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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, compietion 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 the checklist thereby confirming compliance of the study with core
requirements of the Code.

« If applicable, provide additional information as requested.

* Sign the checklist.

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

m

.'::The study has been de5|gned S

an hne w1th the generai pnnaples outllned in- the Code (see chapter 5 of the E/

' > pro\nd:ng for a maxlmum Ievel of transparency (see chapter 4 of'the Code)

'_A research contract between the (pnmary) Iead mvesttgator and/or the coordmatmg
study entlty and the study funder has been concluded prtor to study start

2. Research contract ' m

-The statement “The parties to this agreement and mdlwduals actlng on- their behalf
hereby commit to. adhere to the rutes of the ENCePP Code of Conduct in thelr entlrety .
is included in the research contract and the Jatest versnon of the Code at the tlme of' '
‘the 51gnature of the contract is annexed. -

! Complete the Checklist on screen, then print, sign and stamp it (if applicable).
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The contract includes the following information:

» The main objectives and a brief description of the intended methods of the
research as well as a clear assighment of tasks and responsibilities.

"~ » The procedure for achieving agreement on the study protocol as well as the
involvement of the funder in the development of the protocol.

3 The amount of the financial support and the payment scheme.
Ownership of and access to the data produced during the study.

» A commumcatlon strategy for the scheduled interim (if apphcable) and flna!
' results ' : :

?_'ei\f-@\s < 7

3. Reglstratlon of stud;es

_ study has been regrstered’- in the ENCePP Re”. rofStud:es e
4. Study protocol . ' .

':A full study protocol3 has been developed before study start

'5_'The latest versson of the full study protocol is uploaded to the ENCePP Reglster of
. Stud:es L - R _ ;

A system is/in: place to aliow for documentatlon of changes to the ongmal vers;on of."-'_' M=
_;.the study protocoll a'_:'traceable and audltable way B IS R B T

.ﬁ-.Informatlon on all partaes :nvolved in, the wrltmg and adoption of the protocol mcludmgf’i__
a br:ef descnptmn of thelr contrrbutlon is’ belng made publlcly avaflable :

'.A detalled stat:st:cal analysrs plan :s descrlbed ancl mcluded m or annexed to the study_' g _j' T

Data ownership and access to data

Appropnate plans and agreements, |f necessary, are belng or: have been made to{. ._
grant upon request access to data and results as detailed betow once the F nal study. '
'report is available: R , o :

Lo Data set used for analysns

» -'-Detatled descriptlon of how the raw. data were transformed mto the data set for;_ i
: '-.-."_.anaIVS:s : : e o T I

s >_. All scheduled mtenm and fi nal study fi ndmgs irrespectwe of posmve or negatwe'- B
‘restits. : :

6. Declaratlon of mterest

Declaratlons of interests of aIE partles mvolved in the conduct of the study are collected'
and documented (including members of the study steering group, if such group is
being estabiished). '

2 A study is deemed registered in the ENCePP Register of Studies once the application has been approved by the
ENCePP Secretariat.

3 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 Checklist of Methadological Standards for ENCePP Study Protocols. The Checklist
of Methadological Standards for ENCePP Study Protocofs is available at hitp://www.encepp.e

“ When uploading the protocol in the Register, it may not be immediately accessible to the publlC unless the {(primary)

iead investigator so chooses.
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*Detalls of participation in the study of parties with a conflict of interest (if any) are m/
-documented and are being made publicly available. '

Al persons with a financial interest in a particular outcome of the study are excluded E/
from participation from any study activity which could influence the results or '
interpretation thereof in a particular direction.

7. Study Steering Group

If a study steering group has been/will be established, the following rules are/will be
-applied:

» No expert with a conflict of mterest is appomted as a member of the steerlng _

group c e B _ _. . e :. @/

> The compos:tlon of the steermg group IS be1ng/w1ll be made publlcly ava|lable

Please tick all of the above boxes in section 7 if no steerlng group :s foreseen for the PR
‘study, as well as the following box. . [ : '

8 Publlcatlon/Reportmg of studles

'Appropnate plans and agreements, if necessary, have been made (e g as part of the e
dlssemmatxon and commun:cation pollcy) ensurang pubhcatlon of results

"E}>-""mcludmg results from prematurely termmated studles

> mdependent of statlstlcal srgmf cance and whether the results are: pomtwe or'
negative ' : ' : - '

;-'> in form of a. clear summary of the mam results

. > in’ form of an abstract to be. prowded to the ENCePP Secretanat w1th|n 3 months .
o after the f nal- study report (Note that requests for delays are p055|ble pendmg L
: L esponse to peer~rev:ew comments) PRETEE TN .

SR “in § form’ o'_:a full report of aIl results w:th a sc1ent|f‘ ic. 0 health lmpact=-_
"W|thout delay (takmg mto account relevant Iegal_.f prov:srons |n case of a
:'.-suspected publ|c health |mpact) - '

_'_>"|ndependently by the (pnnapal) iead in_vestigator.' irresbective_-o_f data__
- ownership. o L o

> providing for the DOSSIbIhty of review. by the study funder prlor to subm:ssuon -
s but W|thout unjustified delay : R T

P 'cons:dermg comrnents from the study funder and enablmg the study funder to L
o request changes to the presentatlon of the re5ults to. delete confdentlal_"'
' '|nformat|on '

» making publicly available comments of the funder.

§- taking into account the provisions for authorship. of the Uniform Requirements
for Manuscrlpts Submitted to Blomedlcal Journals by the Internatlonal
Committee of Medical Journal EdItOFS (2009). .

9, Conftdentlal |nformat|on

':'A def nition of what constrtutes conf dentlal mformatlon has been agreed between the
- parties of the research contract.

The definition of confidential information does not consider data and results as being
‘confidential except in relation to relevant data privacy laws.
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e X (l\
Name of the coordinating study entity: Bu\.‘n Ceu:\‘-r.r -Cg v €? ; :\e.v«io\oy! Mc\ l"\e"'\'\_\" Kes

Name of (primary) iead investigator: :]’E,;rje_“ va\.j‘?-r

Date: 2%/ ! /1% (xxfyy/zzzz) 'd

e

Signature: - ’ P

}/ ™

Stamp (if applicable)



