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‘Checklist of the ENCePP Code of Conduct for ENCePP Studies®

The purpose of this checklist is to emphasize the core elements of the ENCePP Code of Conduct that
are relevant at the time of study start. The act of completing this checklist confirms that the study for
which the status “"ENCePP Study” is applied for complies - at the time of submission - with the key
requirements of the Code, Of note, completion of the checklist does not release researchers of ENCePP
studies from their obligation to adhere to the entirety of the provisions of the Code.

The checklist must be completed by the (primary) lead investigator of the study for which the status
“ENCePP study” is applied for. The (primary) lead investigator must:

e Tick all boxes of gach section thereby confirming compiiance of the study with the core
requirements .of the Code. In case of sub-sections (e.g. 2.A. and 2.B.), tick all boxes of the
sub-section that applies to your study.

s If applicable, provide additional information as requested.

s« 5ign the checklist.

The undersigned declares upon honour the folfowing answers on behalf of the organisation that he/she
represents. Signature should be by the (primary) lead investigator.

| 1. General - - -

arehcy;(.sé_e t:h:apter {i_fibf.'thé ode).

2. Research contract

A declaration on 'th'ef.usje::-gf one’s own general resources, ma’iﬁing clear references to
"the study and the (primary) lead investigator and being signed by (an) authorised
,_:representatiye(s) of the_partici_p_a_ting study entity/ies is available.

1 complete the Checklist on screen, then print, sign and stamp it (if applicable).
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2 Any document that includes a description of the study o be funded and that has been endarsed or is otherwise
recognised by the funding body

3 A study is deemed registered in the ENCePP Register of Studies once the application has been approved by the ENCePP
Secretariat.
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4. Study protocol

:3'from partlc:patlon from any study activity wh:ch couid mﬂuence the results o
mterpretatlon thereof ina partrcular direction.

4 For the purpose of the Code of Conduct, a fulf study protocol is a version of the protocol which includes enough detail in
order to answer all questions in the ENCePP checklist for Study Protocols. The Checklist 1s available at
http://www.encepp.eu/encepp_studies/documents/ENCePPChecklistforStudyProtocols.doc.

3 when uploading the protocol in the Register, it ray not be immediately accessible to the public unless the (primary) lead
investigator o chooses.
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oumals by “the International

_9£_Conf_i_dential information Ul T m

A definition of what constitutes confidential information has been agreed between the _
part:es of the research contract
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dsl oo 4964 i ko
i relation to relevant data privacy laws.

Name of the coordinating study entity: : .
Bordeaux pharmacoepi

Name of {(primary} lead investigator:
Patrick BLIN (lead investigator), Nicholas MOORE

-~ ? ~ . et
Date: é*(:[/ ! f}/é"’u}‘l 5 (dd/mm/yyyy)
Signature: el L 2\

"-.fﬁe:_s_e_t_ Form
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