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Procedure for processing of complaints and the initiation of sanctions to monitor the application of the Code of Practice and legislative acts on the Promotion of Medicinal Products 
Approved by the Decision of the Meeting of Association of International Research-based Pharmaceutical Manufacturers Members 

_____ 2010

and

the Decision of the Meeting of Latvian Generic Medicines Association_____ 2010
Issued in accordance with the Annex A of the Code of Practice on the Promotion of Medicinal Products 

Preamble

The Association of International Research-based Pharmaceutical Manufacturers (hereinafter referred to as ‘AFA’), the Latvian Generic Medicines Association (hereinafter referred to as ‘LPMA’) and their members (hereinafter AFA, LPMA and their members jointly referred to as ‘Manufacturers’) has adopted the provision of the Code of Practice for the Promotion of Medicinal Products (hereinafter referred to as ‘Code’) and the current legislative acts of the Republic of Latvia regarding processing of complaints in order: 

(1) To ensure the application of international legal standards and the Code in Latvia; 

(2) To facilitate the application of the Latvian legislation regarding promotion of medicinal products;

(3) To eliminate the established violations and to avoid similar breaches in the future.
Section I. General Provisions

1. These Regulations establish the procedure for processing of disputes resultant from the promotion of medicinal products, and other disputes.
2. In line with these Regulations, the following shall be processed:

2.1. Issues and complaints on a particular case of medicinal product promotion comliance with the Code and provisions of legislation;

2.2. Complaints on other physical or legal entities related to promotion of medicinal products.

Section II. Monitoring institution
1. Monitoring of provisions of the Code and legislation valid in the Republic of Latvia, processing of complaints, decision making, initiation of sanctions and publication of decisions shall be carried out by the Ethics Committee on Promotion of Medicinal Products (hereinafter referred to as the Committee).
2. The Committee shall be comprised of seven persons: Head of the Committee and six Committee members. Committee members shall be elected by AFA and LPMA – three Committee members shall be elected by AFA, and three by LPMA>
3. Committee members shall be elected for 1 (one) year. Representative of Manufacturers may be elected as a Committee member for not more than two consequential terms. A Committee member can not be the board member of AFA or LPMA at the same time.
4. The Head of the Committee shall be nominated by Manufacturers jointly. Head of the Committee shall not be a representative of Manufacturers.
5. Activities of the Committee shall be sponsored by Manufacturers according to the procedure agred by LPMA and AFA separately.
6. The Head shall arrange and manage activities of the Committee.
7. The Committee:
7.1. shall process applications, complaints and disputes;

7.2. shall prepare drafts of the legislation and other documents, recommendations regarding ethical aspects;
7.3. regarding ethical issues, shall cooperate with governmental institutions and non-governmental organisations, including professional organizations of physicians, medicinal products wholesale companies, Latvian Association of Promotion;

7.4. shall reply to questions on the promotion of medicinal products from AFA and LPMA members.

Section III. Submission of complaints
1. Complaints together with documents justifying the complaint shall be submitted to the Head of the Committee, Executive Director or AFA or LPMA.

2. Complaints on a member of Manufacturers shall be accepted only if the applicant of the complaint has referred to the entity on which the complaint has been submitted (hereinafter referred to as the Defendant) beforehand with the appeal to eliminate the breach of the Code and/or provision of legislation.

3. Prior to the submission of a complaint on other physical and legal entities, it is advisable to refer to the entity the complaint has been submitted about with the appeal to eliminate the breach of the Code and/or provision of legislation.
4. The Head of the Committee, Executive Director of AFA or LPMA, depending on the case the complaint has been submitted to, shall register the complaint.

5. The Applicant of the complaint shall have the right to request not to disclose the information on the Applicant of the complaint, also in the materials provided to the Committee, during the processing and publication of the complaint.

6. When the complaint is submitted to the Executive Director or AFA or LPMA, he/she shall notify the Head of the Committee.

7. Following receipt of the complaint, the Head of the Committee, Executive Director or AFA or LPMA shall send the complaint by an e-mail (without mentioning the applicant) to the Defendant with a request to provide an explanation within maximum seven days.

8. When several “cases” are included in one complaint, e.g. the complaint contains a reference to several different advertisements, announcements, activities and/or different medicinal products of the company, each “case” shall be processed separately.
Section IV. Processing of complaints and decision making

1. Within maximum of five working days following the receipt of the explanation for the Defendant, Head of the Committee, Executive Director or AFA or LPMA (depending on who has received the explanation) shall prepare information referred to in the Article 2.2. of the Section IV of these Regulations, and shall send it to the Committee members.
2. Head of the Committee:

2.1.  shall convene a Committee meeting within 1 month of sending the information referred to in the Article 1 to Committee members and Head of the Committee, and the involved parties shall be invited.
2.2.  shall send/submit to the Committee members:

2.2.1. information on the applicant, with the exception of cases when the applicant of the complaint has asked not to disclose the information on the applicant of the complaint during the processing and publication of the complaint;

2.2.2. information on the physical or legal entity the complaint has been submitted on;

2.2.3. information on the complaint subject and the nature of the claim;
2.2.4. Defendant’s explanation;

2.2.5. information on other participants of the case and persons concerned;

2.2.6. reference(s) to the provisions that have potentially be violated (disregarded).

3. When the participant or participants of the case have not attended the Committee meeting, the complaint may be processed/solved without the presence of the case participants or their representatives, based on the written evidence and materials submitted only.

4. The Committee, during the complaint processing:
4.1. shall make parties au fait with the applications, documents and other information received during the complaint processing, and with other materials of the case;

4.2. shall listen to the explanations given by the parties;

4.3. shall review the evidence submitted;

4.4. shall make the decision.

5. The Committee may make the decision on the processing of the complaint in its terms or may not start the processing of the complaint.

6. In the case of the complaint, the Committee shall make a decision by voting and shall establish procedure for its implementation, and the term. Each Committee member and the Head of the Committee shall have one vote. When there is an equal number of votes for and against, the vote of the Head of the Committee shall be the determinant one.
7. In cases when one or both parties of the complaint case are Committee members, they may not vote and participate at the respective meeting as a Committee member.

8. The decision shall be recorded by the Committee in the form of a protocol-decision with the following information included:

8.1. title of the Committee and the date of the decision;

8.2. applicant of the complaint (with the exception of cases when the applicant of the complaint has requested not to disclose the information on the applicant of the complaint during the processing and publication of the complaint);

8.3. the Defendant;

8.4. subject of the case;

8.5. opinions, arguments, evidence provided by the case participants;

8.6. the list of provisions of the legislation applied;
8.7. decision of the Committee.

9. The decision of the Committee shall be prepared and forwarded to the parties within 2 (two) weeks of the decision day. The decision of the Committee may be disputed at the AFA and LPMA boards within 2 (two) weeks. The complaint shall be processed and the decision shall be adopted by AFA and LPMA boards jointly. When the appeal is being processed, AFA and LPMA boards members shall decide by a simple majority. The common decision by the AFA and LPMA boards shall not be reversible.

10. When the Committee decision on the complaint case is not being appealed, it shall be made publicly available in line with provisions of the Section V of these Regulations.

11. When the complaint is on a physical or legal entity that is not a Manufacturer, the Committee shall review the circumstances of the complaint and shall make a decision in its terms.

12. When the breach is related to the shortcomings of provisions of the legislation valid in the Republic of Latvia, the Committee may make a by-decision on the development of proposals to improve the legislation.

Section V. Publication of the decision

1. When the breach specified in the complaint has been proved, and a violation of the legislative act and/or Code is established, the information on the definite case and the Committee decision regarding it shall be published on the Manufacturers’ internet websites, made publicly available via mass media, mentioning the relevant defendant, nature of the breach (summary of facts) and the decision adopted by the Committee:
1.1. in the case of a severe or recurrent violation (at least two violations have been established within one calendar year), the name of the Defendant shall be published together with facts on the case;
1.2. in the case of a minor violation, the title or name and family name of the Defendant without listing of facts.

2. In cases when the Committee shall decide that there is no breach, the information on the case shall not be published.

3. In cases referred to in the Article 10 of the Section IV, when the following has been established:

3.1. violation of legislation provisions: the decision of the Committee together with the respective application of AFA and LPMA may be sent to the governmental institutions responsible for the monitoring of medicinal products promotion;
3.2. violation of ethical provisions, and the violator is a medicinal products manufacturing company, its subsidiary or representative office in Latvia: the decision of the Committee shall be sent to the management of the medicinal products manufacturing company.
4. When the Defendant has not made a new violation on which the Committee has adopted a decision within one year following the day the Committee has adopted its decision that finds it guilty, the Defendant shall be recognized as unpunished.
