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NOTICE TO MEMBERS

Subject: Petition 1221/2008 by Sergio Niola (Italian) on television advertising for 
medicinal products in Italy

1. Summary of petition

The petitioner indicates that the mandatory health warning accompanying television 
advertisements for medicinal products in Italy is frequently almost drowned out by 
excessively loud background music. In addition, it is delivered so quickly that it cannot be 
understood by the hard of hearing. The written text of the warning is shown in extremely 
small print which is often obscured by the television channel logo. The petitioner maintains 
that in other countries (Germany and Spain for example) the warnings are delivered in a clear 
and comprehensible manner. He takes the view that Italian television broadcasters are 
intentionally seeking to deny the fact that medicinal products may have undesirable and even 
harmful side-effects and wonders whether the relevant Italian legislation is in accordance with 
European rules and the principle of consumer protection.

2. Admissibility

Declared admissible on 13 February 2009. Information requested from Commission under 
Rule 192(4).

3. Commission reply, received on 15 May 2009.

Observations by the Commission

The advertising of medicinal products for human use is primarily regulated by Articles 86 to 
100 of Directive 2001/83/EC ('the Directive'). Advertising to the general public is only 
allowed in the case of medicinal products not subject to medical prescription (over the counter 
medicinal products) while Article 88(1) of the Directive bans the advertising to the general 
public of medicinal products subject to medical prescription.
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According to Article 89(1) of the Directive, all advertising to the general public of a 
medicinal product shall be set out in such a way that it is clear that the message is an 
advertisement and the product is clearly identified as a medicinal product. It shall include the 
name of the medicinal product, as well as the common name if the medicinal product contains 
only one active substance, the information necessary for the correct use of the medicinal 
product and an express, legible invitation to read the instructions carefully on the package 
leaflet or on the outer packaging, as the case may be. 

No derogation is made as regards the advertising to the general public of a medicinal product 
via television. Thus, advertising for a medicinal product via television has to comply with the 
rules outlined above.

Member States are tasked with enforcement of the rules on advertising of medicinal products. 
In this regard, Article 97(1) of the Directive foresees that Member States shall ensure that 
adequate and effective methods to monitor advertising of medicinal products are in place. 

Conclusion

The petitioner claims that the information required by the Directive appears in commercials 
for medicinal products disseminated on Italian television but in a way which the petitioner 
considers as hardly noticeable. He asks whether this is consistent with Community legislation.

While current pharmaceutical legislation explicitly bans the advertising to the general public 
of medicinal products that are subject to medical prescription, advertising for medicinal 
products not falling within this group (over the counter medicinal products) has to comply 
with the rules laid down in Directive 2001/83/EC. Based on the above mentioned ban, it is 
presumed that the commercials in question relate to over the counter medicinal products.

Enforcement of Community law provisions on the advertising of medicinal products is a 
matter for the Member States. Up to now, the Commission has not had any indication as 
regards possible enforcement problems in Italy.

Based upon the information received, the Commission will contact Italy in order to share the 
concerns expressed by the petitioner and invite them to provide information in this regard.

In addition, the Commission would like to point out that a legal proposal on information to 
patients aiming at amending Directive 2001/83/EC was adopted by the Commission on 10 
December 2008. The proposal foresees a harmonised legal framework as regards the 
provision to the general public of non-promotional information on prescription-only 
medicinal products by their marketing authorisation holders, while maintaining the ban on 
advertising to the general public. Specific types of information on prescription-only medicinal 
products may be disseminated to the general public through certain communication channels 
if detailed quality criteria are complied with. Member States shall ensure the monitoring of 
the information, and sanctions in case of non-compliance.
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4. Commission reply, received on 1 September 2009.

As announced in the previous communication, the Commission contacted the Italian 
authorities by letter on 27 March 2009 in order to share the concerns expressed by the 
petitioner and to invite them to provide information in this regard.

In its reply dated 27 May 2009, Italy states that Articles 113 to 118 of Legislative Decree No. 
219 of 24 April 2006 lay down the legal framework for the advertising of self-medication 
products to the general public which is fully in keeping with the provisions of Directive 
2001/83/EC. Furthermore, Italy explains that a Ministerial Decree, issued following reports of 
insufficiently clear warnings or warnings read too fast, provides, amongst other things, for
action to be taken by the health protection unit of the Carabinieri, which, on the basis of a 
report, but also on their own initiative, may draw up a notification of infringement and impose 
the penalties laid down by the above mentioned Legislative Decree No. 219. Thus, according 
to the Italian reply, infringements of the provisions on compulsory warnings are subject to 
permanent monitoring and the imposition of penalties.

Conclusion

Italian legislation on the advertising of self-medication products to the general public appears 
to be in line with the provisions of Directive 2001/83/EC. In particular, a monitoring 
mechanism has been put in place according to which action may be taken, including imposing 
penalties, to ensure compliance with these provisions. This monitoring mechanism was 
established following reports on cases where warnings were not sufficiently clear or read out 
too fast. 

Given the information provided by Italy, it can also be concluded that the information 
accompanying commercials for medicinal products disseminated on Italian television that the 
product advertised is a medicinal product, based on Article 89 of Directive 2001/83/EC, are 
subject to monitoring by the competent Italian authorities. Appropriate action would be taken 
in case of non compliance with Italian pharmaceutical legislation and, consequently, with 
European pharmaceutical legislation in place.


