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ANNEX B (binding)
EFPIA guidance

GUIDANCE ON DISCLOSURE OF NON-INTERVENTIONAL STUDIES

Background

In application of the EFPIA HCP/HCO Disclosure Code to exemption on individual reporting 
of ToVs relating to non-interventional studies (NIS) is limited to NIS that are prospective in 
nature. The Code prescribes that retrospective NIS must be reported on an individual names 
basis, in line with applicable codes.

Member Companies informed EFPIA that it was not always possible to distinguish ToVs relating 
to prospective (included in the aggregated reporting of R&D ToVs) and retrospective (to be 
reported on an individual basis) NIS. 

The Ethics & Compliance Committee (E&CC) had considered that definitions in the new EU Clinical 
Trials Regulation 536/201411 could be used for reference when implementing the Disclosure 
requirements, thus anticipating and align with the regulatory change that will eventually take 
place.

On 13th June 2017, EFPIA Board approved the Guidance on disclosure of all NIS on an individual 
basis in case ToVs relating prospective and retrospective non-interventional studies cannot be 
distinguished.

This Guidance provides a basis for distinguishing between prospective versus 
retrospective NIS and aims at ensuring consistency in reporting of ToVs relating to NIS

Relevant EFPIA Disclosure Code provision

Schedule 1: Definition of Terms
Research and Development Transfers of Value – Transfers of Value to HCPs or HCOs related to the 
planning or conduct of (i) non-clinical studies (as defined in OECD Principles on Good Laboratory 
Practice); (ii) clinical trials (as defined in Regulation N° 536/201412); or (iii) non-interventional 
studies that are prospective in nature and that involve the collection of patient data from or on 
behalf of individual, or groups of, HCPs specifically for the study (Section 15.01 of the HCP Code).

11 -  Application date of the new Clinical Trials Regulation 536/2014 is dependent on the development of the IT system “ EU 
Clinical Trial Portal and Database”.  At the moment, the “go-live date” is expected in second half of 2019. The effective 
implementation date of the Regulation will not change definitions, these definitions are considered as an appropriate 
reference for consistent implementation of provisions relating to the disclosure of ToVs relating to NIS.

12 -  In the EFPIA HCP/HCO Disclosure Code, the definition of R&D ToVs refers to EU Directive 2001/20/EC on Clinical Trials.  
This legal instrument is replaced by EU Regulation N°536/2014.  The definition under the EFPIA HCP/HCO Disclosure 
will refer to the update regulatory provisions.  
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Guidance

Transfers of Value relating to non-interventional studies (NIS) that are not within the definition 
of R&D ToVs under the EFPIA Disclosure Code must be reported on an individually named basis.  
In this regard, prospective versus retrospective NIS will be considered following classification 
in the table below: 

PROSPECTIVE NIS RETROSPECTIVE NIS
Prospective cohort studies in which 
the prescription of the medicine is 
independent from the inclusion  
of the patient in the study 

A retrospective study to which a 
prospective element is subsequently 
introduced 

Long-term extension studies with patient 
follow up beyond trial protocol specified 
time for observation and active collection 
of additional data

Purely observational database review 
and/or research

Retrospective review of records where 
all the events of interest have already 
happened
p  e.g. case-control, cross-sectional, and 

purely retrospective cohort studies 

Studies in which the prescriber later 
becomes an 
Investigator, but prescribing has already 
occurred 
p  e.g. retrospective data collection from 

individual medical records at the site of 
the investigator

For sake of clarity, activities not falling within the definition of R&D ToVs, including NIS that are not 
conducted to maintain a marketing authorisation (in application and following definitions of the 
“Clinical Trials” Regulation 536/2014), will be disclosed under “consultancy/fee-for-services”.  

Member Companies are encouraged to include a comment in the Methodological Note, where 
appropriate. 

This Guidance will apply at the latest to 2018’s ToVs (reported in 2019).
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DISCLOSURE OF INDIRECT TRANSFERS OF VALUES (ToVs) THROUGH THIRD PARTIES 
SUPPORT TO / SPONSORSHIP TO EVENTS THROUGH PROFESSIONAL CONFERENCE ORGANISERS (PCOS)

Background

Third parties13 provide support to Member Companies in a variety of capacities, impacting 
more or less on the conduct of activities regulated by the EFPIA Codes. Such activities would 
be reported as indirect Transfers of Values (ToVs) following provisions of the EFPIA Disclosure 
Code.  When Member Companies provide support / sponsorship to PCOs involved in the 
organisation of scientific Events, it is understood that the Member Companies’ intention is to 
provide support to HCPs/HCOs at arm’s length.

Indirect ToVs are those made on behalf of a Member Company for the benefit of a Recipient, or 
ToVs through an intermediate and where the Member Company knows or can identify the HCP/
HCO that will benefit from the ToV14.

In consideration of the multiple ways collaboration with third parties can be contracted, it 
may not be straightforward to report in application of the EFPIA Disclosure Code in full. As this 
may lead to underreporting of ToVs through third parties, further Guidance aims at providing 
a consistent approach towards improved reporting wherever possible in compliance with 
applicable law and regulations.

This Guidance clarifies reporting of Indirect ToVs to HCOs made through Professional 
Congress Organiser (PCOs15).

In consideration of legal issues that may arise in the reporting of ToVs through Distributors on 
behalf of a Member Company, reporting of such ToVs are not within scope of this Guidance.  
Where appropriate, EFPIA may consider further Guidance for this category of (and other 
categories of third parties involved in) ToVs.

Relevant EFPIA Disclosure Code provision

Section 3.01.1.b
Contribution to costs related to Events, through HCOs or third parties, including 
sponsorship to HCPs to attend Events, must be disclosed individually under the name of the 
Recipient; such costs may relate to:
p  Registration fees;
 p  Sponsorship agreements with HCOs or with third parties appointed by an HCO to manage 

an Event; and
p  Travel and accommodation (to the extent governed by Article 10 of the EFPIA HCP Code).

13 - Third parties are entities or individuals that represent a company in the market place or interact with other third parties 
on behalf of a company or relating to the company’s product. Among others, these thirds parties can be distributors, 
travel agents, consultants, contract research organisations. This Guidance applies to PCOs as third parties involved 
in Events involving HCOs.

14 - Definition of an indirect ToV in EFPIA’s HCP/HCO Disclosure Code Schedule 1
15 - A PCO is a company/individual specialised in the organisation and management of congresses, conferences, seminars 

and similar events (all “Events”).  For the application of this Guidance, commercial companies involved in organisation 
of travel (travel agencies) or accommodation (hotels, banqueting functions in hotels, etc.) are not considered PCOs.
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Schedule 1: Definitions
Indirect transfers of value are those made on behalf of a Member Company for the benefit 
of a Recipient, or transfers of value made through an intermediate and where the Member 
Company knows or can identify the HCP/HCO that will benefit from the Transfer of Value.   

Guidance

Contributions provided to Events through PCOs – that would therefore be the Recipient of the 
ToVs – must be considered as indirect ToVs.

When a Member Company contributes to the costs related to Events through PCOs, the 
following reporting approaches are considered compliant with EFPIA reporting requirements:
p  All ToVs to an HCO (either as Recipient or as Beneficiary) are reported in the relevant category 

under the name of the HCO
p  ToVs through PCOs are reported: 
    •  either in the name of benefitting HCO (through include the name of Recipient PCO), if not 

included in direct ToVs to the HCO;
    •  or in the name of Recipient PCO (to the benefit of include the name of benefitting HCO)

This Guidance applies whether PCOs organise Events on their own initiative, or at the request 
of an HCO.  

For further clarification, the attached table reviews scenarios of support / sponsorship to Events 
through PCOs that may help in preparation of reporting according to this Guidance.  

For good order, it is reminded that contribution to costs related to Events paid through third 
parties to the benefit of individual HCPs that the Member Company knows, must be reported 
on an individually named basis, as Indirect ToVs to HCPs.

Further recommendation

EFPIA recommend that Member Companies confirm support / sponsorship to Events through 
PCOs in written agreements, and encourage them to include provisions relating to information 
that the PCOs must communicate to the Member Company to allow appropriate reporting of 
ToVs following the EFPIA Disclosure Code. 

The Member Companies are encouraged to describe the process followed to collect the 
information in their Methodological Note, where it must also be stated that the full value ToVs 
to the PCO will not constitute a benefit (in cash or in kind) to the HCO as the PCO may retain a 
“service fee”.

Additional Guidance adopted at national level or requested by national legal requirements may 
complement this EFPIA Guidance (for such cases, Article 4.03 of EFPIA Disclosure Code applies).  

This Guidance will apply at the latest to 2018’s ToVs (reported in 2019).



41

Additional Guidance on ToVs through PCOs
SUPPORT TO / SPONSORSHIP TO EVENTS THROUGH PROFESSIONAL CONFERENCE ORGANISERS (PCOS)

For further clarification, the table below reviews scenarios of support / sponsorship to Events 
through PCOs, which may help in preparation of reporting according to this EFPIA Guidance.  

Examples of possible scenarios in support of Events
These examples are offered to help Member Companies when preparing their disclosure 
reports in the perspective of optimal reporting of Events which they sponsor / support

RECIPIENT
PCO RECEIVING THE 

TOVS

BENEFICIARY
HCP/HCO BENEFITTING DISCLOSURE

PCO on behalf of / in 
collaboration with a HCO

where the Member 
Company knows the HCP/
HCO benefitting

Individual disclosure 
following guidance

PCO on behalf of / in 
collaboration with HCO

where the Member Company 
does not known the HCP/
HCO benefitting

Whilst disclosure on an 
individual HCP/HCO named 
basis, the Member Company 
may consider disclosing under 
the PCOs name with indication 
of the specialty area

PCO with HCO Scientific 
Committee

HCO(s) is (are) known  
to the Member Company

Individual disclosure 
following guidance

PCO with HCP Scientific 
Committee

HCP(s) is (are) known  
to the Member Company

Individual disclosure 
following relevant EFPIA 
HCP/HCO Disclosure Code 
provisions

PCO developing / 
organising an Event  
at its own initiative 
(independent event)

where the Member 
Company knows the HCP/
HCO participating in the 
Event

Individual disclosure 
following guidance

PCO developing / 
organising an Event at its 
own initiative (independent 
event)

where the Member Company 
does not know the HCP/HCO 
participating in the Event

Whilst disclosure on an 
individual HCP/HCO named 
basis, the Member Company 
may consider disclosing under 
the PCOs name with indication 
of the specialty area

Disclosures on an individual names basis are subject to appropriate consent; where such 
 consent cannot be secured, related ToVs will be disclosure in aggregate.
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