Clinical Drug Trials

J-CHECK LIST EC-MUI of INFORMATION to be Provided to the Ethics Committee of Innsbruck Medical University (MUI)

numbers refer to the items of Section J at https://eudract.ema.europa.eu/document.html — EudraCT Supporting Documentation
[] boxes show information to be provided to the EC (all items 1x unless indicated otherwise e.g. protocol: 6x)
—F— information not usually required for ethics committee application

1 General
O 11 Receipt of confirmation of EudraCT number
O 12 Covering letter
O 13 Application form - EudraCT (https://eudract.ema.europa.eu/)
O 13A Section J Check-List
o 14 istof-Competent-Authorities-with e Communitv-to-which-the-application-has-been-submitted-and-deta
O 15 Copy of ethics committee opinion in the MS concerned when available
O 16 Copy/summary of any scientific advice
o 17 If the applicant is not the sponsor, a letter of authorisation enabling the applicant to act on behalf of the sponsor
2 Subiject related
O 21 Informed consent form
O 22 Subject information leaflet
O 23 Arrangements for recruitment of subjects (e.g. during hospital stay, via G.P., advertisment etc)
3 Protocol related
O 3.1 6x Clinical trial protocol with all current amendments
[0 3.1A 6x Amendments (if separate)
[0 31B 6x CRF
O 32 Summary of the protocol in the national language (e.g. EK1 page 6)
O 33 Peer review of trial when available
Ethical assessment made by the principal/coordinating investigator, if not given in the application form or protocol (e.g.
O 34
EK1 page 6, paras 4 + 5)
4 IMP related
O 4.1 6x Investigator's brochure
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5 Facilities & staff related

Facilities for the trial (e.g. EK1 page 3, paras 2 + 3)

CV of the coordinating investigator in the MS concerned (for multicentre trials)

CV of each investigator responsible for the conduct of a trial in a site in the MS concerned (principal investigator)
Information about supporting staff (e.g. EK1 page 3, paras 2 + 3)
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Finance related

Provision for indemnity or compensation in the event of injury or death attributable to the clinical trial

Any insurance or indemnity to cover the liability of the sponsor or investigator

Compensation to investigators (e.g. EK1 page 3 “Entgelte”)

Compensation to subjects (e.g. EK1 page 3 “Entgelte™)

Agreement between the sponsor and the trial site (“Sponsoringvertrag” — inquiries: Hr. Neuwirt/LKI — F:++43-512-504-22040)
Compensation to trail sites

Certificate of agreement between sponsor and investigator when not in the protocol
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Any other material provided
Miscellaneous (including additional correspondence)
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Additional site related items (see instructions: http://www.i-med.ac.at/ethikkommission/einreichungen.html)
Application from EK1 Innsbruck or OEK ( for multicenter studies)
Ethics Committee fee

J. “CHECK LIST EC-IMU” — Geschéftstelle/Ethikkommission MUI, Innrain 43, A-6020 Innsbruck; Tel.: ++43-(0)512-504-25444

Version 8 : 04.10.2010


https://eudract.ema.europa.eu/document.html�
https://eudract.ema.europa.eu/�
http://www.i-med.ac.at/ethikkommission/einreichungen.html�

