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

General Health Law prohibits advertising directed towards the
general public when it is misleading, or if it’s communicated
without authorisation. It also establishes that this kind of
advertising should be regulated in accordance with the nature of
each product and its uses.

A specific regulation issued by the Health Ministry (Decree No.
28466-S) regulates the import, registration and advertising of

: Advertising” (Comision de Publicidad de Medicamentos). In these

i
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medicines. It establishes that the advertising will be controlled by :
a special office of said Ministry, which may approve or reject any |
_advertisement, and even order the suspension of all ads :

communicated without approval or in excess of any such approval.

This decree establishes a difference between prescription and over- |
the-counter medicines. The former require an express approval ;

prior to any communication while the latter are regulated ex-post.
Decree No. 28496-S defines which medicines are considered over-
the-counter and exempt from the prior authorisation.

The main deficiency of these regulations is that it gives authority to ;

certain officers to approve or reject (and even suspend)
advertisements, but it does not establish any sort of criteria that
needs to be followed in this determination. Hence, the advertiser is
normally unaware of what can or can’t be done in advertising
except from past experiences, and the opinion of the officers in
charge of the approval process.

A proposal to amend the regulation was recently discussed and was
expected to be enacted by the end of 2006.

1.2 How is “advertising” defined?
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Advertising is defined as any message directed to the general public
or a particular segment of consumers with the purpose of informing
the existence or characteristics of a product, service or activity to
promote its sales.

1.3

asti

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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As previously said, advertising of prescription drugs requires prior
authorisation. that must be issued by the “Commission of Medicine

cases, the advertising materials are assessed in accordance with the
nature, indications and prospect of each product. Since the only
criterion established by Law is that the ads cannot be misleading, all
materials are assessed in accordance with the technical criteria of
the Commission. In this process, the documents supporting the
sanitary registration of the product are critical.

Advertising of over-the-counter drugs does not require previous
clearance from any authority. However, the Commission is

' empowered to act after publication in case there is a complaint or

even ex officio.

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?

In cases where authorities feel that an ad is in violation, they can ask
for modifications of the ad. If the company refuses to make the

| changes, further publication of the ad can be suspended. They can

also order corrective statements in grave cases when public health
is at risk.

All these decisions may be contested, including a right to ask for
reconsideration by the commission, and an appeal before the
Ministry of Health.

That being said, all these procedures are very rare. Normally, the
advertiser agrees to change the ads when required to do so,
sometimes after some informal exchange of views. In the last few
years there has not been any case yet where authorities have ordered
any corrective action through the enforcement procedures.

1.5
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What are the penalties for failing to comply with the rules
governing the advertising of medicines? 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?

i The suspension of the materials and the corrective statements are
¢ the only penalties available for violations of these rules by the

Ministry of Health. However, in some cases - particularly if the ad
has not been cleared as in the case of over-the-counter drugs - when

! consumers are misled or harmed, a separate action may be brought

before the consumer protection authority (Comision Nacional del
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Consumidor), who may impose fines and corrective actions as well. |

This is very rare, as the advertisers normally comply with !

corrections requested by the advertising commission and no further
actions are taken.

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?

1.6

- In Costa Rica there are no se’lt‘-fégulatax*y codes or bodies
addressing the advertising of pharmaceuticals.

1.7

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?

Yes. Actions can be brought to Civil Courts for unfair competition
in particular scenarios. Additionally, some cases of unfair
competition and unfair advertising may generate criminal liability.

Actions for unfair competition, both civil and criminal, can be
brought only by competitors.

2.1

To what extent is it possible to make information available

to health professionals about a medicine before that
product is authorised? For example, may information on
such medicines 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?

Information on unregistered medicines can be given to health
professionals in a personal (non-massive) form, and it can also be
discussed in scientific or academic meetings.

This information is allowed unless authorities interpret it as
“commercial” information. It can only be disseminated through
direct personal contact or in closed seminars.

2.2 May information on unauthorised medicines be published?
If so, in what circumstances?

This information cannot be published nor disseminated in massive
form (not even in scientific journals).
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2.3 s it possible for companies to issue press releases about
medicinal products which are not yet authorised? If so,

what limitations apply?

e

Generally no. This would most likely be interpreted as
“Commercial information”.

2.4 May such information be sent to health professionals by
the company? If so, must the health professional request
the information?

This information can be sent, as long as it is directed personally to
a specific professional with whom there is an existing relationship.

2.5 May information be sent to institutions o enable them to
plan ahead in their budgets for products to be authorised
in the future?

As per the information, the same rules explained above would
apply. In this sense, information on unregistered medicines can be
sent to health professionals with whom a previous relationship
exists or on closed seminars.

Additionally, a State-owned health institution cannot programme
and plan its purchases considering unregistered products. Private
institutions may plan ahead considering them, but may not purchase
any unregistered medicine.

3.1 What information must appear in advertisements directed

to health professionals?

There is no list of requisites regulating this type of advertising.
However, when reviewing the ads, the commission has consistently
required the following: complete name of the product; active
ingredients; strength; presentation; and indications. Additionally,
the following warnings must be included: “All medicines have side
effects”; and “Consult your physician”.

3.2

Is it a requirement that there be data from any or a
particular number of “head to head” clinical trials before
comparative claims are made?

The requirement is more general, and is an obligation on the
advertiser to be able to demonstrate all claims. The Law does not
establish what sort of proof is admissible, so any reliable evidence
may suffice.

3.3  What rules govern comparator advertisements? Is it
possible to use another company’s brand name as part of
that comparison? Would it be possible to refer to a
competitor’s product which had not yet been authorised in

your country?

There are no specific rules for comparative advertising of
medicines. Hence, the general rules for such advertising would
apply in the same way as it does with the majority of products.

in general, the use of comparative terms is permitted as long as the
comparison 18 made with regard to relevant data, between
comparable products, and if all claims may be objectively
demonstrated. General claims of superiority are not allowed. One
may mention competing trademarks in this type of advertising, as
long as this mention is not disparaging.

3.4 What rules govern the distribution of scientific papers
and/or proceedings of congresses to doctors?
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There are no specific regulations applicable to this form of data
dissemination. ‘General rules on advertising apply to this activity.
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