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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 applted 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 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 hoxes 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 the organisation that he/she
represents. Signature should be by the (primary) lead Investigator.

! Complete the Checklist on screen, then print, sign and stamp it (if applicable).
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A research contract between the {primary) lead mvest‘_ tor andjor the coordmating
study entity and the study funder has been cenctuded prior to study start

The contract includes the foilowing infermation:

>  The main objectlves and a brief descrsptwn of the intended methods of the
- research as well asa ciear assegnment of tasks and responsubrl:t:es. Iy

» The procedure for achlevmg agreement on the stucly pretocoi as weii as the
mvolvement of the funder in the development of the protocol

COHdithﬂS for access to the study data.

Yo

Ownershlp of mtellectual propeity rights arlsmg from the study

v

L1
[l
» The amount of the financial support and the payment scheme. :'. | 2 | E]
[
0

A communlcatwn strategy for the scheduied intenm (ll‘ appllcable) and ﬁnal
Cresults.,

A reference to the Cocle is included in relevant par’cs of the project proposal ro-oun . N D
equivalent documents? in such a way that acceptance of the project proposal or

equivalent document by the funding body constitutes agreement to adhere to the

provisions of the Code including the requirement for unrestrlctecl freedom of the

Investigator to publish,

The statement “The parties to this agreement and individuals acting on their behalf o D
hereby commit to adhere to the rutes of the ENCepPP Code of Conduct in their entirety”
is included in the research contract and the latest versuon of the Code at the tlme of

the sngnature of the conlract is annexed

OR.

where this is not possnble, a separate agreement wlth the funder has been conc!uded
that clearly references the particular study, mcludes the above statement on adherence
to the Code and states that this adherence with the relevant versaon of the Code 15 an
addltaonal reqmrement to those in the (clear[y referenced) research contract '

The study has been/wlll be reglstered3 ln the ENC P Regist
start. s

2 any document that includes a description of the study to be funded and that has been endorsed or is otherwise
recognised by the funding body

¥ 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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A fu _'s dy p___ ocol“ has been

The 1atest vers:on of the fuli study protocol :s upieaded to the ENCePP Reglster of [\B
Stud:es 3 S : T : B

A system Is :n piace to ailow for documentatson of changes to the onginal version of ) : IZj _': :
the study pmtocoi ina traceab!e and aud:table way i e T T
Informatmn on aII partnes mvolved in the wntlng and adoptaon of the protocol mciudmg . @

a bnef descnptlon of thetr contnbutmn is bemg made publlciy avaﬂabte

A detalled stat;sttca! analy513 plan |s descnbed and :nclude.' ' ip_ _or_ﬁa_nnex_ed :_'_'ti;e':stnqy' S @

protocol

A system h s been put ln ptace |n order to tecord the data co!!ected and processed m
the study in a way that allows corroberatton of pubhshed results.

A detatled descnpt:en of how raw data were transformed mto the data set for anaiyms '
will be avaﬂable at the end of the study. : AT :

All possible steps to provide for audits by competent authorities will be _taken. : ' o : IZ]

Appropriate plans and agreements, if necessary, are being or have been n*iade to
respond to requests for data sharing In line with the Implementatfan Gu.'dance on
Shanng of ENCePP Study Data (Annex 4}, :

A procedure for access to the analytical data is described in, or annexed to the study AN IZ] -
protoco! |nciud|ng the degree to Wthh data can be shared and 1f access as restr:cted a.
]ustnﬁcataon why access is limjted. e

Piease mdecate the page number m the study protocoi

Declaratioras of interests of all partles involved in the conduct of the. study re. R
documented and be made pub!:c (lnc!udrng members of the study steenng group, zf E
such gmup |s bemg estabhshed)

AI| persons wsth a f“ nancral mterest m a pamcutar outcome of the study are excluded ::' ' {ZJ
from partuc&patmn from any study actwuty which could mﬂuence the resu[ts ori i '
intergretatlon thereof ina pamcular dnrectmn :

* For the purpose of the Code of Conduct, a fulf study protocol |s a version of the protocol which Includes encugh detall in
order {o answer all questions in the ENCePP checklist for Study Protocols, The Checklist is available at
http://www.encepp.eu/encepp_studies/documents/ENCePPChecklistforStudyProtocols.doc,

% when uploading the protocoi in the Register, it may not be immediately accessible to the public unless the (primary) lead
investigator so chooses.
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Please check here if no Steering Group is fores

Nc expert wuth a direct conﬂict of lnterest is. appointed as a member of the Steering
GI’OLIp g : ey n : - f B B

The composition of the 'Stcé_rlr_'} G__ri_)up is being/w

Appropnate plans and agreements, i necessary, have been. made (e g.as part of the
dtssemmatton and commumcatmn puhcy} ensurmg pubhcataon of results

> mcludlng results from prematurely termmated studles

> mdependent of stattstlcal s¢gn1ﬁcance and whether the results are pos:tive or :_ L
negative. : : '

» in form of a clear summary of the main results.

> in form of an abstract to be provided to the ENCePP Secretariat within 3 months
after the final study report. (Note that requests for delays are possible pending
response to peer-review comments).

N

» in form of a full report of all results with a scientific or public health impact
without delay (taking into account relevant legal provisions in case of .a
suspected public health impact). o

=

» independently by the (prmcupal) lead investigator irrespective of data -
ownership. '

» providing for the possibility of rewew by the study funder prlor to submission -
but without unjustified delay. v

B

» considering comments from the study funder and enabiing the study . funder o ” {Z]
request changes to -the, presentatuon of the results to delete com‘"dentnai e S
mformat:on - : "

>  making pub!:cly avaa!abfe comments of the funder

»  taking mto account the provisions for aythorship of the Uniform Requarements
for Manuscnpts Submlttcd -to - Biomedical Journa!s by the Intemataonal S
Commlttee of Medtcal 30urnal Edttors (2009)

Eg'!ﬂ

A deﬂmtton of what constltutes conf‘ dentiai mformatmn has been agreed between the
parties of the research contract R TN : C e
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The definition of confidential information does not consider data and results as being 1
confidential except in relation to refevant data privacy laws.

Name of the coordinating study entity: [2EG - Berlin Center Cor Epidemiology and Health Research

Name of (primary) lead investigator: |y, xlaas Heinemann

Pate: 24, 2. Te AN (dd/mmiyyyy)

Signature: - .
e
~ S
Stamp (if applicable):
PRI Ui
A Betln Gmbi
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