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

The most important provisions relating to advertising of medicinal
products in Luxembourg can be found in the law dated April 11,
1983 concerning the marketing authorisation procedures and the :
advertising of medicinal products (Loi du 11 avril 1983 portant
réglementation de la mise sur le marché et de la publicité des
médicaments, as amended, hereinafter referred to as the “1983 :
Law”) and in the Grand-Ducal Regulation dated December 15,
1992 concerning the marketing authorisation procedure for
medicinal products (Réglement grand-ducal du 15 décembre 1992
relatif a la mise sur le marché des médicaments, as amended,
hereinafter referred to as the “/992 Regulation) under its Chapter
3 (Articles 17-29). This 1992 Regulation implemented the Council \
Directive 92/28/EEC of March 31, 1992 (now incorporated in the
Directive 2001/83/EC of November 6, 2001) on the advertising of
medicinal products for human use into national law. The provisions
of the Directive 92/28/EEC have been taken over by the
Luxembourg lawmaker almost literally. The 1992 Regulation also
contains rules pertaining to labelling and accompanying package
leaflets.

A medicinal product (“médicament”) is defined as any substance or
combination of substances presented for treating or preventing
human or animal illness. Furthermore, any substance of
combination of such which can be given to humans or animals in
order to establish a medical diagnosis or to restore, correct or
modify human or animal organic functions is also considered being
a medicinal product (cf. Article 1, Nr. 1-3 of the 1983 Law).

Chapter III (Articles 19 and 19-1) of the 1983 Law provides for the
general legal framework with regard to advertising of medicinal
products.

Article 19 of the 1983 Law empowers the Government to regulate
advertising to the public and health professionals. It stipulates that ;
the Ministry of Health must approve any advertisement prior to its
use (for details, see question 1.3 below). Moreover, Article 19-1 of
the 1983 Law determines how and by whom actions can be brought
to court in case advertising rules are violated.

1.2 How is “advertising” defined?

Article 17 paragraph 1 of the 1992 Regulation defines advertising
of medicinal products (“publicité pour des médicaments™) as any i

form of door-to-door information, canvassing activity or

! inducement designed to promote the prescription, supply, sale or
i consumption of medicinal products. It particularly includes:

the advertising of medicinal products to the general public;

advertising of medicinal products to persons qualified to
prescribe or supply them;

visits by medical sales representatives to persons qualified to
prescribe medicinal products;

the supply of samples;

the provision of inducements to prescribe or supply
medicinal products by the gift, offer or promise of any
benefit or bonus, whether in money or in kind, except when
their intrinsic value is minimal;

sponsorship of promotional meetings attended by persons
qualified to prescribe or supply medicinal products; and

sponsorship of scientific congresses attended by persons
qualified to prescribe or supply medicinal products and in
particular payment of their travelling and accommodation
expenses in connection therewith.

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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Pursuant to Article 19 of the 1983 Law, any advertisement which by
any means reaches the public is prohibited unless it has obtained
prior approval by the Minister of Health or the person he has
delegated to this effect. However, an advertisement which
exclusively mentions the name and composition of the medicinal
product, the name of its producer and his address, is not subject to
this rule.

© There is no regulation addressing a specific approval procedure.
: Art. 19 of the 1983 Law empowers the Ministry of Health to
¢ regulate advertising by any means it might consider appropriate.

The 1992 Regulation constitutes a major instrument as to this effect,
but does not cover the Ministry’s possibilities exhaustively. To our

: understanding, nothing would prevent the Ministry from imposing
i a prior approval in specific cases. However, such prior approval

procedure would need to take into account the administrative

! practice as applied in similar cases. The justification for such prior
approval procedures would need to be very well founded.
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