
December 2008New Regulations for Advertising of Medicinal Products

On 28 November 2008, after nearly 
a month-long delay, the Health Minister's 
new Decree on Advertising of Medicinal 
Products, dated 21 November 2008 
(Journal of Laws No. 210 item 1327), 
went into effect. We discuss below the 
most significant issues raised by the new 
regulations.

Presentation of medicinal products 
in advertising

Presenting several medicinal products 
    containing a different set of active ingredients
    in one advertisement is permissible only if the 
    advertisement contains all the required 
    elements for each of the products presented.

It is permissible, however, without any 
    additional conditions, to present products in 
    one advertisement that contain the same 
    active ingredient in different therapeutic forms. 

Duty to provide information on 
contraindications

In advertising directed to the general public, 
    it is now required to include information about 
    contraindications to use of a medication. This 
    adds to the list of elements that are required 
    to be included in advertising, which is certain 
    to make advertisements wordier. 

Data in advertising consistent with product 
characteristics

A requirement has been introduced to provide 
    data in advertising in a manner that is complete 
    and consistent with the wording of the summary 
    of characteristics of the medicinal product, or 
    lacking that, consistent with the documentation 
    approved during the process of admitting the 
    product onto the market.
    This requirement does not apply to advertising 
    directed to doctors and pharmacists, where it is 
    permissible to provide only selected therapeutic 
    indications, so long as the other information 
    provided concerns only those indications. 
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Revised wording of mandatory warning 
in advertising

The prior wording of the warning, “Before using, 
    review the leaflet enclosed with the packaging 
    or consult with a doctor or pharmacist,” has been 
    supplemented with the words, “… because any 
    medication not used properly can be a threat to 
    your life or health.” In the case of audio or 
    audiovisual advertising, the time during which 
    the warning must be read out or displayed on the 
    screen has been extended from 5 to 8 seconds. 

Advertising at pharmacies and healthcare 
facilities

Audio or audiovisual advertising of medicinal 
    products can no longer be conducted at 
    pharmacies and healthcare facilities.
        
Advertising and programs for children

The ban on broadcasting advertising of medicines 
    during advertising segments 20 minutes before 
    and after TV or radio programs intended for 
    children, as well as before and after journalistic 
    or documentary programming on a topic related 
    to medicinal products, was deleted from the new 
    regulations. The prior regulations indicating the 
    manner, time and place in which a reminder 
    advertisement could appear have also been 
    removed.

Advertising directed to doctors

Visits to doctors by representatives of 
    pharmaceutical companies in order to advertise 
    medicinal products at locations where healthcare 
    services are provided may not interfere with the 
    doctors' performance of their duties, and therefore 
    must be scheduled in advance or take place 
    outside the doctor's working hours. 
    The pharmaceutical company representative 
    is also required to obtain consent to the meeting 
    from the director of the healthcare facility where 
    the doctor works or is affiliated. 
    In the case of an individual or group medical 
    practice, such consent must be obtained from 
    one of the personnel who practice medicine there. 
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Contact:Register of pharmaceutical samples

A register of samples of pharmaceutical 
    products provided to doctors must be 
    maintained in electronic form, using an 
    appropriate computer system. The system 
    must assure that no entries can be deleted, 
    and corrections or additions to entries are 
    made based on relevant correcting 
    documents. The register must contain data 
    identifying the institution accepting the 
    order, data concerning the person providing 
    the sample and concerning the doctor, data 
    concerning the product, and the record 
    number, date and place of the samples 
    provided. 
 
The rigorous new regulations have caused 
a stir in the pharmaceutical industry in light 
of their controversial nature and unclear 
interpretation. The new regulation was enacted 
later than called for in the legislative mandate, 
and thus there was no grace period for adapting 
practices to fit the new provisions. The decree 
is clearly not a model of legislative technique, 
and there is already growing discussion about 
amending it.

•  


