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ANNEX D (binding)
EFPIA standard operating procedure related to 
processing of complaints and questions submitted to EFPIA

IMPLEMENTATION & ENFORCEMENT OF CODES
PROCESSING OF COMPLAINTS & QUESTIONS SUBMITTED TO EFPIA

Background

Organisations that are members of EFPIA – be it full or affiliate member, or member of a specialised 
group, sign-off on Principles laid out in the EFPIA Charter.  The Board may consider that non-compliance 
with the EFPIA Principles jeopardises the attainment of the aims pursued by EFPIA, and may therefore 
decide to exclude organisations that impede EFPIA’s general policy following the provisions laid down 
in the Statutes.

Under Principle 4, EFPIA members are required to implement high and transparent standards of 
conduct in dealings with external stakeholders, including abiding by the rules of EFPIA including rules 
laid down in the EFPIA Codes.

In line with applicable codes, implementation and enforcement (including handling of complaints) is 
entrusted to national disciplinary bodies. EFPIA’s role – with the support of the Codes Committee 
– is to ensure consistent implementation of the Codes.

The EFPIA Codes provide for implementation and procedural rules for the processing of complaints 
submitted under applicable codes in line with the EFPIA requirements, including:

p  the EFPIA’s “Code of Practice on the Promotion of Medicines and Relationships with Healthcare 
Professionals” (HCP Code); 

p  the “EFPIA Code on Relationships between the Pharmaceutical Industry and Patient Organisations” 
(PO Code); and 

p  the “EFPIA Code on Disclosure of Transfers of Value from Pharmaceutical Companies to Healthcare 
Professionals and Healthcare Organisations” (Disclosure Code).

Under these Rules each member association is required to: 

p  Establish national procedures and structures to receive and process complaints, to determine 
sanctions and to publish appropriate details regarding the same including, at a minimum, a national 
body of the member association that is designated to handle complaints and consists of a non-
industry chairman and, besides any industry members, membership from other stakeholders;  

p  Ensure that its national code, together with its administrative procedures and other relevant 
information, are easily accessible through, at a minimum, publication of its national code on its 
website; and  

p  Prepare, and provide to the EFPIA Codes Committee, an annual report summarizing the work 
undertaken by it in connection with the implementation, development and enforcement of its 
national code during the year.
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This Standard Operating Procedure (SOP) clarifies processes for the follow-up of 
complaints / questions submitted to EFPIA.  

This SOP does not cover the process that should ensure that EFPIA Codes are transposed 
into national codes, in line with national laws and regulations.  This task is entrusted to the 
Codes Committee that reports yearly to the Board on issues arising from the transposition, 
implementation and enforcement of applicable codes.

Relevant EFPIA Code Provision

The “Implementation and Procedure Rules” set forth in each of the EFPIA Codes establish the 
framework for the implementation of Codes, the processing of complaints and the initiation or 
administration of sanctions by member associations.  

ANNEX A to the EFPIA Codes is attached for reference.

STANDARD OPERATING PROCEDURES (SOP)

Enforcement and adjudication of complaints is been entrusted to Member Associations, 
EFPIA’s role is to ensure consistent implementation of the EFPIA Codes.

Complaints may be lodged either with a Member Association or with EFPIA.  Adjudication of 
complaints shall be a matter solely for the national associations.  

The EFPIA Director General will appoint a Compliance Officer within the EFPIA Staff, who will be 
mandated to ensure processes are followed and prepare responses to questions submitted to 
EFPIA.  In line with the EFPIA Codes, the Compliance Officer will prepare recommendations to 
the Board in collaboration with the Codes Committee.  

The following sections establish procedural steps for matters that may arise when EFPIA is 
involved in enforcement of codes.  These procedural steps are to be read in conjunction with 
the EFPIA Codes, particularly the “Applicability of Codes” section and the responsibilities on 
Member Associations for the “Implementation and Procedure Rules”.

Common procedure rules

Each attendee of an EFPIA meeting where matters covered by this SOP are to be considered, 
should ensure that relevant interests are disclosed to EFPIA before such a meeting.  
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A. COMPLAINTS16 RECEIVED BY EFPIA

Section 3 of the “Implementation & Procedural Rules” further provides that complaints 
received by EFPIA shall be processed as follows: 

p   EFPIA will forward any complaints it receives (without considering their admissibility or 
commenting upon them) to the relevant member association(s). 

p  EFPIA will send an acknowledgement of receipt to the complainant, indicating the relevant 
national association(s) to which the complaint has been sent for processing and decision.

p   In addition, upon receipt by EFPIA of multiple external complaints (i.e. several complaints 
onthe same or similar subjects lodged from outside the industry against several subsidiaries 
of a single company), EFPIA will communicate these complaints to the national association 
either of the parent company or of the EU subsidiary designated by the parent company.

Procedural Steps
p  When a complaint is received by EFPIA, the Compliance Officer forwards it, within 10 working 

days, to the relevant Member Association(s) for action under the Member Association(s)’s 
procedure for dealing with complaints, and the complainant will be informed of which 
Member Association(s) are responsible for dealing with the complaint

p  Simultaneously, the Compliance Officer will inform, in writing, the responsible senior 
employee17 of the company(ies) against which the complaint is made.  If the complaint 
involves a number of countries, EFPIA will forward the complaint to the Member Association 
of the parent company and to the relevant company’s subsidiary(ies)

p  The Member Association(s) must acknowledge receipt of the complaint from EFPIA within 30 
days following EFPIA’s communication

p  The Member Association(s) should consider the complaint under its usual procedure, 
including timelines.  During the adjudication period, EFPIA will not intervene, neither will it 
answer questions neither from the complainant nor from the Member Company(ies) involved 
in the case

p  When the Member Association(s) has(ve) completed its(their) consideration of the matter, 
EFPIA must be so informed of the decision(s) made by the adjudication bodies, including, 
where appropriate, the sanction imposed.  The Member Association(s) should provide updates 
to EFPIA as the matter proceeds no later than 6 months after it receipt of the complaint, and 
subsequently within each following quarter until a final decision is made on the compliant 
(within a reasonable timeframe)

p  A summary of decisions made on cases submitted to EFPIA will be published in EFPIA’s Codes 
Activity Report – once the complaint has been concluded, the learnings might lead to further 
discussion by the Codes Committee including enhancing code consistent implementation, 
where relevant.

16 - EFPIA will consider as a complaint any concerns raised about an EFPIA Member Company for materials or activities 
related to EFPIA Codes’ implementation and/or enforcement. 

17 - Each Member Company must appoint at least one senior employee who shall be responsible for supervising the 
company and its subsidiaries to ensure that the standards of the Applicable Code(s) are met. See EFPIA Charter and 
Section 18.02 of the EFPIA HCP Code
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Throughout the complaint procedure (from receipt of the complaint at EFPIA to decision of 
the competent adjudication bodies), EFPIA will not communicate with parties involved in the 
complaint within the limits of its involvement set out in the EFPIA Codes and following the 
procedural steps described in this SOP.  In this context, communications within EFPIA will be 
limited to General Counsel and Compliance Officer; the Director General will be involved to the 
extent justified by the complaint.

  
B. MEMBER COMPANY REFUSING TO SUBMIT TO DECISIONS OF A NATIONAL CODE 
AUTHORITY

The “Applicability of Codes” section in each of the EFPIA Codes makes it clear that Member 
Companies must comply with any applicable codes and any laws and regulations to which they 
are subject.  EFPIA member companies must:

p  Either be a member of the Member Association in each country where it conducts activities 
covered by the EFPIA Codes (either directly or through the relevant subsidiary); 

p  Or agree in writing with each such Member Association that it (or its relevant subsidiary) is 
bound by such Member Association’s code (including any applicable sanctions that may be 
imposed thereafter).  

There may be occasions where a Member Association is not able to achieve resolution of a 
complaint concerning an EFPIA Member Company, for example, if that Member Company does 
not accept a ruling or follow the agreed process.  In such circumstances, EFPIA will need to be 
informed and to decide what action should be taken bearing in mind the obligations of EFPIA 
membership. 

EFPIA will not consider the merits of the case – this is the role of the Member Associations.  
The role of EFPIA is in relation to whether the Member Company is meeting its membership 
obligations, and – where appropriate – to provide further clarification on interpretation of 
the EFPIA Codes, which will always need to be considered in conjunction with national laws, 
regulation and codes.  

Procedural Steps
p  When a Member Association, following completion of the adjudication of a complaint 

is unable to achieve resolution of a complaint concerning a EFPIA Member Company, the 
Association will inform EFPIA, indicating the reasons18 why it cannot achieve resolution of 
the complaint; 

p  Within 10 working days of notification of the issue, EFPIA’s Compliance Officer will inform, 
in writing, the responsible senior employee19 of the Member Company concerned with the 
Member Association’s request for EFPIA’s intervention;  

18 - For example: the Member Company concerned might not be a member of the Member Association in that country; or 
it might not accept a decision of that Member Association.

19 - Each Member Company must appoint at least one senior employee who shall be responsible for supervising the 
company and its subsidiaries to ensure that the standards of the Applicable Code(s) are met. See EFPIA Charter and 
Section 18.02 of the EFPIA HCP Code
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p  Based on the respondent Member Company’s comments (that should be provided to EFPIA 
within 30 days of EFPIA’s request), EFPIA’s Compliance Officer will consult with the Codes 
Committee Chairs to agree on follow-up actions that could be recommended. These actions 
could be to report to the Codes Committee and/or to EFPIA Board. The Codes Committee 
Chairs should agree on these actions within 60 days;

p  No later than 120 days following the Member Association’s initial information, EFPIA will 
inform the Member Company of steps that it is expected to take in accordance with its EFPIA 
membership obligations;

p  Within 30 days, the Member Company should inform EFPIA of follow-up actions put in place, 
and the Member Association will confirm with EFPIA that the issue has been settled; 

p  If no response is received from the Member Company or the response is not adequate, 
EFPIA will take the opinion of the Codes Committee on next steps to be taken.  The Codes 
Committee could decide on further action, such as reporting the matter to the EFPIA Board 
that will decide on the recommended action that should be agreed.

 

C. MEMBER COMPANY NOT SUBMITTED TO APPLICABLE CODES 

Member Companies that are not within the membership of EFPIA’s Member Associations in 
countries where they operate are expected to formalise their submission to applicable national 
codes, including the sanction system.  

Member Associations must ensure that the arrangements for application of national codes 
cover any EFPIA Member Company when such company is not a member of the national 
Member Association.  Each Member Association must have a process to allow non-members 
of that Member Association to agree to comply with their national code and to accept the 
jurisdiction of that Member Association’s adjudication body.  However, Member Associations 
must not oblige the EFPIA Member Company becoming a member of the Member Association.  
The arrangements and conditions should be clear and transparent. 

Scope and Applicability of EFPIA Codes

The EFPIA Codes apply to activities relating to prescription-only medicines (POM) (whether 
patented or off-patent, branded or generics).    This is similar to the scope of the EU Pharma 
Regulation20.  The Codes are applicable to all activities relating to POM and relationships 
with Healthcare Professionals, Healthcare Organisations and Patient Organisations (as 
defined in the Codes, and excluding commercial activities).

When joining EFPIA’s membership, a corporation commits to obligations described in the EFPIA 
Charter, including inter alia: 
p  Implement high and transparent standards of conduct in dealings with external 

stakeholders, including:
      • Abiding by the rules of EFPIA including rules laid down in the EFPIA Codes

20 - DIRECTIVE 2001/83/EC OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL of 6 November 2001 on the Community 
code relating to medicinal products for human use.
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      •  Signing-off the national self-regulatory codes in all the countries where the Member 
Company operates, and confirm that it is bound by such member association’s code 
(including any applicable sanctions that may be imposed there under);

      •  Each Member Company must appoint at least one senior employee who shall be 
responsible for supervising the company and its subsidiaries to ensure that the standards 
of the Applicable Code(s) are met;

For application of the EFPIA Codes, the  term “company”  shall mean  any legal entity  that 
organises or sponsors promotion, or engages in interactions with healthcare professionals 
covered by an Applicable Code, which takes place within Europe,  whether such entity be a 
parent company (e.g. the headquarters, principal office, or controlling company of a commercial 
enterprise), subsidiary company or any other form of enterprise or organisation.21 

To ensure EFPIA Codes’ applicability, implementation and enforcement is conducted in a 
consistent manner, EFPIA – with the support of Member Associations – will continue to regularly 
monitor Member Companies’ commitments to applicable national codes.  

Procedural Steps
p  When actions undertaken by a Member Association aiming at ensuring that an EFPIA 

Member Company is subject to that Member Association’s national code are unsuccessful, 
the Member Association will inform EFPIA, in writing, providing details of its actions and the 
Member Company’s response;

p  EFPIA will intervene directly when an EFPIA Member Company does not submit to the 
national applicable codes and require that the Member Company formalises its adherence 
to national applicable codes including their adjudication arrangements within 2 months of 
EFPIA’s request;

p  If the EFPIA Member Company still does not agree to respond to EFPIA’s request to confirm 
its adherence to applicable national codes (including submission to the national sanction 
system), the Board will be informed;

p  As part of its yearly review of code activities, the Codes Committee will provide an update on 
the status of EFPIA Member Companies and their obligations under the EFPIA Codes.  Where 
the Codes Committee establishes a pattern of non-adherence – i.e. a Member Company has 
not agreed to be subject to national applicable codes in more than one country, or countries 
where a majority of EFPIA Member Companies are not subject to the Member Association’s 
code – the Codes Committee will make proposals to address the situation and is likely to 
request the Board’s intervention.

D. MEMBER ASSOCIATIONS IN DEFAULT OF ADOPTING ADEQUATE IMPLEMENTATION 
AND PROCEDURAL RULES

Under the EFPIA Codes, each Member Association is required to establish national procedures and structures 
to receive and process complaints. The national body that is designated to handle complaints must consist of 
a non-industry chairperson and, besides any industry members, membership from other stakeholders.  

21 - See Section “Applicability of the Code” in the EFPIA Codes
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Procedural steps 

p  When EFPIA establishes that a Member Association does not have the required national 
procedures and body in place to receive and process complaints, it shared the elements 
on which its assessment is based with the Member Association, with a request to provide a 
written explanation within 30 days.

p  If EFPIA maintains its view that the Member Association’s arrangements for implementation 
of its code are inconsistent with those required by the EFPIA Codes, EFPIA will refer to the 
Codes Committee that will hear the Member Association at its next upcoming meeting.

p  Within 30 days of the Codes Committee meeting, the Compliance Officer will submit a 
remediation plan (approved by the Codes Committee Chairs) to the Member Association with 
the deadline for implementation of proposed measures (which should not exceed 3 months).

p  Where the Member Association fails to confirm the establishment of appropriate 
implementation and procedure rules within the 3-month deadline, the Codes Committee will 
escalate the case to the Board with a request for intervention.

E. QUESTIONS SUBMITTED TO EFPIA FOR CLARIFICATION OF CODE PROVISIONS

The EFPIA Codes set out the minimum standards which EFPIA considers must apply to all EFPIA 
Member Companies in the countries where they operate.  Member Associations will transpose 
the EFPIA Codes’ provisions into their national codes, in line with applicable law or regulation.  
Member Associations may adopt stricter standards.

Member Companies shall be bound by the relevant EFPIA Member Association’s code 
in each country in Europe in which they operate (whether directly or through its relevant 
operation in that country).

Deviations and Variations

Where provisions are in conflict with applicable national laws or regulations, deviations are 
allowed, but only to the extent necessary to comply with such national law or regulation.

Variations to the EFPIA Codes include provisions that are stricter than the EFPIA Codes.  These 
are often the consequence of code development over time and the value attached to self-
regulation within the national context.

Clarification and interpretation of Code provisions

When questions are submitted to EFPIA, the Compliance Officer will provide clarification of 
the EFPIA Codes provisions, which are minimum standards that must apply in all countries 
where EFPIA has a Member Association.  However, such clarification / interpretation will 
often need to be complemented by relevant Member Associations that would further clarify 
specific rules applicable.
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It should be noted that any clarification / interpretation provided cannot constitute a judgment 
of compliance with applicable codes.  Decisions regarding compliance / breaches are the sole 
responsibility of national adjudications bodies.
When questions are submitted about the EFPIA Codes, EFPIA will provide clarification, and – 
where applicable – may revert to the Member Association(s) concerned.  

Procedural steps
p  EFPIA will acknowledge receipt of a question submitted by a Member (either a company or 

an association) within 10 days;
p  When an EFPIA Member submits a question that goes beyond factual clarification of an 

EFPIA Code provision, EFPIA’s Compliance Officer will draft an answer for review by the Codes 
Committee Chairs and the Member Association of the country(ies) involved, who may want to 
complement.  It is expected that input from Codes Committee Chairs and Member Associations 
will not delay EFPIA’s response beyond 1 month following the date of the question;

p  Where the Codes Committee Chairs would consider that the question must be submitted to 
the full Codes Committee, EFPIA’s Compliance Officer will inform the author of the question.  
In such case, the final response should however be sent no later than 3 months following the 
date of the question;

p  Answers that pertain to Codes interpretation with a broader scope will be summarized in the 
yearly Codes Activities Report, and may be submitted as a Recommendation for Guidance to 
the Board approval, enhancing consistent implementation of the EFPIA Codes.

EFPIA will treat questions submitted with due confidentiality in regard of sensitivity of 
information shared, considering that the Compliance Officer will keep General Counsel 
informed of follow-up to any question relating to Codes submitted to EFPIA.  
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