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PROTOCOL NON-COMPLIANCE FORM

This form is to be used in the event of a protocol non-compliance for ROSSINI 2.

Date of Event: e.g. 37-JAN-2017

Event Categorisation: (Please see Event Categories overleaf) |:":|

Event Summary:

Has the Pl been informed? (Please tick one)

O No
OYes

Date Pl informed: e.g. 37-JAN-2017

Corrective and preventative action taken (CAPA):

Completed By

Full Name: (PRINT NAME)

Signature:

Position:

Date: e.g. 31-JAN-2017

Thank you for completing this CRF. You are now required to transcribe this information onto REDCap (https://bctu-

redcap.bham.ac.uk/). This CRF can be used as Source Documentation and filed in the patient's records.

Reference Number: (FOR INTERNAL USE ONLY) |:||:||:||:||:|

ISRCTN: 78305137
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