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

1.1

The advertising of medicinal products in Argentina is regulated by |
Federal Law of Drugs N° 16.463 which establishes the general ;
restrictions and designates the Argentine Food, Drug and Medical
Technology Administration (ANMAT) as the regulatory entity. |
Further restrictions are stated in Federal Law N° 17.132 which :
regulates the medical profession.

Additional regulations are provided by other dispositions of the ‘
ANMAT, the most important of which are:

a. Disposition 7331/1998.

b. Disposition 3186/1999.

c.  Disposition 4980/2005.

d. Resolution 20/2005.

e. Disposition 2335/2007.

f. Resolution 627/2007 of the Ministry of Health andf
Environment.

In addition only advertisements of pharmaceuticals that do not need |
prescriptions are allowed with the limitations set in the .
aforementioned rules.

1.2 How is “advertising” defined?
Disposition N° 4980/2005 (Annex IX “GLOSARY”) defined
“Advertising” as:

“a technique which, when applied in an
organised way through mass media, is generally aimed at informing
of or promoting the characteristics, benefits or qualities of goods
and services to achieve its purchase by consumers and users”.

In addition, the abovementioned Resolution defines the different
types of advertising such as: indirect, subliminal, deceitful, etc.

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?

The ANMAT does not require previous approval of any advertising.
Notwithstanding, ANMAT is in charge of controlling and

prosecuting advertisements’ content  for non-prescription
medication, dietary supplements, cosmetics, oncologycal products
and medical technology, marketed through broadcast media. These
products’ advertisements must comply with the ethical criteria
established by said bureau.

The Advertising and Propaganda Prosecuting Committee (created
by Disposition 2335/2007 of ANMAT), conformed by an
interdisciplinary group of professionals, analyses the
advertisements. It works together with the Media Prosecutors
Agency whose role is to send the material broadcast in the media to
the Commitiee. In other words, all advertising material related to

! the products listed in Resolution 20/2005, Section 1, is prosecuted
- by the mentioned committee.

! The Advertising Control and Prosecution Committee’s main duties

are established in Disposition 2335/2007, Section 2, and are the
following:

a) Evaluation of mass media advertisements which correspond
to any of the products included in section 1 of Resolution N°
20/05, in order to control the compliance with the applicable

regulation.

Establishing sanctions to the company responsible for the
advertisements considered in violation to the regulation, in
order that they cease the infringing acts, with no restriction
as to other actions that might correspond.

<)

Issuance of technical reports, with a specific description of
the conducts considered in violation substantiated by the
prevailing regulation, all of this for the purposes of ordering,
if such were the case, the initiation of sanitary indictment.

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 statement? Are there any rights of
appeal?

1.4

Law N° 16.463 and Decree N° 9763/1964 give ANMAT the power
to enforce fines and order the cease of all advertisements in breach
of the regulations in force. The administrative resolution imposing
sanctions can be appealed before the Ministry of Health.

Once the administrative actions are exhausted, the advertiser may

ask for judicial review by the Criminal Court in economic matters,
as well as by Supreme Court.
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1.5 What are the penalties for failing to comply with the rules
governing the advertising of medications? Who has
responsibility for enforcement and how strictly are the
rules enforced? Are there any important examples where
action has been taken against pharmaceutical companies?
To what extent may competitors take direct action through
the courts?

As stated above, the Media Prosecutors Agency sends all the
material broadcast in the mass media to the Advertising and
Propaganda Prosecuting Committee (created by Disposition
2335/2007 of ANMAT) to be analysed. The Committee also
evaluates advertising brought to its attention by claims of
consumers or competitors.

The main penalties for failing to comply with the rules governing
the advertising of medications are:

Stopping the advertisement, withdrawing the authorisation to
sell the products, discontinuing the activities of the
pharmaceutical company.

Economic fines.

Competitors can take direct action through the Courts based on
unfair competition, comparative advertising, and infringement of
trade mark rights.
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1.6 What is the relationship between any self regulatory
process and the supervisory and enforcement function of
the competent authorities? Can, and, in practice, do, the
competent authorities investigate matters drawn to their
attention that may constitute a breach of both the law and
any relevant code and .are already being assessed by any
self- regulatory body? Do the authorities take up matters
based on an adverse finding of any self-regulatory body?

There are three different resources to challenge an advertisement.of

drugs in Argentina, namely:
(i)  the administrative procedure before ANMAT;

(ii)  a self regulation procedure handled by the self regulation
commission at CONARP; and

(iii)  a court action.

On the other hand, any action either in an administrative court, self

regulation procedure or legal court can be brought by any person,

company and/or regulatory agencies/associations with legitimate

interest against the advertisements or commercials.

A brief description of the self regulatory process:

There is a self regulation commission (SRC) within the council for
self-regulating advertising (CONARP) that handles claims
regarding advertising made by any of their associates. The SCR is
composed of 10 members. The SCR can act: (i) ex-officio; or (ii)
at the request of any person who files a complaint in respect of any
ad that violates any provision of the Code of Self Regulation and
Ethics for Advertising (the Code). Within two days from the date
of receipt of the complaint, the SCR shall meet and consider the
issue. If after deliberation the SCR -decides that no provision of the
Code is violated by the ad, it shall inform its decision to the
denouncer.

If, on the contrary, the SCR concludes that there is a violation of the
Code, then it shall notify the interested parties (the company and the
agency) in writing describing the provisions they consider have
been infringed. The SCR shall also invite them for a meeting to
state their views and arguments.

Resolution: If the SCR decides the ad is contrary to the principles |

. broadcasting) same within 24 hours. If the company and agency
. agree to this, the SCR informs this to the denouncer and closes the
i file.

If the company and agency do not respond or decide not to obey the

resolution, the SCR shall inform this to the denouncer within 24
* hours, and inform the public opinion through the media about the

controversial ad and the attitude of the company/agency involved.

ANMAT, as competent authority, investigates matters that may
constitute a breach of the law. Moreover, the decision of any self-
regulatory body is independent of the enforcement faculties given
by law to ANMAT.

In addition to any action based specifically upon the rules
relating to advertising, what actions, if any, can be taken
on the basis of unfair competition? Who may bring such
an action?

Any party (person/company/regulatory agency/association) who
has legitimate interest and who is affected by an advertisement can
bring any action either before ANMAT, a self regulation body
(CONARP) or a legal court to seek remedy, including an injunction
and damages.

2.1 To what extent is it possible to make information available
fo health professionals about a medication before that
product is authorised? For example, may information on
such medications be discussed, or made available, at
scientific meetings? Does it make a difference if the
meeting is sponsored by the company responsible for the
product?

Article 3 of Resolution 627/2007 issued by the Ministry of Health
and Environment bans the advertisement of prescription-only
medicines which have not been approved of by the Argentine health
authorities.

The mentioned restriction does not apply if the information on such
drugs is.discussed at scientific meetings for academic purposes.
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2.2 May information on unauthorised medications be
published? If so, in what circumstances?

Article 9 of Resolution 627/2007 issued by the Ministry of Health
and Environment considers as an act of advertising the publication
of articles in magazines, books, and bulletins addressed exclusively
to doctors. Therefore, and in view of the provision of article 3 of
same resolution, the publication of information of unauthorised
medications appears to be banned by the new Resolution.

However, publication regarding unauthorised medications might be

published for exclusively scientific purposes, without mentioning

the commercial name of the product.

2.3 s it possible for companies to issue press releases about
medicinal products which are not yet authorised? If so,
what limitations apply?

According to articles 3 and 10 of resolution 627/2007 it is not
possible to issue press releases on unauthorised medicinal products.

of the Code, it will ask the company and agency to withdraw (cease 1 See the responses to questions 2.1 and 2.2.
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