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1.1 What laws and codes of practice govern the advertising of
medicinal products in your country?

The regulation of advertising of medicinal products in Venezuela is
covered both in various domestic legislation and in international
laws.

The principal domestic legislation in this matter is the Norms of the
“Junta Revisora de Productos Farmacéuticos™ (NJRPF), from 1998,
and an Administrative Resolution of the “Ministerio de Salud y
Desarrollo Social™ (Health Ministry - MSDS), regarding the
“Normas para la Promocion y Publicidad de los Medicamentos™
(Normative for Promotion and Advertising of Medicines - NPPM),

from June 23, 2004, which develops broadly the fundamental '

principles established in the “Ley de Medicamentos” (Medicinal
Products Law - LM), limited to medicines approved and registered
in Venezuela. The legislation establishes that the promotion and
advertising of medicinal products must be done according to the
norm established by the *“Junta Revisora de Productos
Farmacéuticos del Instituto Nacional de Higiene Rafael Rangel”,
(the national authority competent for granting sanitary permission -
JRPF) and must be adjusted to the following ethical principles: (i)
offering truthful information, without deceiving or exaggerating;
(ii) inside the ethical-sanitary criteria; and (iii) encourage the
rational consumption of medicinal products.

Additionally, the “Ley de Medicamentos” (Medicinal Products Law
- LM) dated August 3, 2000 which contemplates among its
objectives, the establishment of ethical norms for regulating the
information. promotion and advertising of medicinal products.

All of the above domestic legislation is in compliance with the
“Ethical Criteria for the Medicine Promotion of the World Health
Organization” (ECMP - WHO), which are general principles of
ethical norms that, even though they do not constitute legal
obligations for the governments, in accordance with disposition 5,
are developed by the Venezuelan laws to a great extent.

Finally, the “Ley de Proteccion al Consumidor y al Usuario”
(Consumers Protection Law-LPCU) from 2004, whose norms apply
if the advertising and promotion of medicinal products will affect
the protection and defence of the rights and interests of the
consumers.

1.2 How is “advertising” defined?

The NPPM defines ADVERTISING as “every way of impersonal
communication paid by a sponsor about a product, service and

organisation, transmitted to the public by means of a social mass
media”; and PROMOTION as “every informative, for divulgation,
persuasion and recordation, activity. developed by manufacturers,
distributors and representatives, with the aim of leading to the
prescription, dispensation, supplv, acquisition or utilisation of such
products™.
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1.3 Must advertising be approved in advance by a regulatory
or industry authority before use? If so, what is the
procedure for approval? Even if there is no requirement
for prior approval in all cases, can the authorities require
this in some circumstances?
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In Venezuela the advertising must be approved in advance by the

. “Ministerio del Poder Popular para la Salud” (Health Ministry -

MPPS) in conjunction with the JRPF.

The approval application must be carried out by the sponsor
pharmaceutical, accompanied by all the requested requirements.
The JRPF will evaluate such application within fifteen days
following the filing of the application.

The NPPM only contemplates the possibility of promoting or
advertising medicinal products without previous authorisation,
when use comes in the following form:

rPhannaceutical Company device | Pharmaceutical company’s slogan

It informs the health professionals that it has already introduced its
product to drug stores and pharmacies:

PRODUCT NAME
(active compound)
XXX mg tablets
XXXmg/5ml Suspension

Health Registration (EF, PB, PN), No. XXX

For more information contact to:

Pharmaceutical Company XXXX

(Authorised address by MSDS)
Telf.: XXX - Fax: XXX - Web page: XXX

e-mail: XXX

Exclusively acquired medicinal product of an establishment
authorised by the MPSS.

1.4 If the authorities consider that an advertisement which
has been issued is in breach of the law and/or code of
practice, do they have powers to stop the further
publication of that advertisement? Can they insist on the
issue of a corrective statemient? Are there any rights of
appeal?
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Yes, the MPPS is empowered to stop an advertisement published in
violation of the legislation.
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