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

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

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

A communrcatlon strategy for the scheduled mterim (if apphcable) and f‘nal
resuits. -

proprxate plans ancl agreements, lf necessary, are belng or have been made to
t, upon. request access to’ data and results as detailed below to regu!ators heaith
professmnals and the sc1ent:f" € commumty ‘once the fi nal study report is’ avallable

- ‘Detailed deSCFEptIOI’I of how the raw data were transformed mto the data set for
-analysis. :

Al scheduled mterlm and fi na| study fi ndangs lrrespecttve of posrtwe or’ negatwe
resu!ts

6. Declaration of interest

clarations of interests of all parties involved in t_he conduct of the study are collected
d documented (including members of the study steering group, if such group is

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 tc answer all questions in the Checklist of Methodological Standards for ENCePP Study Protocols. The Checklist
of Methodological Standards for ENCePP Study Protocals is available at httpr//www

4 When uploading the protocol in the Register, it may not te immediately accessibie to the public uniess the (primary)
lead investigator so chooses.
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.etails of participation in the study of parties with a conflict of interest (if any) are
pcumented and are being made publicly available.

It persons with a financial interest in a particular outcome of the study are excluded
om  participation from any study activity which could influence the results or
'terpretation thereof ina partlcu!ar direction.

B No expert with a conﬂ:ct of mterest is appomted as a member of. the steenng

The composutlon of the steerlng group |s bemg/wﬁl be made publ:cly avar!able

ase tlck all of the above boxes in section 7 lf no steerlng group |s foreseen for the_._
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dy, as well as the followmg box. X

) r:ate plans and agreements, |f necessary, have been made (e g as part of the-.
_|nat10n and commumcation policy) ensursng publ:catlon of resuits ' :

cludmg results from prematurely termmated studles

_fmdependent of statlstlca] sngn:f;cance and whether the r ults a:iée-:-}jgs'it;i'\%e‘j'cr_:

---|n forrn of a clear summary of the mam results

"orm of an _abstract to. be prowded to the ENCePP Secretar t
| fi aI-study report (Note that requests for delays are
: esponse t peer—re\new comments) '

3 form of a fuII report of a!! results wnth a 'sc:entlﬁc or .pubhc_heaith impact_'

suspected pubitc health lmpact). ’
) mdependent{y by the (prmcnple) iead -_i'nvestigator: :-4i'|'ffre'_spective “of ' da_t_a
ownership. SRR S :

_ prowdmg for the pOSSIbIIit\/ of re\new by the study funder prlor to submlssmn
- but without unjustlfled delay. - : g .

_' cons:dermg comments from the study funder and enablmg the study funder to
) request changes to the presentatlon of the results to delete confi dentlal
tnformation. s

~ making publicly available comments of the funder.

taking into account the provisions for authorship of the Uniform Reguirements
for Manuscripts Submitted to Biomedical Journals by the International
Commlttee of Medical Journal Edltors (2009)

9. Conﬂdent:al mformatlon

definition of what constitutes confidential information has been agreed between the
arties of the research contract.

he definition of confidential information does not consider data and results as being
g'nfidentiai despite in relation te relevant data privacy laws.




Name of the coordinating study entity: University of Bath

Name of (primary) lead investigator:  Professor Corinne de Vries

Date: 4 / 7 / 2012 (xxfyydzzzz)

Signature:

Stamp (if applicable)



