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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.

! Complete the Checklist on screen, then print, sign and stamp it (if applicable).
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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 Methodological Standards for ENCeFP Study Protocols. The Checklist

of Methodological Standards for ENCePP Study Profocols is available at HEtp RENIEREEppEl.

4 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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Note on research contract: at the time of the current application for
ENCePP Study recognition, the Pharmachild protocol has been funded by a
grant from FP7 (Pharmachild Grant agreement no: 260353). The
format of the FP7 agreement does not allow the implementation of all
requirements as per point 2 (Research Contract). This is why some check
boxes have not been ticked

Similarly for point 3 (Registration of study) the check box is un-ticked
because the evaluation of the protocol by ENCePP is ongoing.

Name of the coordinating study entity: Pediatric Rheumatology International Trials QOrganisaticn
(PRINTO)

Name of (primary) lead investigator:  Nice Wulffraat, MD, PhD {Pharmachild PI) Nicolino Ruperto,
MD, MPH PRINTQ Senior Scientist

Date: 10 / 05 / 2011 (xx/yy/zzzz)

Signature: Nico Wulffraat, MD, PhD _/

Signature: Nicolino Ruperto, MD, MPH S }l g " {ZMQ

Stamp (if applicable)
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