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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:

» Tick all boxes of each section thereby confirming compliance 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.
+ If applicable, provide additional information as requested.

=  Sign the checklist,

The undersigned declares upon honour the following answers on behalf of thé organisation that he/she

represents. Signature should be by the (primary) lead investigator.

1. General

! Complete the Checklist on screen, then print, sign and stamp it (if applicable).
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_;A research contract between the (prlmary) lead lnvestlgator and/or the coordmatlng .
study entlty and the study funder has been concluded prior to study start. :

i‘The contract mdudes the foliowmg_ nformation

ddltlonal-, reqU._ I

3. Registration of studies

.gl:'le e:i_:udy has been/will be registered® in the ENCePP.Register of Studies before its -

* Any document that includes a description of the study to be funded and that has been endorsed or is otherwise
recognised by the funding hody

* 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 RS

_...fu_il_' study ﬁrotocol“ ha'sl‘ bee"r'i d __ye’f'l_bp;éd béfcjre 'stljd“y_ sta_':;t.:‘:

“The Tatest version of the full study protocol is uploaded to the. ENCePP Register of -
Studles T :

A ystem is.in- place to allow for documentatlon of changes to the orlgmal version of
in.a, a_ceable and audltabie way

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

5 When uploading the protocol in the Register, it may not be immediately accessible to the public unless the {primary) lead
investigator so chooses.,
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7. Study Steering Group.

7.A. Absence of a Study Steering Group.

Please check here if no Steering Group is foreseen for the study.

lssemmatlon and communlcatlon pollcy) ensurlng ub cat:on of results

mcludmg results from prematurely termlnated studles

e : endent ‘of statistical sngmﬂcance anci : ___hether the results are pos|t|ve or

orm fa: clear summary of the main results

- in form of an abstract to:b "'prowded to the ENCePP Secre arlat w1th|n 3 months
after the ﬁnal study rep (Note that ‘requests for delays are posSIbIe pendmg
response to peer re\new omments) : :

in form of a full report
|thout delay (taklng into: account
] health |mpact)

all results w1th a. sc1ent|f|c or pub|lC health |mpact
evant legal prowslons |n case :

lndependent"/ by the ('p "nC1paI) Iead .in'y'estig'ator
S ownership: o R

: - _;_'-'provadlng for the’ p0551b|l|ty of rev1ew by the study funder prlor to subm|55|on :
~-but without un}ustlﬂed delay ‘ :

ff:--con5|der|ng comments from the study funder and enablmg the study funder to L IZI
'_:_request changes to the presentatlon of 'he results to delete confldentlal L
mformatlon ' -

making publlcly ava|lable_co'mments of the funder. S

taklng into account the ro! S|o'ns for authorship of the Uniform Requarements}_
..-“for Manuscrlpts Submltte_ to Blomedlcal Journals by the Internatmnal‘
3 :Commlttee of Medical. Journal Editors (2009) S

9, Confidential information

of the research contract
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Name of the coordinating study entity:

Name of (primary) lead investigator:

ELENA RAMIREZ

Date: 09 // 01 / 20453 dd/mm/va)

Signature:

Stamp (if applicable):
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