Annex 2 (Checklist)

Checklist of the ENCePP Code of Conduct for ENCePP Studies

The purpese 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 Cade.

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 rmust:

» 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 hanour the folfowing answers on behalf of the organisation that he/she
represents. Signature should be by the (primary) lead investigator.

3fT e.study has been desngned

_study entlty and the study funder has been concluded pnor to stud"" t‘_a'i_-t.__ :

“The statement “The par‘tles to this agreement and’ |nd1vnduals actlng on theur behalf E/ :
'hereby commit. to adhere he ru]es of the ENCePP Code of Conduct in- thelr entirety”

is included in-the research contract and’ the latest version: of the Code at the time of
the 5|gnature of the contract is: annexed ' (R ;

The contract lncludes the followmg lnformatlon

: » The rnaln ObJECtIVES and a bnef descnptmn of the mtended .methods of the
research as weII asa clear assignment of tasks and. responsnbll:ties

> The procedure for achiewng agreement on the study protocol as-well as the_
o lnvo!vement of the funder in‘the development of the protocol.

o :The amount of the ﬁnancnal support and the payment scheme

Q s R

> Ownershl_p o_f_and access to the.data 'produced dunng the study..
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> A commun[catlon strategy for the scheduled |nter|m (lf appllcable) and flnal : E/

results. S . . _ : IE/

red'® in the ENCePP Register of Studies.

A full study protocol11 has. béen developed before study start.’

'The Eatest versnon of the full study protocol |s uploaded to the ENCePP Reg:ster of
Studles : ; S~

-a brlef descnptlon of thelr contrlbutlon is belng made publlcly avallable

..:Informatlon on all partles mvolved in the wrltlng and adoptlon of the protocol |nclud|ng o Iﬂ/

EA system has been putir |
“the study inaway that allows veri’r”catlon of publlshed results

:Approprlate plans and agreements, lf necessary, are ‘being or have been made to
grant upon request;. aétess to-data and results as detailed. below to regulators, ‘health
care professmnals and: the scnentlf:c communlty once the fi l:udy report is avallable

; > o Data set used for. a:naly5|s

All ‘persons with a flnanmal interest in a partlcular outcome of the study are excluded
from-. partlcmatlon from ‘any study actl\nty wh:ch could |nﬂuence the results or
mterpretatlon thereof in.a particular direction. o :

10 A study is deemed registered in the ENCePP Register of Studies once the apptication has been approved by the ENCePP
Secretariat,

1 For the purpose of the Code of Conduct, a fulf study protocol is a version of the protocol which Includes enough detaii in
order to answer all questions in the Checklist of Methodological Standards for ENCePP Study Pratocols. The Checklist of
Methodological Standards for ENCePP Study Protocols is available at Rtpswww.encepn:

2 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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Ifa study steermg group has been/w:lt be estabilshed the fo[!owmg rules are/wull be
apphed :

}> No expert with a confllct of mterest 1s appomted as a member of the steerlng
group :

>

) L ® The compOSItion of the steertng group is belng/wﬂl be made publrcly avallable '

':Please tick -all’ of the above boxes in sectlon 7 if no steermg group |s foreseen faor the
'study, as well as the following box. = [1] °

Appropnate p!ans and agreements |F necessary, have been made (e g. as part of the
:Edlssemlnation and commumcatson pollcy) ensuring publlcatlon of results :

e '_‘|nclud1ng results from prematurely termlnated studles

_' > jndependent of stat|st|cal sngmﬁcance and whether the results are: pomtnve or-: R

:'h_éfnegatwe

_'ln form of a clear summar of the matn results

after the ﬂnal"study report (Note tha _ _requests for"delays are posmble pendmg B
response to peer—revnew comments) s s

g.'-:.:'"deF’e”de”t'V by "t'hé' (prlncmle) '?@?F‘ .‘“V.éstigétor'-'irr'ésbzé'cti've of “data "’
'_'_--_;‘ownershrp ' LT RN RRRS

A deﬂmtuon of what constltutes conﬁdentral mformatlon has been agreed between the- _
part:es of the research contract

- The deflmtlon of conﬁdent:al mformatlon does not consider data and results as bemg Q/
conﬁdenhal desplte in relation.to reEevant data privacy- laws. o
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Name of the coordinating study entity: 3{ it Ceméen ’,Zu»f ct",o.- ‘ol i /../7 w il Fru CEf 2o ch

Name of (primary) lead investigator: L v _:) & - ’D N u&g Lo

Date: _Oc€.2¢, 2012 (xx/yy/zzzz) —

Signature: __ .
™~

Stamp (if applicable)
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