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

1.1
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Advertising of medical products in Finland is governed by the
Medicines Act (395/1987, as amended) and the Medicines Decree
(693/1987, as amended).

The Finnish Code for the Marketing of Medical Products (the “PFI
Code” in force since | February 2007) issued by Pharma Industry
Finland (“PIF”) also contains detailed provisions on marketing of
medicinal products, complementing the statutory legislation. The
PIF Code has been drafted and implemented by the representatives
of the pharmaceutical industry. All members of PIF (which
includes in practice all major players in the pharmaceutical industry
in Finland) have undertaken to comply with the PIF Code and
therefore it represents the generally accepted code of conduct of the
industry.

On a general level the Consumer Protection Act (38/1987, as
amended), which is applicable to consumer marketing and the Act
on Unfair Business Practices (1061/1978, as amended). which is
applicable. to business-to-business marketing may apply to
advertising of medicinal products. With the exception of an action
based on unfair business practices (see question 1.6 below) and
comparative advertising (see question 3.3 below), these general
provisions are not described in more detail below.

1.2 How is “advertising” defined?
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Marketing of medicinal products is defined as all types of publicity,
marketing and promotional activities intended to promote the
prescription, supply, purchase or use of medicinal products. This
includes, inter alia, advertising directed at the general public.
advertising directed at persons qualified to prescribe or supply
medicinal products, sales promotion and activities of medicinal
sales representatives. Also distribution of samples shall be
considered as marketing of medicinal 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?

There is no mandatory requirement for prior approval of
advertisements by the National Agency for Medicines (*“NAM”) or
the PIF. However, a pharmaceutical company may voluntarily

request the supervisory body acting under the PIF to inspect an
advertisement directed at consumers in advance. Notwithstanding
the aforementioned, it is stipulated in the PIF Code that all
television and radio advertisements for medicinal products shall be
submitted for preliminary inspection to the PIF.

The supervisory body operating under the PIF may in connection
with the preliminary inspection approve the contemplated radio or
television advertisement or reject it.
If material other than the final advertisement is presented, the
statement of the supervisory body given in connection with the
examination of such unfinished material will not be considered as
the supervisory body’s final opinion of the finished advertisement.
{ In regard to compliance of the manuscript with the PIF Code, the
supervisory body is, however, bound to the opinion they have
delivered. The supervisory body must provide the applicant with a
separate justified decision on the preliminary inspection of the
advertisement, indicating the date of the decision. The applicant
shall be notified of the decision immediately.

A preliminary advertisement which has been inspected can be
shown for a period not exceeding three years from the date of
approval.

Concerning marketing measures other than radio or television
advertisements, the preliminary inspection may focus on the
question of whether the measure in question complies with the PIF
Code and whether it would be prohibited through subsequent
supervision. The preliminary inspection decision must specify the
reasons for which the marketing measure does not comply with the
PIF Code.

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 statement? Are there any rights of

appeal?

The NAM may prohibit a company from continuing or repeat
i marketing that violates the provisions of the Medicines Act and
. Medicines Decree. The NAM may also order a company to rectify
improper marketing, if considered appropriate due to the safety risk
i of medicinal products. A conditional fine may support a prohibition
© or order issued by the NAM.

The decision of the NAM to prohibit or rectify improper marketing
may be appealed to an Administrative Court and further to the
Supreme Administrative Court. The time to appeal is 30 days from
the date of service of the decision. The decision of the NAM must
be complied with unless the appellate Court rules otherwise.

ICLG TO: PHARMACEUTICAL ADVERTISING 2007

WWW.ICLG.CO.UK |




