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Code of Conduct

+ Assess the need to supplement the Code of Conduct with additional tools to support good
governance of pharmacoepidemiological research.

« Further elaborate some of the provisions already included in the Code of Conduct, e.g. by
developing specific guidance, policies or sample/template contracts.

* Explore ways to better monitor implementation of the Code of Conduct for ENCePP Seal
studies.

* Support the use of the Code of Conduct.
« Support registration of studies in the EU PAS Register.
EU PAS Register and ENCePP databases
« Support EMA in the further development of the EU PAS Register and ENCePP databases.

+ Provide recommendations for business requirements to ENCePP Steering Group and EMA.
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Code of Conduct version 4
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The ENCePP Code of Conduct
For Scientific Independence and Transparency in the Conduct of
Phar i and i Studies

The ENCePP Code of Condusct was sdepted on 7 May 2010 by the Stesring Group of the Eurapesn
Netwars of Ca (ENCEPP). The terms of the
Code of Condsct are reviewed by the ENCaP Steering Group perieaically after ks adoption.

‘Staps taken oate
“Adeption 7 may 2010
Ravision 1 12 Seprember 2010
Revision 2 21 Navember 2011
Ravision 3 21 Feoruary 2014
Revision 3 editorlal amendment 14 uly 2016
Revision & 15 March 2018
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Classification of interests

Commercial
legitimate interest of an
organisation selling a medicinal
product involved in the study

Financial
legitimate interest of an
organisation in the costs of a

medicinal product involved in the

study, or whose corporate
financial value can be impacted
by the activity of selling/buying

the medicinal product

Institutional
legitimate interest of an
organisation with a responsibility
for health policies
(e.g. vaccination policies)

Personal
Other legitimate interests
(e.g. willingness to publish, or
that universal healthcare services
remain sustainable)
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Classification of interests

Personal
Other legitimate interests
(e.g. willingness to publish, or
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©

ENCePP Code of Conduct Qualitative Survey
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Paper on Code of Conduct

Received: 15 January 2019 | Revised: 8 February 2019 | Accepted: 12 February 2019
DOI: 10.1002/pds4763
REVIEW WILE®
The ENCePP Code of Conduct: A best practise for scientific
independence and transparency in noninterventional
postauthorisation studies
Rosa Gini! @ | Xavier Fournie? | Helen Dolk®® | Xavier Kurz* @ | Patrice Verpillat® |
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TABLE 1 Recommendations from the ENCEPP Code of Corvluct, the ISPE Guidelines for Good Phammaeoepidarmiology Practice (GPP), and the ADVANCE Code of Conduet for pestautherisation
studies.

1SPE Guidelines for Good
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Paper on Code of Conduct

3.2 | ENCePP stakeholders' perspective

The following section provides the perspective of the different stake-
holder groups of ENCePP based on the individual experience of the
co-authors: HD. is a senior member of ENCePP Working Group 2
and one of the coauthors of the initial Code; X.F. is a member of the
Board of the European CRO Federation; PV. and KA. are representa-
tives of their respective stakeholder groups in the ENCePP Steering
Group; V.S, is an appointed expert and former aiternate member of
the Pharmacovigilance Risk Assessment Committee (PRAC).

DOk 10.1002/pds 4763

\
REVIEW WILE

TABLE 1 Recommerdatons from the ENCAPP Code of Condud, the SPE Guidelnes fo Good Phammacospideniology Practice (GPP], andthe ADVANCE Code of Conductfor pestautharisstion
‘studies.
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Topics [ENCePP Code of Conduct {GPP).
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TABLE 1 Recommendations from the ENCePP Code of Conduct, the ISPE Guidelines for Good Phammacos pidemiology Practice (GPP|

studics.

Topics
Otjective

ISPE Guidelines for Good

'ENCePP Code of Canduct Phamacoepidemiclogy Practice (GPP)

To support scientic independence and
transparency troughaut the research pracess
to sirengthen the confidence in the integity

o help ensure the qusitty and intogity of
research; o faciitate trans parency andl ot
integity.
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4.1 | Limitations of the Code

The expression *commerdial interest in an outcome of the study” is
Clarified in the Code to refer to the legitimate interest of those organi-
sations marketing drugs. However, it may be perceived that research
institutes that rely on funding from pharmaceutical companies to
thrive (IF public or private not-for-profit) or to pursue their lkegitimate
profit (if forprofit), may be subject to indirect, possibly unwanted,
influence from their funders. Even though compliance with the Code
does protect researchers and funders from this risk within the realm
of a single study, it cannot avoid a more subtle influence, because of
a perception that funders may select the institution, which will con-
duct the next study based on the result of previous studes, instead
of professional reputation. A related risk is that investigators and
researchers may be tempted to nterpret evidence of negative results
as need for further research, with the objective of attracting new
funding. In Europe, according to the current legishation, the funders

Frangois Simondon® | Valerie Strassmann’ | Kathi A
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studies requested by regulators are mostly
manufacturers themselves, which are therefore the most comman
funders for European research institutions in pharmacoepidemiology.
This makes the risk of indirect influence higher than in the United
States, where public funding is substantial. The ADVANCE project
attempted to address the indirect influence of study funders, by
producing guidance on the selection of research institutions. Three

models of selection were proposed, in increasing order of perceived
independence: led by the study funder, ked by a selection committee,
led by an external body.>*
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£ s et Byt s \CER) of a single study, it cannot avoid a more subtle influence, because of
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of professional reputation. A related risk is that investigators and

been seen as potentially difficult to apply in practise. As discussed
above, this is partly due to the inherent compl f the
between study funders and investigators. It is hoped that the current

major revision will help in darifying and disseminating the provisions

researchers may be tempted to interpret evidence of negative results
len Dolk®® | Xavier Kurz? (| 35 need for further research, with the objective of atracting new

funding. In Europe, according to the current legishation, the funders
of the Code to support understanding of its advantages and promote

its adoption. Examples of translation of principles of the Code into
concrete actions should be made available that could also support

mann’ | Kathi A| studies requestad by reguiainrs are mostly
manufacturers themselves, which are therefore the most common
funders for European research institutions in pharmacoepidemiology.
This makes the risk of indirect influence higher than in the United
States, where public funding is substantial. The ADVANCE project
attempted to address the indirect influence of study funders, by
preducing guidance on the selection of research institutions. Three

training activities™® To reinforce trust in the actual application of the
Code's provisions funders and investigators may decide to enter in
the EU PAS Register together with the final study report, a final self-
assessment of compliance with the Code, signed by all involved
parties. Alterratively, an independent scientific committee overseeing
the study conduct could also take the responsibility to review
compliance with the Code. A periodic, independent review of a
random sample of EU PAS Register records would also be useful
Finally, to address the I
work, ENCePP could develop specific guidance on the selection of

research inttutions. Ji Pharmacovigilance

models of selection were proposed, in increasing order of perceived
independence: led by the study funder, ked by a selection committee,
led by an external body.>*

tions of the Code and building on previous




Conclusion

m European Network of Centres
for Pharmacoepidemiology and Pharmacovigilance




