~ compared to the single “worldwide” answers provided by the other assoclations.

4. RELPONSE PATTERNS

4.1 Tnie section highlights the pattern of responses to the varjous categories of questions
{sclentific data sheets, symposia, free samples, medical representatives, package lnserts,
packaging and labelling, promoticn of exported drugs, advertising te health professionals and
the goneral public, and promotion of exported drugs). The tables in Anpex 1 include
“"comments"” which state the basic philusuphy of the responding associationsz, present detailed
qualifications to their responses, and/or offer additional recommendations.

4,2 There do nol appear to be systematic differences between the respunses from the
governments of “developed™ (11) and "less—developed” (6) countries — except regarding the usze
of lay lanpuage in package inserts and on package/labels, whicl was reported as less common
in developing countries (Questions V.4 and VI,3), and except regarding greater tolerance of
free samples given to physicians in developing countries {Question 11I).

I. Scientific data sheets for physiciang and other healti—related professionals

1.1 7These are pade available in practically all countries four KX drugs but less 50 for
OTCs. This situation is largely endorsed by association respondents, except when Industry
bodies (1FPW and WKPMM) oppuse this requirement for 0TCs because the necessary information
for proper use is provided with each product through labels, package inserts, etc,

1.2 (a) and (b). sclentific data sheets (8DSs) are approved by must governments, but rarely
by an industry self-regulatory body. A distinetion has to be made between: (1) the
registration data that nave to he submitted to government suthorities and approved by themn,
and (Z) the scientlfic data sheets for distribution to health professionals. The Japanese
Covernwent., Tor example, does not require advence approval of 5DSs but routinely checks their
conformity with the registration data, and demands corrections if necessary, The IFPMA takes
a similser pusition, namely, that it i3 the companies' responsibility te draft 5D8s in
conformity with the registration data, and to keep them up to date.

Recording OTCs, the US Guvernment approves only drug ingredients rather than the [inal
product; and indugiry (LFPW and WFFMM) is opposed tu sclentific data sheets [or such
pruducts, whether to be approved by government or a self=rapgulatory body, emphasizing instead
the tabel or package.

[.3 What does or sheuld appear on scientific data sheets? Answers can be classified as
follows:

Names of active 1ngredienL$ { INN)
Content of active ingredients per dose
Accepted thwerapeutical uses

Dozage for adults and children
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Form of administration

S5ide effects

Pracautions and contra=indications

Interactions

Treatment in case of overdosage

Name and address of manufacturer

Mugh Less Agreement

Auxiliary pharmaceutical substances

Suggested therapeutlcal uses

Fxperimental pharmacoelogical and toxoleogical data
on active ingredients.

Machanism of activm

References to scientific literature

HBowever, impertant qualifications were provided by some respondents (see table
fovtnotes)., In additien, several comments were made, here and in later questions, that the
relevant name and address are not always those of the manufacturer but of the product
licence-lhiolder and/or the distributor.

II. Symposia sponsored by pharmaceutical companies

The guestions in this sectiun may have been difficult to answer for government
regpondents: "NO" answers could wean either that laws and repgulations do not include a
particular requirement, or tuat the practice in guestion is notl comuan,

Few requirements were mentioned except for (1) companies having to disclose their
spunsorship of a svupusium (just &5 an advertisement cannot masquerade as an editorial); (2)
putting some limits on expenditures, and (3} some limitation on the distribution of free
gawples (largely in accordance with the answers to Question III below).

Business associations oppose striect restrictions but stress, instead, "reasonable”
publicity, transparency, expenditures, free sampling, etc. in accordance with self-
regulatory rules. Other association respondents tend to be more suspicious, and they favour
vestrictions although their recommendations vary considerably (see table footnotes).

ITL. Free samples

Governments tend to require that samples be sent only on request, and industry (IFPMA,
I¥PW and WFPMM) considers such a restriction to be "desirable”. A few countries add other
restrictions — for example, only samples of new drugs may be supplied (see table feootnotes).
however, there is mucu less agreement about restricting samples to "trial use”. (See the TAA
1985 survey, pp. 27=28 ( Annex 2, pp. 19-20) for further details regarding this practice).

IV, Medical representatives

While practices vary among responding countries, most non—industry respondents strongly
recomtiend that medical representatives always lesve (or mall) & scilentific data sheet for
eaclh: RX proeduct discussed with health professionals, in order to provide the latter with
conplete and unbissed information; while industry (IFPMA and IFPW} acknowledge that this
would be “"desirable". However, such a requirvement 1s challenged in the case of 0TCs by the
IFPW and WEPMM since they do not consider 5D5s as essential for these drugs.

The special training of medical representatives is overwhelmingly provided by the
companies themselves — sometimes in connection with a national industry association in the
case of R¥ products. Non-indugtry respondents tend to urge stricter requirements and even
gertificarion by a public or mixed body. There seems to be some consensus toward combining
company znd external (indusiry or lodependent bedy) training.
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Practically all government and association respoudents agreed that a company should be
held responsible for the statements of its representatives as far as BX products are
concerned.  {(01C products are seldum discussed in sclentific terms with the distributors),

V. Package inserts for patients

V.l Toere are mdjor national variations regarding the inclusion of & package insert when
drugs are sold to consumers in their original package (see table footnotes). Whether by law
ot Lraditioen, such inserts are not provided by plysicians in some countries (e.g., the Uniged
Btates) when a RX drug is sold; while, In the case of 07TCs, some products may be sold in

sma Ll units (e.g., aspirin) or without an outside package so that no lnsert can readily be
included in the container,

While non—industry respondents strongly favour the inclusien of an insert, Industry and
the pharmacist association [PF uppuse such a requirement. In particular, the IFPMA and WFFMY
empuasize a “system" approaci:i, namely, that the necessary information be provided to
customers throvgh some combination of instructions by the prescribing physician, on the
package itlself, on the label, ino an Iansert (1f provided) and even in a scparate leaflet
provided by pliarmacists and other distrihutors,

V.2 A majority of governments approve packapge inserts where used, with industry
self=regulatury bodies playing a minor role in this respect. Non-industry respondents
definitely favour such government approval, while industry reiterates its position that
ingerts should wunly conform (within certain limits) Lo the registration data, the sclentific
data shects, or any other basic patieut information required by govermment — witheout any
prior government approval of the langerts themselves,

V.3 and 4 What dv ot should package inserts (where used or required) include in the way of
information?  And what about the use of lay language in inserts? The government and
associatlion answers of ten concur {(bul see Lable [ootnotes for various gqualifications and
roecommendationg) ;

Early General Agreement

Names of active ingredients (INN)

Content of active lngredicnts per dose

Precise instructions fur dosage

Form of administration

Major side effects

Major precautions and contra—-indications

Major interactions

Whal to do in case of side effects or overdosapge

Storage conditions (at least when special)

lame and address of manufacturer or licen¢e-holder,
or distributor)

Wording in lay language

Mugh Less Agreement
Names of all auxiliary pharmaceutical substances
Description of all accepted and suggested therapeutlceal uses,

The 0TC assoclation's (WFPMM) negative answers reflect its opposition to the mandated
use of inserts in the light of fts "information systen” approach previously mentioned. The
relived-persuns associations (AARP and FIAPA) were opposed or lukewarm to the use of lay
Language 1o inserbs {(Lheir answers were however provided by physicians rather than by lay
pesple).

V3 and 6 What kinds of Informativn are or should be provided to patients when drugs are not
sald in their original package? Several governments did not answer, presumably because drugs
must bhe digspensed in theic original package in these coutries. However, answers converged to
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the extent that respondents agreed that some minimal/crucial information should be conveyed
through other means such as tie external package, the labtel, separate leaflets, physician and
pharmacist verbal instructions, etc.

VI. Packaging and labelling

VI.% When drugs are scld in their original package (something which is not done in every
country as far as KX drupgs are concerned), tlie text on the external package and label are
aimpst always approved by a government body. As with Question 1 on scientific data sheets,
the Japanes Government and industry associaticns (IFPMA, TFPW and WFPMM) do not favour such
Prior government approval bubt stress the company's responsibility to prepare package and
label materials in conformity with the registration data or official warketing approval.
There is little evidence or support for prior approval by an industry self-regulatory bhody.

VI.2 What do or sheuld the outside package and label include in the way of information?
Wiile the tables' comments report some important qualiflcations and variarions, there was
consensus among governments and assoclations about most of the subquestions:

Fairly General Agreement

Brand name

Generic name

Names of active ingredients (INN)

Content of active ingredients per dose (among governmentsg only)
Majer indications for use (among governments only, for 0TCs)

Form of zdministration

Expiration date

Storage conditions (if special)

Name and address of manufacturer {or licence-holder or distributor)

Mugh Less Agreeuent

Content of active ingredients per douse (among associztions only)

Major indications for use (for RX drugs, by both governments and
assoclations for OTCs, among associations only)

Major precautions and contra-indications (the IFPMA and IFPW, on the industry
side, and the 1PF, on the pharmacy side, are opposed)

VI.3 and 4 Wording in lay language on the outside package 15 more practised and received
moré suppert in the case of OTCs than for BX drugs. TFor that matter, the IFPMA and the IPF
{pharmacists) assoclatlons did mot support the use of lay language regarding RX drugs (sec
table comments for futher qualifications),

VIL, Prowmotion of exported drugs (This is Question € in Questionnaire No, 1 to associations)

This gection pertalns only to drugs that can be legally exported, and to the contents of
the information - not to the use of the local language(s). It is worth noting that several
government respondents were unsure about the requirements of importinmg countries so that they
did not know how to answer; others (as well as the IFPMA and WFPMM) referred to the WHO
Certification Scheme on the Quality cf Pharmaceutical Products Moving in the International
Commerce which mentions the status of the drug in the exporting country. Tiie table comments
provide various detafls and gqualifications.

VII.1 Government responses (when provided) varied corsiderably vegarding conformity with
either the demands of the exporting country or of tle importing country -~ or of buth.
Industry associations (IFPMA, IFPW and WFPMM), but also the pharmacists association (TFE),
generally favour the requirements of the importiag country and the use of the WHO
Certification Scheme on the Quality of Pliarmaceutical Products Moving 1n International
Commerce, while nen—industry associations stress conformity with the requirements of hoth the
importing and exporting countries or "whichever is the higher standard” (I0OCU).
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VII.2 1n answer to Lhe question as to whether the same information is or should be provided
aboul exported drugs as about those consumed domestically, there was much diviglon among
Bovernments and, particeularly, among associations from theilr answers to Question VII,I,
Industry associations (IFPMA, 1FPW and WFPMM) practically always answered "0" (not lmportant,
not needed) while non-industry associations overwhelningly answered "2" (essential) or "1"
(desirable). This question pertained to: (a) sclentific information; (b) package-insert
wording; (c¢) ovutside-package wording; {d) label wording; (e) advertisements to physicians
and health professionals, and (f) advertisements to the general public. Answers to (f) were
less positive In view of some opposition Lo the advertising of drugs — a topic covered in
Section B on advertising.

BE,I Advertising te physicians and health professionalsl

There is unanimity that goveraments should approve both KX and OTC drugs for
reglstration before they can be advertised (BI.1), but there is a wide division of opinion
about the advance approval of advertisements by a government or self-regulatory body (BL.2),
The 1985 TAA survey (pp. 15-16) (Annex 2, pp. 7-3) revealed that 27 out of 54 povernments
requiregd prior approval of advertisements — sometimes on an exceptional basis (UK apnd USA) or
anly for radio and television O0TC advertisements (Canada); while self-regulatory bodles
provided prior approval in Canada, Finland, Ireland, the Netherlands and the United Kingdom.

There is also unanimity of copinion that the advertising of prescription drugs should be
restricted to physiclang and other health professionsls (BIL3) — as was also revealed by the
1985 YAA survey. Most respondents consider the direct mailing of advertisements and
pamphilets to these professionals as “desirable™ or "essential™ (BI.4). It is worth noting,
however, that the US Food and Drug Adminsitration authorizes R¥X-drug advertising to the
general public, provided rhat the advertisements include a "brief summary” of the risks and
precautions in terms of side-effects and contra=indications,

There is falirly general agreement among responding associlations about what should be
included in advertisements to professionals (but see table comments for qualificarions):

Fairly General Agreecment

Erand name

Generic name

Names of active ingredients (THN)
Content of active ingredients per dose
Description of therapeutical uses
Dusage for adults and children

Form of administration

Side effeqts

Precautions and contra-indications
Name and address of mnufacturer (or licence~holder, or manufacturer)

Mucli Less Agreqment

Full designative of auxiliary pharmaceutical substances (IFPMA, LFPW, WFPMM
and the pharmacists (IPF) are opposed)

Scicntific references (broader oppusition)

Use of lay language (Question BIL.6)

Un the otlier hand, the 1985 TAA survey (pp. 18-24) (Annex 2, pp.l0-16) in 54 countries

revealed a lack of uniform national requirements concerning what must be included in KX and
0TC advertisements.

1 Unly associations were asked questions about advertising because the 1985 TAA
questionuaire had already covered the regulatory situation., However, governments were
provided with a copy of the IAA survey responses in order to check their accuracy (a few
corrections were provided by France and Mexico).

e
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B,II Advertising to the general public

Many questions were not answered regarding RX drugs on the grounds that these drugs
should not be advertised to the general public. However, it has already been mentioned that
the US Fovo and Drug Administration allows RX advertising to the public uwnder certain
conditions) and the International Pediatric Asscciation endorsed such s practice "if
approved in advance by the government” because it may prove beneficial to the public, while
associarions of retired persons (FLAPA) considered sucl RX advertising as “desirable”.

Apart from governents approving drugs for registration before they can be advertised,
opinions were very much divided about drug advertising to the general public — even 0TCs.
Industry sssoclations (IFPW and WFPMM)} generally toock the position that, once 8 drug had been
approved by the government, its advertising should remain free of prior approval and further
restrictions, provided that the advertisements comply with the registratrion specifications.
The 1985 TAA survey (pp. 18-24) {Annex 2, pp. 10~16) also revealed major naticnal differences
on toplcs related to questions BIL.1 te &,

Regarding the general question of whether OTC advertising to the genmeral public should
be allowed in the mass media (BII.7), only the T0CU answered negatively, while industry
#ssociations considered it as "essential” and the other non—industry associations as
"desirable”. Question BII.8 about restricting OTC drug advertising to fairly general
statements (the ¢ompany has OTC drugs appropriate for certain diseases or has a new OIC drug
for those purposes; only wentloning the price of the OTC drug in the advertisement; the
advertisement should mention that patients should discuss the OTC drug with their physicians)

may have becn misunderstood by some respondents, but the WFPMM was strengly oppesed to such
restrictions,

Question BII.9 asked whether an OTC drug advertisemnt could claim "cure, prevention
andfor relief” of an ailment or disease if such claims can be scientifically substantiated,
Only "relief” ¢laims received general support, although lndustty associations (LFPW and
WFEMM) were not alome in considering all three types of claims as “"essential”. Of course,
there are conditiens for which no ¢ure cam be claimed (See 1985 I1AA Report (pp. 29-30)
{Amnex 2, pp- 21-22)).

Only industry assvciations (IFPW and WFPMM) strongly supported OTC advertising through
the radlo, lelevision, cutdeor and direct—mail mediaz although some other associations (e.g.,
of retired persons) considered it "desirable”™ (BII.10 a t¢ d). In the L9685 JTAA survey
{pp. 32-32) (Annex 2, pp. 23-24), relarively few government restrictions on the use of these
media (where gvailahle) were discovered,

OTC drug testimonials by health professionals, by actors portraying healrth
professionals, and by ¢consuners received only a few “desirable"” or "essential" mentions
(BI1.10 e to g) slthough it is worth noting that testimonials by health professional
encountered less outright oppositen, The 1983 UAA survey (pp. 31-34) (Annex 2, pp. 23-28)
revealed many regulatory and self-regulatory restrictions on the first two types of
testimonial but fewer (one-third) ian the case of consumer testimonials,

All respondents opposed the advertising of OTC drugs to children (B.II,11).

Question BIl,12 inguired about what should be included in drug advertisements through
the media {(wmostly of OTC drugs since there is opposition to RX advertising to the general
public}, There was no opposition to the use of the brand name (subquestion a)}, but agreement
stopped there. Industry associations (ITPW and WFPMM) generally opposed the inclusion of:
(b) the generic name; (c) the names of active ingredients (INN); (d) wajor indications for
use; {e) form of administration; {f) major precautions and contra-indications; and — to a
lesser cxtent - {g) the name apd address of the manufacturer. The WFPMM (sce table comments)
stressed that it is the role of labels to provide these kinds of information, but industry 1is
generally opposed to “cluttering” and “pverloading” advertisements with too much
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information. The 1985 TAA survey (pp. 22-24) (Annex 2, pp. l4-16) also revealed many
national differences regarding such requirements.

There were ne questions about the use of lay language in edvertisements to the public
but it can be assumed that such a use is imperative — at least as far as O0TC drugs are
concerned {see the 1985 LAA report (Anpex 2) for further discussion of this issue).

Whether pharmacles and other stores should be allowed to advertise drugs in terms of
efficacy, avallability in store, and price (BLIL.13 and 14) recelved mixed responses — as was
also found in the 1985 LAA survey {p. 25) (Annex 2, p.17)., The ambiguity of the answers
partly reflects bthe special rules pertaining toe RX drug advertising to the gensral public
{(which is generally banped) and those deontological codes applying to pharmacists who are
usually constrained as far as advertising is concerned.

The following sections discuss some key issues related to the answers and comments
provided by respondents.

5. MAJOK UNDERLYING LSSUES FOR CONSIDERATION

3.1 The following comments were suggested by the analysis of the survey responses as well as
by the gomments appended by some respondents to the WHO questionnaire. Various WHO and UN
document s, industry and consumerists reports as well as academic studies provided other
sources for the following issues which, however, defy any simple defipition, discussion and
resolution.?

The cbjective of the WHO project

5.2 Tue questionnaires' instructions stressed that:

"The criteria will constitute general principles and gpecific guidelines for
ethical criteria, which could be adapted by governments to natlonal circumstances
and used by them and by the pharmaceutical industry. They will not censtitute
legal gbligations for pharmaceutical firms and Member States. It was agreed during
the Conference of Experts on the Rational Use of Drugs, held in Nairobi in 1985,
and confirmed by the 39th World Health Assembly, that there is ne place for
gupranational regulation of drug promotion by WHO."

Loy procecdings of the 1986 WFPMM conference (see reference below) revealed industry
preferences for “general” warnings (e.g, "if you are under the care of a doctor or are
pregnant, consult him before taking this preduct™) over "specific” ones for every problematlc
liealth condition.

Ma jor sources used include: J.J. Bouddewyn, Medicine Advertising Regulation and
Sclf-Regulation in 54 countries (New York: International Advertising Association, 1985%) -
particularly At pp. 43-58 dealing with issues; the Food and Drug Law Institute's Seminar an
"Prescription Drug Advertising:; A Modern Frimer” {(Washingtom, DC: 18 September 1986);
varicus issucs of Consumer Affafirs and of the Journal of Public Policy and Marketing; United
Naticns Centre on Transnational Corporations, Transnational Corporationg In the
Pharmaceutical Tndustey of Developing Countries (New York: 1984); World Health
Organization: “Report of the Conference of Experts on the Rational Use of Drugs held in
Nairobi, 25-29 November 1985, WHO, Geneva, Suwmmary of the Debate, Part 2; and World
Federatiou of Proprietary Medicine Manufacturers, "Self-Medication - Making It Work Better

for Mure Peuple”; Proceedings of the 8th General Assembly (Washington, DG: 21-23 September
1986).
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5.3 This objective was pot understood by all associatiovns respondents. In fact, one of them
recommended that a WHO panel of experts be involved in the approval of promotional

materials. On the otlier hand, an industry reapondent mentioned that: “The response to the
questionnaire is not based on what 'should be' as suggested in the introduction of the
questionnaire. Rather, the response was prepared as if a sovereign naticon requested IFPW'g
views on items that stould be reviewed in fopmulating policy with regards to the promotion of
drup products.”

3.4 As is discussed in the next section ("Terminelegy™), the final list of WHO “ethical

eriteria”™ is intended to assist governments and the pharmaceutical industry in maintaining
ethical practices,

3.3 The etbiical criteria - while very important - ¢cannot by themselves guarantee the
essential drug component of "Health for All by the Year 2000" which depends much mote on the
delivery to and rationsl use of essential drugs by the billions of people who nesd them
desperately but do not have sccess te them. As one comentator put it:; "The goal is 'health
for all' - not regulation for all'". The 1981 WHO Report of a Consultation on Hasic Tlements
of Drug Legislation and Regulatery Control for Developing Countries also mentioned that:
"During the deliberations, it was underlined that drug legislation is no panacea for all the
problems arising out of the indiscriminate or Iimproper utilization of drugs. Consumers have
Lo be encouraged, through health education or drug~abuse preventive aducation programmes,
regarding the proper use of drugs under appropriate guidance or supervision {decument
DAF/B1.3, p. 2}." However, there is obvious room for improved knowledge and communication
flows about drugs, as emphasized in resolution WHA37,.33 (May I1984).

5.6 Finally, the WHO ethical criteriz have to be appropriate for all countries, including
those with adequate numbers of qualified health personnel and a2 well educated public and
those with inadequate numbers of qualified persopnel and low literacy rate, as well as a
shortage of foreign currencies,

Terminalogy

5.7 Are the terms "Etnical Criteria for Drug Prowotion” the most appropriate ones? The
Commenwealth Pharmaceutigal Association objected to the ugse of the word "drug” in this
projects;

"We are anxious to promote the description "medicine” or "medicinal product” in
relation to formulated medicinal preparations, in order to emphasize that the
"drug' is nermally the active ingredient of a medicine and that the therapeutic
activity of a particular drug can vary, depending upon the formulation used.”

Morecover, the word "drug” has become negatively assoclated with "illegal” and "habit—forming™
medicinal substances (the same negative connotation applies to the French word "drogue™). In
the French versioa of the WHO questionnaires, the word "medicament™ was used, which is closer
to the English term "medicine” or "medicinal product” also used by industry associations
{e.z.,, the World Federation of Proprietary Medicine Manufacturers), Moreover, it is not
¢lear if the word "drug” covers "herbal preparations” and "traditional medicines™. Finally,
the word "pharmaceutical” rather than "drug” was used in the 1968 WHO resolution on “E£thical
and Scientific Criteria for Pharmaceutical Advertising."l

L The questionnaive instructions stated that: "The definitions of drugs, medicines,
pharmaceutical products and medicinal products vary from country to country. However, the
termg usuvally mean substances and/or products for preventive, diagnestic and curative

purposes, including substances of synthetle or natural origin, biological substances,
vacclnes and serums”,
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5.8 On the other hand, "drug” 1s a short and simple word which has long been used by some
well-known regulatory bodies (e.p., the US Food and Drug Administration), and which can
readily be qualified by the addition of the words “prescription (RX)" and "over—the-counter
(orey”.

3.9 Some industry repregentatives were more concerned about the word "ethical”™ = a term used
in the 1968 WHO resolution on "Ethical and Scientifiec Criteria for Pharmaceutical
Advertising”., First, the term seems to be more appropriate for industry self-regulation than
for government regulation, although the WHO criteria will constitute general principles and
specific guldelines for both. In other words, it seems strange to them to assvciate
"ethical” with "regulatory”, which are two very different concepts,

5.10 Moreover, these industry representatives are concerned about loose charges of
"unethical® behaviour if some WHO “ethical®™ criterion were to be violated, even though the
pharmaceutical companies were following national requirements. They maintain that, while the
WHO eriteria are intended to be used as a basis for the subsequent development or refinement
of regulation and self-regulation (see above), it will prove impossible to restrict thelr use
to that purpese. It is one thing te be charged with "illegal” behavi¢ur because the charges
can be answered before some tribunal or judge. However, wherse does one defend oneself
against charges of “"umethical” behaviour, based on the WHO criteria, since the World Health
Assembly agreed that “there 1% no place for supranationai regulation of drug promotion by
WHO™ ?

5.1t Therefore, these industry representatives expressed thelr prefereace for a more neutral
expression in licu of “ethical criteria” — for example, "nerms” or "standards™ which have a
similar meaning and can be readily applied to bath regulation and self-regulation, and are
used in many languages. Actually, a WHO paper prepared for the Conference of Experts on the
Ratiomal Use of Drugs {Nairobi, 25-29 November 1%85) repeatedly used the words "norms” and
"standards” tustead of "criteria". These words were subsequently svoided because of thelr
somewhat regulatory connotation, whereas the word “criteria” appeared to be less stringent,
being & principle by which something is judged.

3,12 The Introduction to tue questionnaires mentions that "the c¢riterfa will constitute
[both] general principles and specific guidelines". The Inclusion of up to 147 questions in

although not all of them may finally be retained,

5.13 Most non-industry respondents appeared to favour such an extensive list of criteria.

On the other hand, several industry responses suggested an emphasis on “general principles” -
as in their advocacy of s "system approach”™, which is discussed in a subsequent section.

"Maximun” versus “minimum” criteria

5.14 Many non-ipdustry responaents were inclined to support most of the ethical criterila as
well as government pre—approval of all promotional activities because of the importance of
healthk, which justifics maximum safeguards and regqulrements in terms of dlsc¢leosures about the

gafety and efficacy of drugs and about their use.” On the other hand, industry
associations were most cautious, for a varfety of explicit and iwmplicit reasons,

5.1% For one thing, they stated, most of the econowic and moral burden of regulatory and
self-regulatory norms is borne by business, Besldes, they added, the finmal list of ethical
criteria will not be adopted by all governments — at least, not in the foreseeable future -
s0 Lhat the fndustry may face an Increasing variety of natiopal requirements which will
complicate its compliance task. Furthermore, some requirements may be justified "in
principle” but prove unworksble or ineffective "in practice”.

b These views are discussed in the Report of the Conference of Experts on the Rational
Use of Drupgs.
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5.16 For example, they asked whether warnings and contra-indications should be mentioned in
OTC radio and television advertisements to the general public. This requirement may be
Justified in terms of advertising having to be informative and net misleading, and some
patients paying attention only to advertisements on radio and television — either because
they are illitevate or bBecsuse Lhey do not boether tv read labels and package inserts, or as a
way of multiplying the diffusion of important warnings and contra~indications, On the other
hand, many reputable studies of how advertising actually works have concluded that readers
and viewers of advertisements can and will absorb and understand only sgue of the information
glven to them,l and that "ever-leading” advertisements with messages reducas their
effectiveness. In other words, some commwnication problems do not lie with the
advertisements themselves but with the audience which may miscomprehend even absolutely
truthful messages. (Similarly, patients may not follow absolutely correct instructions
provided on packages, labels and inserts.)

From "Advertising” te Promotion”

3.17 The 1968 WHU Ethical and Scientific Criteria dealt only with "advertising” whils the
present project extends them to "prometion” by including “a broad range of informatrional and
persuasive activities by manufacturers and distributors, whose purpose is to induge the
prescription, supply, purchase and/or use of drugs"” (Introduction to the guestiomnaires).
Therefore, 1t covers not only advertising to health professionals and the general public (the
latter received less atitention in the 1968 criteria) but also scientific data sheets,
symposia, free samples, medical representatives, package inserts for patients, packaging and
labelling, and the promeotion of expurted drugs. (Actually, some formg of promotion such as
point-cf-sale advertising were not covered by this survey.)

5,18 The rationale for this extension is that information and persuasion are conveyed not
only through advertising in the narrow sense of the term (see below) but also through other
forms of communication with prescribers, dispensers, buyers and userg, Alsgo, some of the
criticisms addressed to the industry have ranged well heyond advertising; and the code of
the Lnternational Federation of Pharmaceutical Manufacturers Associations (IFPMA) desls with
marketing practices and covers most of the topics included in the WHO survey, The proposed
Health Action Internmational’s International Code on Pharmeceuticals (1983) alszo dealt with
wany more topics than just advertising. (HAI 1is associated with the Internaticmal
Organization of Consumers Unicms.) On the other hand, this extension from "advertising" to
"promotion” has to be considered in the light of the differences between advertising and
other forms of promotiocn.

5.19 There is no official professional definition of advertising, while governments use many
different definitions — broad or narrow — in their regulatioms. Still, advertising
practitioners Lend to limit it to paid communications through the mags and specialized
media. The key word here is mediaz because it indicates that an advertiser cannct reach an
audience without the agrecment of a newspaper, magazine, radio or television station, poster
or billboard (hkwarding) company, ete. Even direct-mail advertising depends on the post
cffice or a home=delivery company. This means that advertigements are usually checked by
somsone clse (including advertising agencies, when they are used) while other forms of
communication (talks by company salesmen and wmedical representatives, speeches by company
officials, ete.) are not, or are ciecked in other ways (e.g., labels and package inserts are
often checked by regulatory sgencies).

1 See, for example; L.A. Morris et al., “Miscromprehension Rates for Freseripticn
Drug Advertisements”, Current Issues and Research in Advertising 1986, Y0l.9, No. 1-~2,
pp. 93-117, This study wuas commissioned by the U5 Food and Drug Adwinistration in connection
with the advertising ¢f prescription drugs to the peneral public,

2 In fact, governments alse differ in their definitions of labelling, with the U5 Food
and Drug Administration giving it a very extensive meaning since virtually all written
lnformation disseminated by, or directly on behalf of, a pharmaceuticsl company is considered
tw be "labelling”.
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5.20 Apother important difference between advertising and other forms of prometion is that
most advertisements are short and simple = particularly eon radio and television. Otherwise
they luse cffectiveness as people do not pay attention to long messages, forget them, get
distracted, confused or bored, etc. Advertising is generally associated with low involvement
on the part of the audience in that it commands only casual attention from resders, listeners
or viewers who are surrounded by activities and materlals {for example, the main editorial
texts and broadcast programmes) that compete for their attention. Consequently, most
advertiscments limit themselves to stating, for example, that Company A has a well-known
branded analgesic, a new analgesic, a better analgesic, an analgesic widely used or
prescribed, an analgesic particularly suitable for certain patients or conditions, etc. In
other words, advertising can "carry” all sorts of informartion but it can only “reach” people
if its technical limitarions are understood and accepted.

5.21 Obviously, when such advertlsing is permitted, this necessary brevity creates problems
because important information, qualifications, warnings, etc, may be Ieft out, even though
the sliortness and simplicity of most advertisements to the general public is not necessarily
a deliberate attempt to deceive or mislead the reader, listener or viewer, Unless one is
ready to prouibit all drug advertisements because they cannot be sufficiently complete on
account of their brevity, one has to accept that they cannut realistically convey as much
information ag a scientific data sheet, 2 package, a label or a package insert.

5.22 Tn this context, a recent International Advertising Association document! stresses the
proper role of advertlsing vis—3-vis labelling and, by extension, ether forms of promotion
and communication:

(a} The purpuse of advertising is to attract attention, offer cheices, and provide
limited general ipformation to mass audiences of consumers. IC must stimulare the
interest of prospective buyers inm & branded product, inform them of what it may do
for tiem, persuade them to investigate it, and encourage them to purchase and/ox
repurchase it. Therefore, advertising sbould not be overloaded with information to
the point that the individual prospective buyer may fail to comprehend it or may
even ignore it,

(b) The putpose of labelling is to establish clearly the brand of the product, and it
stiould include all relevant informationm that the individual purchaser must have to
make proper use of it. The information, supplied at the time of purchase, may be
glven not only on the cuter package, but alse on or with the inner package,
including instructions and directions for use. Labelling is a "high-involvement
medium” and tends to cerry a heavier load of product information for the conswumer
than does advertising. Most readers of labels are motivated to concentrate on
them, to comprehend them, to follow directions, and to take the indicated
precautions. However, what is important is not the extent teo which consumers
actually read each and every label, but that they know that the labels contaln

detailed information about product use so that they can consult them on questions
of usage and safety.

Advertising and labelling are two essential and interrelated metheds of conveying
brand identity and other information to the consumer. And while they serve
dliferent functions, have differeat purposes, do basically different jobs, and are
treated diflferently, they are inseparable and, indeed, complementary.

Perlhaps because of the very persuasiveness and effectiveness of commerclal
advertising in mass media, & few critical questions about its proper role are often
asked, such as whetiner ot not advertising is providing enough truthful

! Ipternational Advertising Associstion, "Labelling and Advertising: Thefr Functions
in Consumer Information”™ (New York: Jume 1987), excerpts.
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infermation. Labelling, ot the other hand, 1s generally less visible to the
public at large, Consequently, advertising teunds to be asked to undertake certain
responsibilities for which it is not sulted —~ even responsibiliries related to
proper and safe uge of products, that are better addressed by lshelling.

{c¢) For the consumer, too much information in advertising leads to informatiem
“"overload” resulting in ¢onfusion and inadequate understanding. This 1
especially true of some types of product warnings which might needlessly scare
people who are not at risk, or give a false or inadequate Sense of security to
those who are. Some relevant information, such as warnings, apply only to a small
percentage of the mass audience., They are neither g substitute for general
education nor complete enough to inform personms &t risk. What advertisers can
reasonably do in these cases is include brief gemeral warnings such as “"use only
as directed” or call attention to the labels for speelfic or complete
information, ¥inally, it is plysically impessible to include all preduct
information in advertising, due to limitations on the size of print advertisements
and lLeagth of commercials.

This advertising—industry statement will probably not satisfy its critics: and it leaves
vnanswered the question of what exactly should be included in drug advertisements. Still,
this industry view is important to understand the "system approach” advocated by sowe of its
respondents.

The System Approach

2.23 Most of the guestivns in the WHO survey dealt with infermatiovn te be included im/on
seientific data sheets, packages, pakage inserts, labels, advertisements, ete. Asking such
questions one after another ¢an make one lose sight of the "big picture”, namely, that
important and approved infermation about drug safety, efficacy, Form of administration,
precautions, ete. has to be provided somewhere and somelhow to the relevant participants in
the Thealth chain™ - from manufacturer/distributor to prescriber (if there is one), to
dispenser/retailer, and to customer/patient — both btefore and after the acquisition of the
drug.

5,24 Actually, the extended focus on "prometion” leaves out additional forms of
“communication” sucl as health educationm in schools, health columns in print media, health
books, radio and television programmes, word—=of-mouth exchanges among professionals and among
people in generzl, health—agency pronouncements, company press releases, scientific
publications and conferences, etec. which also constitute part of the "health-ianformation
chain”. Some of these communications are much less controlled by goveruments, associations

and companies because they are often protected under the principle of "freedom of speech™ or
"freedom of expression”.

5,23 The preceding discussion of the complementary roles of advertising aud labelling has
already introduced some elements of the "systew view” in that they constitute complementary
sources of information. While most association respondents looked at each question
separately and more or less agreed thaf each form of communication (label, ingert,
advertisement, ete¢.) should contain a lot of information, others considered both "the trees

and the forest” by stressing that such redundancy is not necessary if the right information
resches the right people at the right time.

5,26 Such a system approach was repeatedly emphasized by the assoclation of 0TC—drug
manufacturers (WFPMM): "The package, the label and any leaflet that may be included should
be locked upen as an information system which should be applied in & flexible manner due Lo
thie differences between products ag well as the varying physical characteristics and forms of
packaging . . » The role of gelf-medicatlon advertising is to inform the consumer about
product availability and the conditions for which it may be suitable, It is the role of

labelling to provide the consumer with the appropriate infermation required to use the
medicine properly.”
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2.27 Obviously, the system approach requires different national applications because some
elements of the healtb=information chain are missing in those countrles where patients do not
receive the prescription drug in its original container and/or with the package Insert, As
far as OTC drugs are concerned, some are dispensed or sold in small or even single units
(e.g., aspirin) which preclude the distribution of much or even any information, Futhermore,
some health information may be so important as to justify repeating the same informaticon.
Finally, the Thirty=ninth World Health Assembly recoguized the responsibilities of a long
list of parties concerped with the rational use of drugs (resolution WHA39.27, operative
paragraph 3), No single party can completely contrel the comeunication of information
throughout the "health ehain™. 5till, it is worth viewing healrh information as a "total
pacikage” tiat needs Lo be delivered in varlous forms with as little vnnecessary overlapping
as possible.

Kegularion, self-repulation and selfrdiscipline

5.28 A few questions in tlLe WHO survey dealt with the role of industry assoclations in
Eﬂﬂfgyiﬂﬁ_scientific data sheets, package inserts and advertisements, snd in certifying
medical representatives. Actually, these asociations play such a role in Canada, Finland,
lreland, the Netherlands and the United Kingdom as far as advertising is concerned.

3.29 The asseciation responses revealed mixed feelings as well as strange agreements about
the role of sclt-regulation by industry. For example, industry respondents (IFPMA, IFPW and
WFPMM) usually rated pre-approval by such associations as “not important, not needed” — but
su did the 10CU. Other non—industry associations gave it ratings of 1 or 2, but there was
also a fairly high rate of aon-response.

5.30 Since few comments were offered on Lhe questions on the role of self-regulatory bodies,
one has to puess sbout this response pattern, First, there seems to be some lack of
knowledge about the role of self-regulatory bodies in the pharmaceutical and advertising
industries — what they do and can do. Second, the industry responses of "0" can be
interpreted in the light of their view that companies rather than sagsociations shiould assume
various responsibilities (see below) without, however, minimizing the role of seli-regulation
in improving industry behaviour and in handling complainis from consumers, congumers
erganizations, governments, competitors, sto.

5.31 Third, the 10CU's negative stand probably reflects its greater overall trust of
government regulation and contrel by liealth agencies than of voluntary regulation and control
by the pharmaccutical industry. Finally, other non=industry associations may have thought
that it weuld be "nice” to have a supplementary check beside the controls that should be
provided by povernment asgencies whose prior approval often received a "2" rating

(" ssential”). 5till, the interaction between gevernment regulation, industry-level
self-regulation and compuny level self-discipline was emphasized In several responses.

This view is well represented in Lhe Japggase Government's response, which repeatedly
mentioned that pharmaceutical companics are responsible for preparing their scientific data
sheets, package inserts, packaging and labelling materials (and, presumably, their
advertisements) in conformity with the ltems approved by the drug regulatory autherity. In
other wurds, the Japsnese Goverument musl approve certain key items (trade name, ingrediente
and composition, manufacturing method, dozage and administration form, indications or
efficacy, slorage instructions and explration date, specifications and test methods) hut 1t

! The role of gelf=regulatocy bodies In drug advertising was studied at greater length
in the 1985 1AA survey already menticned.

2 yor details about these concepts, see: J. J. Boddewyn, Advertising
Gelf-Regulation: 16 Advanced Systems (New York: International Advertising Asgoclation,
19806} . -
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does not reguire that scientific data sheets, inserts, packages and labels be approved in
advance by the health agency, whose role is limited to routine governmental inspections and
to requiring correcticns if found necessary. Theveby, the government sets the parameters,
rather than getting involved in approving each link in the health-information chain.

5.32 The IFPMA took a similar position:

“"As a general comment, 1t appears that the WHO questionnaire addresses ilssues
which are amore of a regulatory oy medical practice nature and have little to do
with ethical practices, We believe that more emphasis should be placed on the
responsibility of the pharmaceutical industry for the products which it develops
and markets, The industry has the prime responsibility for the information
generated for the registration of products, for providing information to doctors,
pharmacists and health care workers and, wheve appropriate, to the patient. We
gee the scientific data sheet (drafted 1ln conformity with the registratlon data
submitted to the regulatory authorities, and kept up to date} as the key document,
in this respect, and believe that this should be reflected in the report. We do
not believe the questionnaire reflects adequately the need for industry to be
responsible for the information it provides on the products which it makes.”

5.33 While the IFFMA (RX drugs) emphasized the registration data, the WFPMM (0TC drugs)
association stressed that "advertising of self-medication medicines to the general public in
the mass media should be aliowed as long as the claims are made in compliance with the
required marketing approval (which also poverns labeliing)".

.34 Thus, the industry argues that the goverament should specify what approved information
should appear infon scientific data sheets, packages, inserts, labels and advertisements and
then make fndustry responsible for providing it, without requiring goverumental pre=approval
of eacli one of these documents but with government agencies checking company cowmpliance with
these requirements.

5.3% The President of the Sucifté Francaisze de Médecine Générale (a WONCA affiliare) also
emphasized 2 multiple-level approach in a letter he appended to the WHO questionnaire, 1In
essence, he advocates: (1) registration data, as approved by the health autheorities, to
serve a8 the hagls for later controls and complaints, and to be made widely available to
eunforcement avthorities, health professionals and even the general public through
drug-description manuals; (2) a pussible self-regulatory role for industry associaticns, and
(3) & tripartite complaint—handling body made up of goverument, health-professions and
industry tepresentatives in order to minimize recourse to the penal system, yet able to

obtain the necessary corrections from companies, Here again, the burden of control is not
exclusively put on the governemnt but invelves all or most interested parties,

Attitudes toward drug promotion

5.36 (Obviously, industry respondents believe in drug promotion within a regulatory,
self-regulatory (e,g., the IFPMA and proprietary-medicine codes) and self-disciplinary
("company responsibility") comtext. The only major exceptions relate teo; (1) industry
opposition to advertising RX drugs to the peneral public {altheugh it is practised to some
extent in the United States), and (2) advertising to children.

5,37 Non-—industry respondents are more divided and often less favourably inclined toward
drug promotion by pharmaceutical companies. They know, suspect or believe it to be biased,
uninformative, misleading, fostering a "drug culture” and overconsumptien, pushing worthless
or marginal products, overemphasizing brands and duplicative products over generics,
wasteful, increasing the price of drugs, etc. Governments are alse concerned, particularly
whan they finance health-care expenditure or its reimbursement, lack hard currencies to pay
for imports or licenmsing fees, support s local pharmaceutical industry sgalnst foreign
companies, etec. At the limit, some non—industyy respondents came out strongly against gii
advertising te the public, symposia organized by pharmaceutical companies, and free samples -
among other promotional activities.
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Frofessional versus lay views

5.35 It has already been mentioned that the questicnnaires were not answered by "ordinary
peaple” but by government officials, association executives and health professionals - even
in the casc of retired persons' associations since the questions were "too technical” for
consumers L0 angwer, according to the FIAPA cover letter. Even industry respondents, at

least on the RX side, appear to question people's ability to understand package inserts 1f
not labels,

5,39 This "professional” view may be explained by the multiplication and growing complexity
of drugs (and combinations thereof) which prescribers have to tailor closely to the patient’s
condition., Besides, companies are concerned about their legal and financial liability,
should drugs be misused. Problems assovciated with low Literacy In many countries also
reinforced their view that most Iinformation on prescription drugs should be ¢communicated
first and even only Lo health preofessionals, who in turn, will “translate” it for the uscrs
in order to reserve the "physician—patient™ or "pharmacist-patient” personal relationships
traditienally agssociated with the practice of health care,

3.40 Some consumer ogranizatfons, however, ewphasize greater patient information (and
education) concerning the selection and use of drugs.,

3.41 Yet, this "professional” view is being challenged from varfous quarters, The letter of
the French WONCA respondent has already been mentioned, and it is interesting to observe his
plea for a broad diffusion of officially approved medical knowledge to all concerned,
ineluding the general public. The OTC industry is, of course, wedded to the notion of
self-medication without medical supervision for the relief (and even cure) of certain
symptons and conditions.

2.42 Moreover, in both developed and developing countries, there have bgen increasing
expressions in favour of self-medication by lay people or of medlication by “leow—tech™ health
professtonals in view of the growth of world population, the shortage of "high-tech” health
proefessionals, the savings that can be achieved, ete.

5.43 Morcover, however incomplete and uneven this development may be, there is no gainsaying
that in wany couatries people are more informed than were previous generations - both In
Leneral and abour health marters — through school curricula, health columns in periodicals,
health beooks, and general-public education programmes, The consumer and feminlgt wovements
Lizve nwt only contributed to improved lay knowledge about health matters but have also
opposed # certain elitist and/or paternalistic tendepcy to distrust the capacity «f crdinary
people tu understand healch fnformation and to make some of the decisions aboutl health
matters if they were sufficiently informed.

.44 The issoue of using "lay language” in communicating with the general public is obviously
related to the above discussion.

RX versus 09C drugs

5.43 The WHO questionnaires did not defime "prescription” and "over-the-counter” drugs -
partly because there are lmportant national distinetions related to how govermments classify
drugs, to whether they are reimbursed or not under health-insurance schemes, to thelr
availability in pharmacies versus other types of stores, etc, However, the respondents

1 ore products already represent some 20-253% of the worldwide market for drugs In
market cconomies although sales in mapy developing countries may amount to less than US 21 a
year por caplta (WFPMM 1986 General Assembly's Proceedings, p.l4).

For example, the Mexjcan Government's answer mentioned that, if a drug has a
regulated expiry date, it cannot be sold "over the counter”; codeine lg treated ag an OTC
drug in Cansada but not In the United States; some OTC drugs are nol promeoted to Lhe general
public, etc.,
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probably understood that "RX drugs”™ normally invelve prior medlcal consultation as well as
dispensing by a pharmacist on the basis of a physician's prescription, even though in many
developing countries no physician intervenes, and the dispensing occurs under the control of
4 pharmacist or other health-professiongl, (Spesking for the RX-drug industry, the LFPMA
defined a prescription drug as one “promeoted and advertised to the medical profession rather
than directly to the lay public").

5,46 Conversely, "OTC drug” was defined by the World Fedevation of Proprietary Medicine
Manufacturers (WFPMM) as “a self-medication medicine which is intended by the manufacturer to
be obtained by the consumer without preseriprion and used without medical supervision,
according to label indications consistent with the required marketing approval™.

5.47 A third category of "traditional/herbal medicines”! was not gpecifically covered in
tuis survey. It straddles both EX and OTC drugs since some of them are available only
through health practiticners aithough most of them are readily available for
self-medication. Some are "promoted” and even reimbursable under medigal Insurance schemes,
but it is not clear how the WHO Ethical Criteria for Drug Promotion will cover these

. traditional medicines, since they are often not registered with the national regulatory
authorities., The fndustry associations for R¥ and OTC drugs (IFPMA and WFPMM) clearly
differentiated the two kinds of drugs by declining to answer questions about the other kind.
On the other hand, many non-indastry respondents gave the same answer for both types of

drugs. Several interpretations can be offered for these strikingly different response
patrLerns.

5.48 Prescription drug companies appear anxious to maintain their traditional direct
relationships with health professiocnals — particularly physicisns — in order to induce the
trial and prescription of their new (but also old) branded drugs, under medical supervision,
Their positjon {5 related to the debate that is still geing on in some quarters over
‘restricted lists” of drugs and the use of generics, issues that appear to challenge a number
of R¥-drug manufacturers. As such, they resist the "banalization” of their branded products,
and they prefer to distance themselves from the general public,

5,49 The OTC-drug industry, on the other hand, is riding a different horse, By cmphasizing
"self-medication without medical supervision or instruction”, 0TC manufacturers are
capitalizing on several develepments. First, the drug approval process by a number of drug
regulatory authorities is progressively weeding out useless ingredients and worthiess claims,
0 that many remaining OTC drugs and new OTC drugs are claimed to be increasingly safe and
efficacious for their approved uses (relief, treatment and even cure in some cases). The OTC
industry is thus acquiring a more scientific and responsible image.

3.50 Secondly, the OTC industry is capitalizing on the growing if sometimes grudging
recoguition that delivering generalized health care to the werld's population cannot
exclusively or even mainly depend on prescribed drugs and licensed health professionals
because of higher cost and relative shortage considerations — even in developed countries.
Higher "medical literacy” om the part of growing segments of the general public is
facilitating this transition, although it appears that the role of self-medication is not
sufficiently understood or accepted by health professionals nor well taught in schools of
medicine, phavmacy, nursing and health administration.

5,51 Thirdly, in certain countries some drug ingredients are being switched from RX to 0TC
states (e.g., hydrocortisone, antihistamines, ibuprofen) once their safety, under proper
intructions, has been established. Clearly, the O0TC dindustey prides itself ovn its new and

X One definition currently used by WHO considers traditional medicine as comprising
thosc medical practices based on beliefs that were in existence, often for hundreds of years,

before the development and spread of modern scientific medicine, and which are stiil in use
today.
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better products, while its critics emphasize that too much is spent on "unnecessary” or
"non-essential” vitamins, cough syrups, tonics, etc. on account of overpromoted
self-medication.

5.52 These developments may help to explain: (1) why the OTC-Industry response acknowledged
the need for the marketing approval process by regulatory authorities even though it is
burdensome, and (2) why many nen=industry association respondents were as demanding regarding
informatlon requirements for OTC drugs as for RX drugs, since some of the former now require
detailed instructions, warnings, contra-indications, ete. for the genmeral public to use them
without medical supervision. In other words, there seems to be some convergence between the
two types of drugs as far as registration and information requirements are concerned — with
obvious implications for the development of the WHO Ethical Criterias for Drug Promotion.

For example, proper labelling assumes greater importance when drugs are switched from RX to
OTC geatug,

5.33 1t is worth noting that the WHO Revised Drug Strategy does not clearly identify a role
for self-medication, excepl to state that governments should establish lists of drugs
permitted for OTC gale, {llowaver, thetre have been several WHO studies and reports about
selt-medication.)

N?tional differences

3.54 The Lptroduction to the WHUG questionnaires stressed that "there is no place for
supranativnal regulation of drug premotion by WHO", and started that "the criteris will
constitute general principles and specific guidelines . . . which could be adapted by
povernments te naticnal cicumstances”. Still, the WHO exercise implied that at least some
vniversal “principles”™ could be developed: while respondents often took different positions
regarding the possibility of and/or necessity for universal standards,

3.25% The industry responses made several references to important national regulatory and

even sel [—regulatory differences which are a fact of life, as is evident from the government

responges,  Thus, the TIPMA glated in fts cover letter:
"The facts remain that most of the areas included in the guestlonnaire are already
covered by national regulation and codes of practice in many ¢ountrles (both
developed and developing), and that practices vary widely from ¢ountry to country
for very valid reasons. No one gystem ig necessarily desirable for the whole
world or even for sll countries at a similar stage of economie or health
development . ”

gimilarly, the WFPMM stressed in a separate letter that!
"Nonpregseription products are often indigenous to the country in which they are
gold, having been developed by native maanufacturers from long-used Ingredients
often herbal or animal rather thaa synthetic chemical origin, Advertising and
prowotion are not directed to medlcal practitioners, who tend to have a comnen
global level of educat ‘s and sophistication, but are directed to the general
publlec which differs greatly in culture, education, traditions, medical customs,
and health=care practices from country teo ceuntry and indeed within countries.
Therefure, general internaticnal guidelines must be interpreted, adapted and
extendad Lo achieve the objective of a nationally applicable code of practice
spocific to the realities of each country, with practical credible methods for the
handling of complaints of viclations and their satisfactory reseolution at the
local level ,,, with our industry, our real existence fs at the national level,
where we promote directly to the local consumer, and consequently only our
national ceodes can be the meagure of our commitment to gupplementing government
controls, which we expect and welcome for our industry, with responsible
self-regulation.”

Y As was argued at the 1986 WFPMM General Asgembly: “There are not two sclences of
pharmacology and clinfeal therapeutics™ (Proceedings, p.10).
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5,57 The drug industry fears being caught in a "no—win” situation where, on the one hand,
they have fu satiasfy national requirements whicl are unlikely to becowe standardized in the
foreseeable future; while on the other hand they would be held by their critics te higher
WHO "etiiical ¢riteria”, thus leaving tlem open to the criticism of hiding behind national
differences and playing "double gawmes"™ to suit their own interestis.

3.3%6 Yet, the drug industry itself is moving toward uniforw standards through the [FFMA Code
of Pharmaceutical Marketinyg Practices and the WFPMM Guidelines for the Production of T
Voluntary Codes of Advertising Practice, among obthers, although these represent veluntary
exercises in self-regulation rather than mandatory legal requirements. Actually, the
Tntroduction to the WHO guestivnnaires sugzested that the revised ethical criteria could
serve for the development and Improvement of such Industry and company ¢oedes of practice as
well, On the other bhand, many non-industry association respondents favour “universal”
requirements because it secms obvious te them that the same basic informatien should be
provided everywhere — at least for drugs that are used evervywhere — and that the industry
should be held t¢ the "Lighest standards”, as {s particularly evident in some of the comments
elicited by tiwe questions related to tue promotlon of exported drugs.

5.5% Furtuermore, many non—industry respondents tend to visualize the drug industry as being
duominated by multinational companies (MNCs) = irvrespeclive of Lhe facl that there are strong
local companies in many countries (particularly iu the case of OTC drugs), that MNCs often
nave to take local partners or licence local firms, and that drug piracy multiplics the
spurces of supply ocutside the control of MNCs, etc. BSuvme of their critics stress that MNCs
play nasty games by dumping inferior or dangerous drugs, by using different countries, and by
leaving out gome crucial Information (warnings, contra-indications, instructions for usc,
etec.) in some coutries with lower standards. In this perspective, uniforn standards would
help eradicate such detrimental ¢contradigtory pragtices.

3.60 Furtlermore, the development of extended WHO Ethical Criteris for Drug Prowotion may be
viewed as a way of raising standseds arcund the world through the reach of multinational
corporations (perceived as ouwniprescat) even if national regulations rewain different. 1In
otiier words, if MNCs are as ubiquitous and powerful as thelr critics see them, why can they
not be influenced to apply "etbical criteria” everywhere, thereby sheort-circuiting the
tedious process of upgrading and Lemogenizing natiomal regulations? For that matter, the
pharwaceutical industry claims that it is moving in that direction threugh 1ts control of
foreign subsidiaries and licencees (when possible) and through the development of
international (TFPMA) and naticnel (e.g., WFPMM) codes.

Alternative Remedies

5.6L wWhile most of the questions in the WHO survey dealt with the information provided to
wealth professionals and/or tlie general public tlirough scientific duta sheets, inserts,
labels and advertisements, other toples were also covered: symposia, medical
representatives, free samples, ete, Even if these practices can be improved threough the
application of WHC ethical criteriz, they can also be dealt with by regulatory and
self-regulatory approaches suel as fiscal treatment (deductibility) of promotion
expenditures, the limitation of such expenditures, the contrel of prices,l the
certification of medical representatives by industry associations, the non-reimbursement of
certain drug expenditures, private or mixed complaint-~handling systews, and the like.

1a couple of respondents objected to pricing being left out of the WHQ survey
although this is not a "promotion” toplc. Tue issue of different prices belng charged for
tiwe same drug in different countries may have motivated tliese comuments.
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Daevelopling new WHO ¢riteria

5.62 Novel problems, growing pressures and some emerging consensus may 21l influence the
claboration of new WHO ethical criteria - to be developed by an international group of
experts, to be reviewed by an Ad Hoe Committee of the Executive Board on Drug Folicies and
the Executive Board, and to be approved as a resolution by the 1988 World Health Assembly., A
few final comments may be useful in this context.

5,63 Ag the tables listing the responges indicate, there is some uniformity of practice and
consensus of opinion about certain promotiomal metucds that should net be aliewed {(e.g.,
advertising drugs tu children) and about information that should be provided to health
professionals and/or the general public. There should not be any major problems in
developing new criteria regarding them.

5.64 It las already been mentivmed that tuere is some convergence between EX and OTC drugs
not only in terms of efficacy but also in terms of necessary instruetions, warnings, ete.
Tuis raises the question of whether these two types of druge (amd possibly "traditiovmal
medicines™) should share some cummon standards without, however, making them too detailed and
burdensome.

5.65 Where there are wajor differences in national requirements and among responding
assoclations' options — often but not exclusively between industry and nen—industry
associations — and consensus cannot be reached at the meeting of the International group of
sxperks mentioned above, several options are possible. One is te present two or more optleons
to tue Bxecutlve Board Ad Hoo Committees un Drug Tolicies.

5.66  Another possible approach to resolving major differences is to distinguish between the
"essential” and Lue "deslvable" - as was done in Questiounnaire No. 1. In other words, there
could be two sets of WHO criteria, with the appropriate titles, implying the selecticn &f a
range bhetween minimuve and waximuon.

5,67 A third approach would be to suggest to the World Healtih Assembly that it adopt either
a rather short resolutfon with a very extensive appendiz or a resolution spelling out the
principles underlying the criteria, with detailed criteriaz in appendix form.l

5,68 A fourth approsch related to the previouvs ones would comsist of surmounting the
dissension, which is often related Lo specific requirements, by stressing objectives rather
thap mesns, for example, tuat promotional materials must conform to the original drug
registration or marketing approval granted by the autherities; and tlhat important/crucial
informabion must be given Lo patlents, whether through the package itself, the package

Insert, the label, other pamphicts, advertisements, or some combinativn thereof.

5.69 The above comments suggest, however, the danger that “general principles” may be
considered as toothless, amenable to multiple interpretation, easily avefdable, and
ultimptely pointless. Conversely, over=detailed criteria may encourage over-regulation and
fester rigidity over flexibility of application.

! Tiius, tie Report of the Conference of Experts on the Rational Use of Drugs wenmtions
that: "Tt appears that internativnal norms for drug labelling are haedly possible. Rather,
it was suggested, guidelines should be prepared on good labelling practices within coutrics
and for drugs moving in international commerce (“Rationai Use of Drugs™, WHG, Geneva, 1987,
page 9, paragraph 22),

ek kdok
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EXECUTIVE SUMMARY DF SURVEY FINDINGS

Only one third of the 54 countries in this survey have a list of diseases
and ¢linical conditions for which OTC medicines should not be advertised
to the public.

A majority of countries require that RX and OTC medicine advertisements be

appraved in advance by a government authority.

Only in Finland, Ireland, the Netherlands and the United Kingdom does a
pharmaceutical-industry body also preclear QTC ads (it does it for RX
drugs in Canada). In Greece and the Philippines, an advertising-industry
organization screens OTC ads in advance; a media body plays such a role in
Australia, Canada, Taiwan and the United Kingdom.

Only claims and indications-for-use approved for labeling can be used in
X and OTC ads in about half the countries. The requirement that c¢nly
specified wording approved for labeling be used in ads is much less
common, however,

Mentioning the major active ingredients in ads - particularly in the case
of OTC drugs - 15 not commonly required.

About half of the countries mandate various types of warnings and
contra-indications in ads although less frequently for OTC drugs.

Only Greece, Indi., Kenya and 5ingapore reported proklems with the
tax-deduyctibility of drug-advertising expenditures. France taxes and the
United Kingdem restricts such expenditures for RX drugs.

The advertising of drugs and of their prices by pharmacies and other
stores 15 rather uncommon,

Only the United States allows some forms of RX-drug advertising to the
general public, but this practice remains controversial and will not be

lTiheralized.
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While promotional materials about RX drugs can readily be sent to health

prafessionals, free RX samples are restricted in 14 countries.

. There are relatively few restrictions on the use of various media for

OTC-drug advertising.

Claims that an OTC drug can cure or brevent an ailment are acceptable in a
glight majority of countries, but such claims must be capable of
subgtantiation.

Testimonials by health professionals are more restricted than those by
actors portraying them in the case of O7C ads. Consumer endorsements are
acceptable in about two-thirds of the responding countries.

From ome half to two thirds of the 54 nations prohibit the use of
premiums, gifts, competitions, sweepstakes and contests with 0TC drugs.
Industry self-regulation typically discourages such practices.

Various new restrictions or taxes are anticipated in half of the countries.
While some international organizations (WHO, UNCTAD, ECOSQC, Council of
Europe, EEC Commission and Eurcpean Pariiament) have discussed
pharmaceutical codes - usualiy at the prompting of a few activist groups -
respondents from only 12 countries referred to such developments or
expressad concern about them.

Similarly, few references were made to new industiry code developments,
Many rational pharmaceutical and advertising associations have developed
and are enforcing codes and guidelines of good advertising behavior as far
as medicines are concerned. There are similar initiatives at the
international level for both RX and OTC drug advertising.

The above findings are related to such old and new issues as miraculous
cures, ¢laim substantiation, the need for warnings and understandable
wording, drug acculturation, advertising to children and the economic

usefulness of medicine ads.
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VI. SURVEY FINDINGS

A. QUESTIONS 1-21: CURRENT GOVERNMENT REGULATIONS AND INDUSTRY GUIDELINES

QUESTION 3:  DOES GOVERNMENT HAVE TO APPROVE DRUGS REFORE THEY CAN BE

MARKETED/ADVERTISED?

FINDINGS :

The answer is overwhelmingly YES for both RX and OTC drugs., Only Costa
Rica, F.R. Germany, Ireland, Malaysia and 5Singapore answered N0 but their
answers must be gualified. In Germany, for example, the inﬁustry has Tong
policed itself although the Federal Health Office's cortrol is increasing. In
the United States, only OTC drug ingredients have to be approved under the FDA

0TC-review process, but not medicine products in finished form,

QUESTION 2. IS THERE A GOVERNMENT LIST OF DRUGS FOR WHICH ADVERTISING 13

SPECIFTICALLY APPROVED?

FINDINGS:
Here, the pattern of answers is reversed: most countries answered NO,

except for the following:

"YES"™ FOR RY DRUGS "YES" FOR OTC DRUGS
0 Jamaica 0 Australia
o Kenya o Brazil
o Paraguay ¢ India
o South Africa o Jamaica
o Thailand 0 Kenya
o Veneruela n Maltaysia
0 Netherlands
o Paraguay
o Portugal
o =pain
o Switzerland {but not for
¥, all 0T<Cs)
o Thailand




DGO/ETHCDR/87.3
Annex 2
Page 5

Page 13
This largely negative response can be explained by the fact that the focus
of regulation and self-regulation is on: (1) diseases (e.g., cancer) for
which self-treatment should not be advertised to the public, and (2)
appropriate standards for advertising medicines rather than on a list of drugs
for which advertising is allowed. Besides, this question may have been

misunderstood by some respondents.

QUESTION 3: IS THERE A GOVERNMENT LIST OF DISEASES AND CLINICAL CONDITIONS

FOR WHICH DRUGS SHOUL[} NOT BE ADVERTISED TO THE PUBLIC?

FINGINGS:

Here again, most countries answered NO although such lists exist in a
number of them (see Figure 1 for a Canadian example). For the countries
answering YES for 0TC drugs, such conditions as cancer, tuberculosis,
baldness, venereal diseases, diabetes, polio, arthritis, hypertensicn,
cardiovascular diseases, gastric ulcer, Tung-kidney-heart diseases, cholera

and asthma were typically mentioned.

COUNTRIES ANSWERING "YES" FOR OTC DRUGS

Aystralia
Belgium

Canada

Hong Kong
Indonesia
Ireland
Jamaica

Japan

Korea

Malaysia
Netherlands
New Zealand
Nigeria
Singapore
Taiwan
Trinidad and Tobago
United Kingdom
Zimhabwe

O oo 0 000000 S OO0 00
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DISEASES AND CONDITIONS THAT CANNOT BE ADVERTISED TO THE GENERAL PUBLIC

(CANADIAN FOOD AND DRUG ACT, SCHEDULE A)

Alcoholism

Alopecta

Anxiety state
Appendicitis
Arteriosclerosis
Arthritis

Bladder disease
Cancer

{onvyisions
Depression

Diabetes

Disease of the prostrate
Nisorder of menstrual flow
Dysentery

tdematous state
Epilepsy
Gallbhladder disease
Gangrene

(:1aucoma

Gout.

Heart disease
Hernia

Hypertension

Hypotension

Impetigo

Inf luenza

Kidney disease

Leukemia

Liver disease

Nausea and vomiting of pregnancy
{Obegity

Pleurisy

Pneumcnia

Poliomyelitis

Rheumatic fever

Scabies

Septicemia

Sexyal impotence

Tetanus

Thrombhotic and embolic disorders
Thyroid disease

Tuberculosts

Tumor

Ulcer of the gastrointestinal tract
Vaginitis

Venereal disease
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QUESTION 4:  MUST EACH ORUG ADVERTISEMENT BE APPROVED IN ADVANCE?

FINDINGS:

Four options were available: (1) preclearance by a government authority;
{2} preclearance by a pharmaceutical industry seif-regulatory body; (3}
preclearance by an advertising industry self-regulatory body, and (4)
preclearance by & media association.

1. Preclearance by a government authority. A majority of the couniries

answered YES - typically by a Ministry or Board of Health.
COUNTRIES WHERE GOVERNMENT PRECLEARANCE IS REQUIRED FOR:

RX DRUGS OTC DRUGS
Argentina Argentina
Austria Australia (radio-TV commercials only)
Canada Austria
Chile Canada (radio=TV commercials only)
Colombia Chile
Denmark Colombia
Ecuador Denmark
France E} Salvador
Greece France
Hong Kong Guatemala
Indonesia Greece
Ttaly Hong Kong (radio-TV commercials only)
Jamaica Indonesia
Kenya Ttaly
Lebanan Jamaica
Mexico Kenya
Nigeria Lebanon
Norway Malaysia
Paraguay Mexico
Peru Nicaragua
Portuqgal Nigeria
Singapore Norway
Spain Panama
Syria Paraguay
Taiwan Peru
Thailand Singapore
Venezuela Spain
Switzerland (for some 0TC drugs only)
Taiwan
Thailand
Venezuela

NOTE: In both the United Kingdom (DHSS) and the United States (FDA), the
gavernment can require preclearance but uses this power only in exceptional
cases {e.g., the U.S. Food and Drug Administration has recently required the

preclearance of ads for RX asthma drugs). In the United States, RX ads must
adhere to the FDA-approved tabeling, however.
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In Canada, 0TC-drug radio and TV commercials must be previewed and cleared
by the Department of Health and Welfare to ensure that they do not contravene
the Food and Drug Act and Regulations. This is required under Section 11 of
the Broadcasting Regulations administered by the Canadian Radio-Television and
Telecommunications Commission (CRTC) which provides each acceptable script
with a CRTC registration number. However, OTC advertisements appearing in
newspapers, magazines and direct-mail pieces are not subject to preclearance

even though they must conform to the same rules as broadcast commercials.
When governments own broadcasting stations or even have & broadcasting
monopoly (e.g., France and Sweden), this may amount to an indirect form of

governmental preclearance of all commercials - not just those for medicines.

2. Preclearance by a pharmaceutical industry self-requlatory body. For RX

drugs, Canada is the only country that answered YES. The Pharmaceutical
Advertising Advisory Board is a non-governmental board with representation
from the Proprietary Association of Canada, the Pharmaceutical Manufacturers
Assaciation of Canada, the Canadian Cosmetic, Toiletries and Fragrance
Association and the Canadian Pharmaceutical Association - with the Health
Protection Branch of the Department of National Health and Welfare serving in

an advisory capacity but retaining ultimate veto power.

For OTC drugs, Finland has a tripartite Drug Advertising Supervisory
Commission for the preclearance of TV drug commercials, which inyolves the
pharmaceutical and advertising industries as well as government and medical
experts. The Federation of Irish Chemical Industries, the Dutch KOAG and the

Proprietary Association of Great Britain also provide preclearance for all

types of QTC advertisements.
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3. Preclearance by an advertising self-regulatory body. This does not seem

to exist - except perhaps in Greece and the Philippines (where the Philippine
Board of Advertising has been delegated sigmificant regulatory power by the

government, and preclears 2ll OTC advertisements).

4. Preclearance by a media association. Most newspapérs, magazines,

broadcasting stations and networks (some of them government mornopolies as in
France) have their own acceptance rules for advertisements, but it i< rare to

find a medis association involved in preciearance.

In Austratia, however, drug commercials are screened by both the
Therapeutic Goods Branch of the Department of Health and the Federation of
Australian Commercial Television Stations (FACTS) and the Federation of
Australian Radio Broadcasters (FARB). Materials intended for use in
publications which are members of the Media Council of Australia are screened
by the Australtian Publishers Bureay.

In Taiwan, the Taipei Newspaper Industry New Review Committee appears to
play a similar role. In Canada, the Telecaster Committee {TC) is a
self-requiatory organization of television-stations and networks that ruies on
the acceptance of all commercials in accordance with its guidelines, although
anly TC members are hound by its decisions.

In the United Kingdom, the Independent Broadcasting Authority {IBA) is a

statutory body responsible to government, which has the duty to apply
appropriate controls to broadcast commercials. In practice, the IBA Code of
Advertising Practice {(which includes specific clauses dealing with medicine
advertising) is administered by the Independent Television Companies'

Association (ITCA), Commercials must be approved by ITCA; and in the case of
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medicine advertisements, they are subject to comment from the IBA Medical
Advisory Panel, This procedure is in addition to the pre-publication
clearance mandated by the Proprietary Association of Great Britain (see

Appendix) .

QUESTION 5:  MAY ONLY CLAIMS AND INDICATIONS FOR USE APPROVED FOR LABELING BE

USED [N ADS?
FINDINGS :
As Figure 2 indicates, more countries answered YES (27) than NO (17) for

RX drugs while the situation is somewhat reversed for OTC medicines {23 vs.

29).% 0f course, advertisers are normally not allowed to make

unsubstantiated claims by either law or self-regulation.

(FIGURE 2 INCLUDES THE ANSWERS TO QUESTIONS 5 70 9]

6. Some answers are missing for some of the questions so that their total
does not always equal 54 {countries).
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QUESTION 6:  MAY ONLY SPECIFIED WORDS APPROVED FOR LABELING BE USED IN

ADVERTISEMENTS?

FINDINGS:

A major issue in medicine advertising has been: “Should an ad read like a
label or package insert?" - with the latter often constituting the
government-approved statement about the drug's effectiveness, side effects and
contra-indications which must be specifically included on the label, package

insert or equivalent product accompaniment, and in the promotional literature.

The answers to Question 6 are predominantly negative: 36 NO for RX drugs
and 46 NO for OTC drugs (see Figure 2). Industry has largely succeeded in
defending its position that the lanquage used in advertising to the public
should not necessarily be the same as the scientific or technical terminology
used by government reviewers in approving the indications for use of the drug

(see Section VII.E below for a discussion of this neyelusivity" issue).

QUESTIQN 7:  MUST THE MAJOR ACTIVE INGREDIENTS INCLUDED IN THE DRUG BE

MENTIONED IN THE AD?

FINDINGS:

This requirement is fuund in less than half of the responding countries as
far as RX drugs are concerned: 21 YES vs. 24 NO answers, but it is much Tess
comman for OTCs: 7 YES vs. &6 NO answers {see Figure 2). Switzerland
requires it only in OTC advertisements fo health professionals - a reguirement

probably found in many countries.
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QUESTION 8: MUST ADVERTISEMENTS INCLUDE APPROPRIATE WARNINGS (E.G., "ALWAYS

READ THE LABEL," "USE ONLY A5 DIRECTED," “MAY CAUSE DROWSINESS

OR “CONSULT A DOCTOR [F THE SYMPTOMS PERSIST"}?

FINDINGS:

A distinction must be made between (1) general warnings or cautions such
as "Consuit your docter" (required by the Mexican government for all labels
and advertisements) and "As with ail medicines, keep out of the reach of
children" (a voluntary practice in the United States), and (2) specific
cautionary statements applicabie to particular products or ingredients {e.g.,
"May cause drowsiness. 0o not drive or operate machinery after taking") which
are more likely to appear on the label. Various 0TC warnings have originated
with the industry rather than with government - for example in Australia and
the United States. Unfortunately, this survey did not sufficiently

diffarentiate between these two types of warnings.

Half of the countries have such a requirement (see FigurE_Z), revealing
that the problem of overloading ads with warnings defies a simple solution.
In the case of RX drugs, the NO answers must be interpreted in terms of the
simple “reminder" advertisements which are used to promote them to health
professionals. Such simplified ads without warnings are allowed in a number
of countries, provided full information is readily available to them glsewhere

(e.g., in data sheets, promotiomal literature and medical reference hooks).

QUESTIONS 9: MUST ADVERTISEMENTS INCLUDE APPROPRIATE CONTRA-INDICATIONS

(E.G., “NOT FOR PEQPLE ON A LOW-SODIUM DIET")?

FINDINGS :

Such a requirement is more common for RX drugs (27) than for OTCs (16 YES
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vs. 38 NO), and it is less common than mandating warnings {Question 8) as far

as 0TCs are concerned (see Figure 2),

QUESTION 10: ARE REASONABLE ADVERTISING EXPENDITURES FULLY TAX-OEDUCTIBLE?

FINDINGS :
Only four countries answered NO: Greece, India (20 percent of such

expenditures are not tax-deductible), Kenya and Singapore.7

0 In France, there is & special 5 percent tax on RX-drug prqmotion
expenditures, which is not tax-deductible; and there are limits on how much
firms can spend on promotion per unit sold., This measure is designed to
reduce the cost of reimbursable prescriptions but works to the detriment of
smaller pharmaceutical firms which thys dispose of a smaller tax-deductible
advertising budget.

o In the United Kingdom, the government has restricted the amount of money

pharmaceutical companies can spend on advertising RX drugs to doctors in order
to curtail the spiraling costs of medical care provided by the National Heaith
System. Under a recent agreement with the government, U.K. prescription-drug
manufacturers are now limited to spending only 10 percent of their annual drug
sales on advertising and other forms of promotion. If expenditures go over
this "veluntary" limit, the companies will be forced to pay a penalty equal to

]

the excess spending. In 1985, this upper limit goes down to % percent.

7. For a fuller treatment of this subject, see: J.J. Boddewyn, Advertising
Taxation in 39 Countries (New York: Internaticnal Advertising
Association, 19337,

8. "Britain Orders Drug Ad Cuts," Advertising Age (23 January 1984), p. 46.
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QUESTIONS 11 & i2: CAN PHARMACIES AND OTHER STORES ADVERTISE THROUGH THE MASS

MEDIA?
FINDINGS:
The answer is N0 for RX drugs since they cannot, as a general rule, be
advertised to the gemeral public. However, in the United States, RX

advertising by pharmacies 7% permitted but limited to name and price.

Regarding 0TC medicines, most countries say YES but some add: "It is not
done." The explanation is that in natioms 1ike Belgium, Chile, Finland,
France and Norway, pharmacies have a monopoly on the sale of both RX ang 07C
drugs. This monopolistic situation, together with legal or professional
restrictions, makes it unnecessary or impossibie for pharmacies to advertise -
a task then left to manufacturers and importers. Countries where such factors
prevent pharmacies and other stores from advertising QTC drugs inciude:

Austria, Belgium, France, Indonesia, Ireland and Italy - among others.

QUESTION 13: CAN THE PRICE OF DRUGS BE ADVERTISED?

FINDINGS:

Most countries answer YES but a number of them point out that it is not
done" - again, because pharmacies do not or cannot advertise at all. In
Australia, price advertising is legal but contrary to the Froprietary
Acsaciation of Australia's Code of Ethics; in Finland and Norway, prices must
be mentioned in the advertisement. In Finland, in the case of ads in
health-care professicnal journals, the average cost of treatment must be given
when its calculation is possible. In the United States, a 1976 Supreme Court
decision (Virginia State Board of Pharmacy) resulted in the relaxation of

state bans on price advertising for drugs.

[NOTE: THE FOLLOWING QUESTIONS 14-18 APPLY ONLY TO RX-DRUG ADVERTISING]
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QUESTION 14 & 15  CAN PRESCRIPTION DRUGS BE ADVERTISED TO PHYSICIANS,

PHARMACISTS AND OTHER HEALTH-RELATED PROFESSIONALS - AND

QNLY TQ THEM?
FINDINGS :
A1l respeonding countries answered YES to these guestions although there
are some restrictions about certain categories of health professionals
(midwives, nurses, etc.). The United States presents a special case discussed

in the following section.

QUESTION 16: ARE THERE PROPOSALS IN YOUR COUNTRY TO ALLOW THE ADVERTISING OF

PRESCRIPTION DRUGS TO THE GENERAL PUBLIC?

FINDINGS :

The United States stands alone in this regard. It has no legal

restrictions on advertising RX drugs to the public, provided detailed
side-effect information is presented. Some companies introduced a few ads of
this type in 1981-1982, but the Food and Drug Administration instituted a
legaliy questionable moratorium im September 1983. Various reviews and
surveys were conducted and analyzed in order to determine if consumers can
properly understand such unusual advertisements, but no liberalization seems
Tikely. However, RX ads ta the general public concerning only prices as well
as institutional ads focussing on diseases and their appropriate treatment,

without naming any specific drugs, can still be run.

Resides, the Cable Health Network (now Lifetime Network) already carries

RX advertisements complying with FDA regu?ations.g Although directed at

9. The U.5. Food, Drug and Cosmetic Act requires that a "brief summary” of a
drug's risks and precautions be included in advertisements promoting the
uses of the product. The purpose of the brief summary is to communicate a
fair balance of benefits and risks to health-care professionals. The
“brief symmary® requirement is met in medical-journal advertisements by
reprinting all the cautiomary (risk} information from the package insert.
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health professicnals, this cable network can alsc be viewed by the general
public. Some U.5. consumers, therefore, are already exposed to such
advertisements through this network as well as through medical reference hooks

and professicnal journals - but not through the mass media.

QUESTION 17: IS THE DIRECT MAILING OF PROMOTIONAL MATERIALS (COPIES OF ADS,

PAMPHLETS, MANUALS, ETC,) TO PHYSICIANS, PHARMACISTS AND

MEALTH-RELATED PROFESSIDNALS ALLOWED?

FINDINGS:
A1l countries answered YES, In France, however, prior permissicn of the

Health Ministry is usually needed,

QUESTION 18: CAN FREE SAMPLES OF DRUGS BE SENT TO PHYSICIANS, PHARMACISTS AN

OTHER HEALTH-RELATED PROFESSIONALS EVEN IF THEY HAVE NOT BEEN

EXPRESSLY REQUESTED BY THEM (THAT IS, CAN YOU SEND THEM A FREE

SAMPLE WITHOUT THEIR REQUESTING [T)?

FINDINGS

Fourteen countries answered NO:

o Austria a} Ireland
a Belgium o Korea
o Lanada 0 Mexico
¢ Denmark {unless permission o Norway
is granted) o Singapore
o Finland 0 Sweden
0 France o United Kingdom

o Germany

Physicians in these countries must request such samples in writing {this
is also the case in some U.5. states as far as controlled substances are
concerned). Only physicians and dentists may usually receive such sampies,

compared to the larger number of health professionals who may be given free
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Jiterature and other promotional materials. One rationale for this
restriction is the reduction of promotional expenses which impact the cost of

government-provided services.

There are also time limitations applying to free samples: in Belgium,
they may only be distributed during the 6-month period following registration
of the new drug; in France and the Netherlands, for 2 years; and in Norway for
one year, and only the smallest unit available may be sampled.

[NOTE: TYHE FOLLOWING QUESTIONS 19-71 APPLY ONLY TO OTC ORUG ADVERTISING. ]

QUESTION §9: CAN OTC DRUGS BE ADVERTISED TO THE GENERAL PUBLIC THROUGH THE

MASS MEDTA?

FINDINGS :
A1l countries, except Syria and Turkey, answered YES. However, this

freedom is sometimes limited:

¢ In Australia, only "unschecduled" OTCs and certain types of "scheduled"
0TCs (i.e., pharmacy-restricted) can be advertised to the general public.

o In Canada, advertising is allowed cnly for specific conditions and limited
dosages.

o In Chile, not for laxatives, anti-flu medicines, and those that may be
hahit-farming.

0 In Finland, there are size restrictions for ads in newspapers (1/4 page)
and periondicals (1 page) per issuz.

0 In Japan, not more than 1/3 page in newspapers.

o In Switzerland, analgesics are excluded (on the basis of a pharmaceutical
tndustry gentlemen's agreement} as well as other drugs which may onrly be

sold in pharmacies,
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0 In Thailand, n the case of medicines containing certain ingredients such
as antihistamines in cough syrup.

o In Turkey, drug advertising in the mass media is in principle not allowed,
with the exception of anncuncing the availability of drugs in the press.
However, pharmaceutical companies try to overcome this barrier by
point-of-purchase displays and materials in pharmacies, and by other means.

o} In Zimbabwe, there are some exceptions (e.g., codeine-based products).

QUESTION 20: MAY OTC ADS CLAIM THAT AN OTC DRUG CAN CURE OR PREVENT AN

ATLMENT OR DISEASE?

FINDINGS:

As the following 1ist indicates, a majority of countries (33) said YES but
there were 21 NO answers - sometimes with the qualification: “YES if
scientifically proven," which refers to the substantiation issue discussed

below.

A few countries restrict such claims to prevention or relief only, and do

not accept claims for cure: Guatemala, Spain and Sweden. The codes
administered by the Australian Media Council state that: “An advertisement
retating to goods for therapeutic use which containg reference to the
following conditions shall not refer to such a comditiom in its chronic,
recurrent or persistent form but it may contain a claim to reliave the

sufferers or alleviate acute forms of conditions: acidity of stomach .

fmany other conditions are listed]."

Clearly, there are medical conditions (e.g., cancer - see Figure i) for

which no cure or prevention claims may be made at all. On the other hand, a
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"eure" ¢laim is legitimate for some 0TCs - for example, for typical cases of
dandruff and athlete's foot, Thus, the U.5. Proprietary Association has
recently revised its definition as follows: "OTC medicines are appropriate
for the prevention, treatment, symptomatic relief or cure of diseases,
injuries or other conditions - acute or chronic - which the consumer can

identify and manage alone or with professional diagnosis or supervision.”

QUESTION 20

"YE5S" COUNTRIES

"NO" COUNTRIES

0 Australia o Argentina
0 Austria o Colombia

o Belgium o Costa Rica
o Brazii o CEducador

o Canada o ET 5alvador
o Chile 0 Honduras

o Denmark o Ireland

¢ Finland o Jamaica

o France ¢ Lebanon

¢ Germany ¢ New Zealand
o Greece o Nicaragua
o Guatamala (prevent, only) o Nigeria

o Hong Kong o Norway

o India o Panama

o Indonesia o Philippines
o Italy o Portugal

o Japan o Singapore
0 Kenya o Syria

o Korea o Turkey

0 Malaysia o Venezuela
0 Mexico o 7imbabwe

o Netherlands

0 Paraguay

o Peru

0 South Africa (prevent, mastly)

o -Spain (prevent, mostly)

0 Sweden

0 Swilzerland

0 Taiwan

¢ Thailand

¢ Trinidad apd Tobago

o United Kingdom (prevent, only)

0 United States (prevent, only)
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QUESTION 21: CAN DRUG ADVERTISING USE THE FOLLOWING MEDIA AND TECHNIQUES?

FINDINGS:
Ten guestions inguired about the permissibility of using television,
outdoor and direct-mail advertising, testimonials, premiums, gifts,

competitions and refunds. The results are presented in Figure 3,

COMMENTARY

211, Use Television: Disregarding Belgium, Denmark, Indonesia, Norway and

Sweden where no commercials are broadcast at ali, only Switzerland, Syria and
Turkey answered NO.

212, Use Qutdoor Advertising: Only Austria, Denmark, Finland, Syria and

Turkey answered NC.

213. Use Direct Mail (to the general public): Only Argentina, Austria,

Finland, Ireland and Turkey answered NG,

214-216, Use Testimonials:'0 The largest incidence of NO answers pertains

to "testimonials by physicians, pharmacists and other health-related
professionals,” followed by “testimonials by actors portraying physicians,
pharmacists and other health-related professionals.” In any case, such
testimonials are generally not used and are discouraged by industry
self-regulation today. On the other hand, "ifestimonials by consumers" are
atlowed in about two-thirds of the countries. 1In the United States,
restrictions on actors portraying health professionals originated with

broadcasters, not with the government.

10. See: J.J. Boddewyn, Endorsements/Testimonials: A 36-Country Survey {New
York: International Advertising Association, T1GET).
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217-219. Use Premiums, Coupons; Absolutely Free Gifts; Competitions, Contestii

Sweepstakes {in consumer advertising): From half to two-thirds of the
countries were negative on this score, reflecting opposition to such
"distracting" practices in some nations, but also the discouragement of any

incentive to the unnecessary use of drugs.‘]

National industry codes
usually oppose such practices even when the law does not (see the U.S.
Proprietary Association's code tn the Appendix for an example).

220. Offer Refunds If the Customer Is Not Satisfied: Here again, the NO

answers predominated by far for the same reasons.
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WHQ's ethical and scientific criteria
for pharmaceutical advertising
(Ragolution WHAZT.41, May 1968}

WEHA2L41  The Twenty-first World Healih Assembly,

Having considered the Director-General's report on phar-
maceutical advertising;

Haviag noted resolution EB41.R24 of the Executive Board on
the matter;

Considering that, if it is not objective, pharmacettical adver-
tising it whatever form is detrimental to the health of ihe public:
and

Holding that the adherence to certain lundamental principles
for the advertising of pharmaceutical products is essential,

URGES Member States to enforce the application of the ethical
and scientific criteria for pharmaceutical udvertising 23 annexed
e this resoludion,

ANNER

ETHICAL AND SCIENTIFIC CRITERTA
FOR PHARMACEUTICAL ADVERTISING

All advedtisivg on & drug should be trwthful and reliable.
[t trust not contain ingurrect statements, half-traths or un-
verifinble assertions about the eontents, etfecis {therapeutic as
well as toxic) or indications of the drug or pharmaceutical
speciality concerned.

Advertizsing to the Medical and Reiated Professions

In describing the properties of a drug and its use, siress
should be laid on rendering facts and data, whereas general
statements showld bBe avoided, Statements should be supported
by adenuate and acceptable scienuific evidence, Ambhiguity must
be avoided. Promotional material should not be exaggerated o
misleading.

A full desériplion, based on current scientific knowledge,
should include information on (he producer and sponsor of the
product advertised; full designation (using generic or nons
proprictary hames) of the nawge and gontent of active ingre-
dient(s) per dose; action and uses; dosage, form of adminisirs
tion, and mode of application | sigesgfects and adverse resctions]
precautions and conrra-indications; trealinent in case of poisons
iitg; and references to the scientitic or professional hierature,

A fair halance should be maintained in presenting information
on effectiveness on the one hand and adverse reactiony and
contrasindications on the other,

Advertising 1o the Public

Advertisements (0 the public should not be permirted for
prescription <deugs, Tor the reatment of certain Jdiseases and
conditions which ¢an be treated only by a doctor and of which
certain countrigs bave established hstg, or in & form which
brings about fear or distress, nr wiich declares spesific rgmedics
to be nfallible, or suppests that chey are recommended by
members of the moedical profession.

May 1968 168,20
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