Cabinet Regulations No.378
Riga, 17 May 2011 (No.31, § 25)

Medical Product Advertising Procedure and Procedure Entitling a Manufacturer of 

Medicinal Products to Provide Free Samples of Medicinal Products to Physicians  

Issued in compliance with The Pharmacy Act, Clause 5, Paragraph 5, 

and Clause 56, and The Advertising Act, Clause 7, Part Two   

I. General Provisions

1. These Regulations provide for: 

1.1 Medicinal product advertising procedure (with the exception of veterinary medicinal products);

1.2 Procedure entitling a manufacturer of medicinal products to provide free samples of the said products to physicians. Medicinal products, which are not marked as free samples, but delivered free of charge to medical institutions (as donation or charity), as well as free samples of medicinal products delivered to medical educational and research establishments (for testing or trial purposes) shall be distributed in accordance with the normative acts, which provide for the medicinal product distribution and quality control procedure. 

2. These Regulations relate to any kind of announcement or activity designed to promote the prescription, delivery, sale or use of medicinal products, including:

2.1 Advertising of medicinal products for the general public;
2.2 Advertising of medicinal products for persons qualified to prescribe or distribute medicinal products (Specialists):

2.2.1 Provision of information about medicinal products by an authorized representative of the advertiser (Medical Representative);

2.2.2 Medical representative’s visits to specialists and distribution of free samples of medicinal products;

2.2.3 Inducement to prescribe or distribute specific medicinal products by offering any material or other kind of remuneration except for such cases when its value is negligible;

2.2.4 Sponsoring of such promotional or research events, where Specialists took part, in particular, payment of the related travel and accommodation expenses incurred by the said persons;

2.2.5 Any visual, written or verbal advertising used in such cases as provided for in Paragraph 35 hereof.
3. These Regulations do not apply to:

3.1 Labelling and package leaflets of medicinal products, which are consistent with the requirements of the normative acts on the labelling of medicinal products if they are not used apart from the product to advertise it;

3.2 Correspondence of a non-promotional nature needed to answer a specific question about a particular medicinal product;

3.3 Informative announcements and reference material relating, for example, to package changes, adverse reaction warning as a part of general drug precautions, as well as trade catalogues and price lists, provided they include no therapeutic indications of preparations and advertising materials of medicinal products;

3.4 Statements relating to human health or diseases provided there is no reference, even indirect, to medicinal products;

3.5 Information offered by a specialist to individual patient about particular medicinal product he/she needs;
3.6 A drugstore’s announcement about price reduction if it does not contain advertising of any specific medicinal product.

4. It is forbidden to advertise medicinal products, which are not on the List of medicinal products authorized in the Republic of Latvia (no valid Marketing Authorization), or not authorized according to the European Medicines Agency centralized medicinal products authorization procedure.

5. It is forbidden to advertise such medicinal products, which are offered as a gift or compensation for the purchase of some good or receipt of service, or offered as a gift for the purchase of a medicinal product, including an offer to supply other medicinal products, goods or services at a discount.

6.  Those medicinal products, which are put on the List of reimbursable medicines in accordance with the normative acts regarding compensation of expenses incurred on purchase of medicinal products meant for outpatient treatment, may only be distributed at such a price as fixed by the Healthcare Economic Centre and may not be offered or distributed at drugstores at an extra discount.
7. The general requirements to medicinal product advertising are as follows:

7.1 Information in an advertisement must be consistent with the particulars listed in the summary of product characteristics;

7.2 Information contained in an advertisement must promote reasonable use of medicines; it must be objective and must not exaggerate medicinal product’s properties;

7.3 Advertising must not be misleading;
7.4 A comparative advertising of medicinal products must comply with these Regulations and the requirements of the Advertising Act. 

8. In accordance with a simplified authorization procedure, registered homeopathic medicinal products may only be advertised using information included in the labelling or package leaflet.

9. When advertising a medicinal product, which is registered as a traditionally used phytogenic medicinal product, an advertisement shall include an indication: “Traditional phytogenic medicinal product to be used as indicated, based entirely on the results gained over a long period of time”. 

II. Medicinal Product Advertising Meant for General Public

10. It is allowed to advertise such medicinal products, which are defined as non-prescription (over-the-counter) medicines in the normative acts on medicinal product classification.  
11. It is forbidden to advertise for the general public:

11.1 medicinal products, which are defined as prescription medicines in the normative acts on medicinal product classification (prescription medicines);

11.2 Medicinal products containing narcotic, psychotropic or doping substances, which are under control in Latvia, as well as medicinal products which are deemed by the State Agency of Medicines as narcotic analgesic drugs, Isotrethionine, Thalidomide and Lenalidomide;
11.3 Medicinal products whose purchase expenses are fully or partially covered by the state budget.   

12. The interdictions specified in Para 11 above shall not apply to such vaccines as advertised by the advertiser during the vaccination campaign. Issues regarding vaccination campaigns shall be reviewed by the State Agency ‘Latvian Infectology Centre’ (Infectology Centre) within 15 days’ time of receipt of the relevant application, on grounds of  the advertiser’s application and currently available epidemiological data. If the Infectology Centre decides to approve the vaccination campaign, it determines the timing of the vaccination campaign and notifies the Healthcare Inspection and the advertiser accordingly.
13. It is forbidden to distribute medicinal products to the general public for advertising purposes.

14. Advertising intended for the general public shall be prepared in such a way, which shall not cause any doubt that the distributed information is an advertisement and the advertised product is a medicinal product.

15. If any advertising meant for specialists only, as mentioned in Para 11 above, is effected via electronic means of communication, the advertiser and the distributor of the advertising must ensure that the information is unavailable to general public.

16. Advertising of any concrete medicinal product for general public must contain the following minimum information:

16.1 Name of the medicinal product, as well as the common name stated in the normative acts on the medicinal product labelling, if the medicinal product contains only one active ingredient;

16.2 Information necessary for correct use of the medicinal product;

16.3 An express and legible invitation to read carefully the instructions on the package leaflet or the relevant information on the outer packaging;

16.4 An invitation to seek physician or pharmacist’s consultation regarding the use of the medicinal product;

16.5 A warning: "Inappropriate use of the medicinal product is dangerous to one’s health". Such a warning shall take up at least 10 percent of the volume of the visual advertising. The size of the letters must ensure that the message takes up the biggest technically possible part of the place meant for the warning text. In video advertising the said warning must be visible for all the time of the advertising; in audio advertising, the warning must be enunciated in the end of the advertising text. 

17. Advertising of a medicinal product meant for general public may only include a mention of the name of the medicinal product or its international non-proprietary name if the advertising is intended solely as a reminder of the earlier advertising.

18. It is forbidden to include such information into medicinal product advertising for the general public as:

18.1 Suggests treatment using postal services or giving advices in any other similar way and creates the impression that no medical person’s involvement is needed to diagnose the disease;

18.2 Creates the impression that the effects of the medicinal product are guaranteed, are unaccompanied by side effects or are better than, or equivalent to, those of another treatment or medicinal product;

18.3 Creates the impression that the patient’s general health condition will improve significantly as a result of the use of the medicinal product;

18.4 Creates the impression that the patient’s health condition can deteriorate if he/she does not use the medicinal product. This does not apply to the vaccination advertisement as mentioned in Para 12 above;

18.5 Is focused exclusively or mostly on catching children’s attention;

18.6 Refers to recommendations by scientists, health care specialists or such persons whose popularity may encourage consumption of medicinal products;

18.7 Creates the impression that the medicinal product is a foodstuff, a cosmetic or any other consumer product;

18.8 Creates the impression that the safety and efficacy of the medicinal product is guaranteed by its natural origin;

18.9 Contains a description or detailed representation of a case history, which may lead to incorrect self-diagnosis;

18.10 Refers, in improper, alarming or misleading terms, to claims of recovery;

18.11 Uses, in improper, alarming or misleading terms, pictorial representations of changes in the human body caused by disease or injury, or of the action of a medicinal product on the human body or parts thereof;

18.12 Argues into buying the medicinal product by referring to its price, announcing special sales or mentioning that the medicinal product is sold in a package with other medicines (including those at reduced prices) or commodities.

III. Medicinal Product Advertising Meant for Specialists

19. Medicinal product advertising meant for specialists shall include as a minimum:

19.1 Essential information conforming to the summary of product characteristics;

19.2 A medicinal product must be referred either to prescription or non-prescription group of medicines;

19.3 The date of the development or the latest update of the advertising.

20. Medicinal product advertising meant for specialists may only include a mention of the name of the medicinal product or its international non-proprietary name if the advertisement is intended solely as a reminder of the earlier advertising.

21. Information included into medicinal product advertising meant for specialists shall be as follows:

21.1 Accurate, up-to-date, verifiable and complete to enable the recipient to form his/her own opinion of the therapeutic value of the medicinal product;

21.2 Correctly cited from medical journals or other scientific works indicating the sources of citations, tables and other illustrative matter.

22. Medicinal product advertising meant for specialists shall be inserted in scientific and informative publications intended for specialists only or in specially prepared advertising materials, which are not available to general public.

23. The advertiser or the distributor of the advertising shall not supply, offer or promise any material or other kinds of remuneration for medicinal product prescription or delivery except for such cases when it is used in the medical or pharmacological practice and its amount is negligible.

24. At professional and scientific events representation expenses shall be subjected to the main aim of the event, and they may only be referred to specialists.

25. Specialists shall not solicit, require or accept any material or other kind of remuneration, which is prohibited by Para 23 or is in conflict with Para 24 above.

26. It is allowed to inform specialists about medicinal products beyond the patient consulting hours, during a visit, which has to be prearranged with the specialist, on notification of the Head of the relevant medical institution.   
27. Free samples of medicinal products may be distributed by the medicinal product manufacture, the marketing authorization holder (owner) or its authorised representative or a wholesaler of the medicinal products, if the marketing authorization holder (owner) has concluded a contract for free samples distribution with the said wholesaler, in compliance with the following requirements:

27.1 A package of a free sample of the medicinal product shall be the smallest of the existing commercial (package) units of the said medicinal product;

27.2 The marking of a free sample of a medicinal product must meet the requirements of the normative acts regarding the marking regulations and user instructions for the medicinal products;

27.3 Each free sample of the medicinal product shall enclose a copy of the summary of product description;

27.4 The medicinal products must not contain psychotropic or narcotic substances, which are subject to control in Latvia, or such medicines, which are deemed by the State Agency of Medicines as narcotic analgesic drugs, Isotrethionine, Thalidomide and Lenalidomide;
27.5 Free samples of medicinal products may only be supplied to such persons who are entitled to make prescriptions of medicines and in accordance with a signed and dated request from the medical institution in writing;

27.6 The totality of all the persons entitled to prescribe medicines, in the aggregate, may be provided with no more than a total of 1000 free samples of each name of prescription medicines per annum;

27.7 A distributor of free samples of medicinal products and a medical institution shall organise an accounting and control system for the supplied free samples of medicinal products;

27.8 Observance of the storage conditions and the date of expiry of medicinal products must be ensured as provided for in the medicinal product’s marking and user instructions in accordance with the regulations regarding medicinal product distribution. 

28. The person mentioned in Para 27 above, who is distributing free samples of medicinal products, must notify the State Agency of Medicines once in half a year (by 31 January and 31 July) of the details regarding the distributed free samples, including the medicinal product registration number, name, number of supplied samples, date of supply and the recipient.
IV. Requirements to Marketing Authorization Holder (Owner) of the Advertised Medicinal Product and Medical Representatives

29. The marketing authorization holder (owner) shall create a scientific service to prepare information on the distributed medicinal products and process the medical representatives’ feedback on the results of the use of the relevant medicinal product. 
30. The marketing authorization holder (owner) must ensure that:

30.1 An officer of the Healthcare Inspection must be immediately provided with the requested information (necessary for supervision) about the medicinal product advertising material (text, illustration, audio or videotape, the advertisement carrier), type of advertising distribution, date of commencement of the distribution and the target audience, as well as an electronic copy of the medicinal product advertising material;

30.2 Advertising of medicinal products conforms to these Regulations and other normative acts regulating the advertising and commercial practice;

30.3 The medical representatives, who are at its command, have been adequately trained and have relevant expertise to be able to provide accurate and the fullest possible information on the advertised medicines and fulfil their obligations in accordance with these Regulations.
31. When advertising medicinal products to specialists, a medical representative must also provide a description of the advertised medicinal product’s properties.

32. A medical representative shall offer to the scientific service mentioned in Para 29 above all the information about the results of the use of the advertised medicinal products with a special reference to any adverse reactions reported to them by specialists.

V. Surveillance over Medicinal Product Advertising

33. Fifteen days prior to the commencement of such a vaccination campaign as mentioned in Para 12 above, the Advertiser must provide the Healthcare Inspection with the vaccine advertising material, which has been prepared as required hereof, if a confirmation has been received from the Infectology Centre for conducing the vaccination campaign.    
34. In case of any validated amendments in the medicinal product’s marketing authorization or any publications of clinical trial data, which are in conflict with the medicinal product advertising material, the Advertiser or the Distributor of the advertising must discontinue the advertising distribution immediately.

35. In case of organizing exhibitions of medicinal products, seminars, conferences, congresses, competitions and other enterprises related to medicinal product advertising, the organizer of the event shall inform the Healthcare Inspection not later than seven days prior to the opening of the event by submitting the event program, indicating the venue, the organizers and the sponsors, the circle of participants, the planned kinds of advertising and other information related to the medicinal products, as well as the persons responsible for medicinal product advertising.

36. Non-governmental organizations related to the pharmaceutical sphere may work out and approve a Unified Ethical Code for medicinal product advertising consistent with the international ethics regulations on medicinal product advertising.

37. Compliance with these Regulations shall be monitored by the Healthcare Inspection. The Healthcare Inspection shall commence an inspection of any alleged violations in the sphere of medicinal product advertising either on grounds of an application or a complaint, or on its own initiative.

VI. Final Issues
38. Cabinet Regulations No.167 ‘Medical Product Advertising Procedure and Procedure Entitling a Manufacturer of Medicinal Products to Provide Free Samples of Medicinal Products to Physicians’ issued on 6 March 2007 (Latvijas Vēstnesis, 2007, No.41, No.63; 2008, No.53; 2009, No.126) shall be deemed as null and void.

51. Any advertising materials, whose distribution had started before the day of validation of the present Regulations, must be revised to meet the requirements hereof till 1 July 2011.      
Informative Reference to the European Union’s Directives

These Regulations include legal provisions arising out of:

1) The European Parliament and Council’s Directive 2001/83/EC of November 6, 2001, on the Community Code relating to the human medicinal products;

2) The European Parliament and Council’s Directive 2004/27/EC of March 31, 2004, amending Directive  2001/83/EC on the Community Code relating to the human medicinal products;
3) The European Parliament and Council’s Directive 2004/24/EC of March 31, 2004, amending Directive 2001/83/EC on the Community Code relating to the human medicinal products.
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