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1.1

What laws and codes of practice govern the advertising of
medicinal products in your country?
e ——
In Turkey, the advertising of medicinal products is governed by the
Regulation on the Promotion of Medicinal Products for Human Use
(“Promotion Regulation”) which is based on the Pharmaceutical
and Medical Preparations Law No.1262 (“Law”™). [On 14.12.2005,
the 10th Chamber of Council of State by its decisions numbered
2003/5945E. and 2005/7622K. cancelled Articles 4 (d) and (e),
5.6,7.8.14. and 15 of the Promotion Regulation. In this case, the
Pharmacy Association demanded the cancellation of the promotion
regulation claiming that advertising to the general public is against
the mandatory rules of Turkish law. The Council of State has
decided to cancel all provisions relating to advertising to the general
public. However, this decision has created a legal loophole in the
system since some of the provisions, such as the meaning of
advertisement and advertisement materials arc not defined in other
sources. In the responses to this questionnaire. some of the
cancelled provisions will be referred to in order to clarify the
interpretation of the MoH even though their applicability is in
question. Besides, in practice the MoH still monitors the market
based on its authority under the Law and follows the same
procedures and rules, excluding the ones related to promotion to the
public.] Also, the Act on Protection of Consumers, Regulation on
Principles and Fundamentals of Practices regarding Commercial
Advertisements and Announcements and Code of Obligations are
applicable where the matter is not regulated under the Law or the
Promotion Regulation.

The General Directorate of Pharmaceuticals and Pharmacy
(“Directorate™) under the Ministry of Health (“MoH”) is in charge
of the management of all matters related to pharmaceuticals.

1.2 How is “advertising” defined?

Advertising is defined under Article 4/d of the Promotion
Regulation as all reminders or dissemination of information about a
medicinal product to raise its disposal, usage, purchasing, or
prescribing: events of firm travellers; all declarations published in
audio-visual news items or medical magazines to these ends;
announcements delivered via the internet or by the postal service;
use of audio- visual materials like movies, slides, and electronic
media: scientific and educational meetings; and facilities
distributing free samples, reminders or published promotional

materials in exhibitions or counterparts of it.

The scope of advertising activities is defined in cancelled Article 5
of the Promotion Regulation. Accordingly, advertising includes:
advertising of non-prescription medicines to the general public;
advertising of prescription-only medicines to health professionals;
visits by medical sales representatives to medical doctors and
dentists: distribution of samples; sponsoring of promotional
meetings attended by health professionals; sponsoring of scientific
congresses attended by health professionals; and above all payment
of travelling and accommodation expenses incurred by health
professionals in attending these gatherings.

The following activities are excluded from the scope of Article 5:
labels and annex prospectuses; correspondence eventually
accompanied by non-promotional material aiming to answer a
specific question about a particular medicinal product; informative
announcements and related reference materials, pack changes,
adverse reaction warnings as part of general drug precautions, trade
catalogues and price lists, provided that they do not include any
product claim; and statements related to human health or diseases,
provided that there is no reference, even indirectly, to medicinal
products.

#
1.3 Must advertising be approved in advance by a regulatory
o 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?
P e
Article 13 of the Law and Article 14 of the Promotion Regulation
require advance approval of the MoH prior to use. According to the
Promotion Regulation, applications identifying target audiences
and dates of first declaration are to be submitted to the MoH before
starting promotional activities. The Promotion Regulation also
requires keeping samples of promotional materials for five years for
submission to the ministry when necessary. [Although Article 14
was also cancelled, the MoH still requires advance approval before
distribution of advertisement materials takes place based on its
monitory duty.]
No specific procedure is mentioned in the Promotion Regulation;
therefore, an application must be filed in order to obtain the MoH’s
approval in accordance with the general rules of administrative law.
Accordingly, a simple petition directed to the Directorate including
tie relevant product’s brand name, licence number and promotion
material would be sufficient.
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