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Preamble

Association of International Innovative Pharmaceuticals Producers (hereinafter - SIFFA), Latvian Generic Medicines Association (hereinafter - LPMA) and their members (hereinafter SIFFA, LPMA and their members together - Producers) approve the procedures for the supervision of the Code of Good Practice and Ethics (hereinafter - the Code) and regulatory enactments in force in the Republic of Latvia, review of complaints and issues in order to:
(1) ensure the observance of international ethical norms in Latvia;
(2) promote compliance with regulatory enactments of Latvia in the field of advertising of prescription medicines;
(3) prevent the breaches found and avoid similar breaches in the future.
The application of the Code also applies to EFPIA member companies that are not members of SIFFA or LPMA.
Chapter I. General Terms and Conditions
1. These Terms and Conditions prescribe the procedure for examining: 
1.1. disputes related to the advertising of medicines;
1.2. other disputes;
1.3. issues related to the implementation of the Code.
2. According to these rules, the following are considered:
2.1. Questions and complaints regarding the compliance of specific cases of advertising of medicinal products with the requirements of the Code and regulatory enactments;
2.2. Complaints against other natural and legal persons related to the advertising of medicines.

Chapter II Supervisory institution
1. The SIFFA and LPMA Ethics Commission (hereinafter - the Commission) supervises the provisions of the Code and legal acts in force in the Republic of Latvia, reviews complaints, makes decisions, sets sanctions and publishes the decision.
2. The commission consists of seven people - the chairman of the Commission and six members of the Commission. The members of the Commission are elected by SIFFA and LPMA - three members of the Commission are elected by SIFFA and three by LPMA. In addition to the representatives of industry, the Commission includes representatives of other stakeholders. If necessary, the administrative work of the commission may be performed by the secretary of the Commission, nominated jointly by the SIFFA and LPMA board.
3. Commission members are elected for 2 (two) years. The representative of the producer may be elected as a member of the Commission for a maximum of two consecutive terms. A member of the Commission may not at the same time be a member of the board of that association, i.e. SIFFA or LPMA, which has elected him as a member of the Commission.
4. The Chairman of the Commission shall be nominated jointly by the Members. The Chairman of the Commission is not a representative of the Members.
5. The work of the Commission, including the remuneration to be paid to the Chairman of the Commission, the non-industry representative (s) and the Secretary of the Commission for the work in the Commission, shall be financed by the Members in accordance with the procedures agreed upon separately by SIFFA and LPMA. 
6. The Chairman of the Commission shall organise and direct the work of the Commission.
7. Commission:
7.1. Considers applications, complaints and disputes;
7.2. Provides answers to Members' questions as soon as possible;
7.3. Prepares drafts of legal acts and other documents, recommendations on ethical issues;
7.4. In ethical issues, co-operates with state institutions and public organisations, including professional organisations of doctors, pharmaceutical wholesalers and pharmacists, the Latvian Advertising Association;
7.5. Answers questions of Members and other persons in the field of medical advertising, as well as on the disclosure of data and application of the provisions of the Code. 
8. The Commission, when performing the duties specified in Clause 7, is entitled to invite an expert in the relevant field to provide an opinion on the issue on the Commission's agenda, if the scope of work of the invited expert and the amount of costs have been agreed with the boards of SIFFA and LPMA in accordance with the funds available to SIFFA and LPMA.
9. The Commission shall submit the boards of SIFFA and LPMA a quarterly written report on its work during the previous reporting period, no later than fifteen days after the end of the quarter.

Chapter III Submission of complaints
1. Complaints may be submitted either with a Member Association or with EFPIA. The adjudication of complaints shall be a matter solely for the national associations. 
2. The complaint together with the documents substantiating the complaint, if any, shall be submitted to the Chairman of the Commission by sending an e-mail to etika@siffa.lv or etika@lpma.lv. 
3. Before submitting a complaint against natural and legal persons, it is desirable to contact the person who may have committed the breach with a call to eliminate it. 
4. The complainant has the right to request that information about the complainant shall not be disclosed during the examination and publication of the complaint, as well as the materials submitted to the Commission.
5. Upon receipt of the complaint, the Chairman of the Commission shall send the complaint (without mentioning the complainant) by e-mail to the Defendant, requesting clarification within a maximum of seven working days.
6. If one complaint contains more than one “case”, for example, the complaint refers to several advertisements, announcements, actions and/or different medicines of different companies, each “case” is considered separately.
Chapter IV Complaint review and decision making
1. No later than within five working days after the receipt of the explanation from the Defendant, the Chairman of the Commission shall prepare the information referred to in Sub-paragraph 2.2 of Chapter IV of these Regulations and send it to the members of the Commission.
2. Chairman of the Commission
2.1. Within one month after the transmission of the information referred to in Clause 1 to the members of the Commission and the Chairman of the Commission, a meeting of the Commission shall be convened, inviting the parties involved in the case.
2.2. The following shall be sent/submitted to the members of the Commission:
2.2.1. Information about the submitter, except for in cases when the complainant has requested that information about the complainant shall not be presented during the review and publication of the complaint;
2.2.2. Information on the person or company complained against;
2.2.3. Information on the subject of the complaint and the nature of the claim;
2.2.4. Defendant's explanation;
2.2.5. Information on other parties or interested parties of the case;
2.2.6. Reference(s) to regulations which may have been infringed (not complied with).
3. If the party or parties do not appear at the hearing of the Commission, the complaint may be considered/resolved without the presence of the parties or their representatives, based only on the submitted written evidence and materials.
4. Commission, when examining the complaint:
4.1. introduces the parties to the submissions, documents and other information, which it has received during the examination of the complaint, as well as other materials of the case;
4.2. hears the explanations of the parties;
4.3. examines the evidence submitted;
4.4. makes a decision.
5. The Commission may decide to examine the merits of the complaint or not to open a complaint. If the complaint does not show a credible breach of the provisions of the Code, such complaint shall be rejected. The Commission may also reject a complaint made solely or mainly for commercial reasons.
6. In the case of a complaint, the Commission shall make a decision by voting and determine the procedure and term for its implementation. Each member of the Commission and the Chairman of the Commission shall have one vote. Decisions shall be made by a simple majority of votes. The Commission has a quorum if at least 4 members of the Commission participate.
7. In the cases where a party to a complaint is related to a member of the Commission, it may not vote and participate in the relevant meeting of the Commission as a member of the Commission.
8. The Commission shall draw up the decision in the form of a protocol, giving the following information:
8.1. Name of the Commission and date of the decision;
8.2. the complainant (except for in cases where the complainant has requested that information regarding the complainant is not presented in the course of the review and publication of the complaint);
8.3. Defendant;
8.4. the subject of the complaint;
8.5. opinions, arguments, evidence of the parties;
8.6. a list of the applicable legal norms;
8.7. Commission decision.
9. The decision of the Commission is prepared and sent to the parties within 2 (two) weeks from the date of the decision. The decision of the Commission can be appealed to the board of SIFFA and LPMA within 2 (two) weeks. The complaint is reviewed and decided jointly by the boards of SIFFA and LPMA. When considering an appeal, the members of the board of SIFFA and LPMA decide by a simple majority of votes. A member of the board of an association, who is also a member of the Commission, may not consider a complaint submitted to the boards of SIFFA and LPMA against a decision of the Commission, including voting. The joint decision of the SIFFA and LPMA boards cannot be appealed.
10. If the decision of the Commission in the case regarding the complaint is not disputed, it shall be made public in accordance with the provisions of Chapter V of these Regulations.
11. If the complaint concerns a natural or legal person who is not a Member, the Commission shall assess the circumstances of the complaint and take a decision on the merits.
12. If the breach is related to deficiencies in the legal norm in force in the Republic of Latvia, the Commission may adopt an ancillary decision regarding the development of proposals for the improvement of regulatory enactments.
Chapter V Publication of the decision
1. If the breach referred to in the complaint is confirmed and a breach of the applicable law and/or Code is established, information about the case and the Commission's decision is published on the SIFFA and LPMA intranet websites, naming the Defendant concerned, the nature of the breach (summary of the facts) and the decision taken by the Commission:
1.1. in the case of a serious or repeated breach (at least two breaches have been established during one calendar year), together with the facts of the case, by publishing the name of the Defendant;
1.2. in the case of a minor breach or if no breach is found, the name of the Defendant shall not be indicated.
2. In cases where the Commission decides that there is no breach, information on the case is not published.
3. In the cases referred to in Clause 10 of Chapter IV, if the following has been established:
3.2. breach of legal norms, the decision of the Commission together with the relevant application of SIFFA and LPMA may be sent to the state institutions responsible for the supervision of advertising of medicines;
3.3. the breach of ethical norms and the offender is a pharmaceutical manufacturing company, its subsidiary, branch or representative office in Latvia, the decision of the Commission is sent to the management of the pharmaceutical manufacturing company.
4. If the Defendant has not committed a new breach regarding which the Commission has taken a decision within one year from the date of the Commission's decision finding the Defendant guilty, the Defendant shall be deemed not to have been penalised.
5. If a breach is found in accordance with the procedure laid down in the Code, the Commission shall require the company concerned to put an immediate end to the non-compliant activities and to undertake to prevent the recurrence of breaches in writing.
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