
TRIAL ID: Initials: F M L Site ID:

CHANGE OF STATUS FORM

Date status changed: e.g. 31-JAN-2017 D D - M M M - Y Y Y Y

Reason for change of status - Please tick one box to indicate who is responsible for the decision to change the status of the patient.

Clinical Investigator Patient Both

Participants are able to withdraw (cease participation) from any aspect of the ROSSINI 2 Trial.

The patient has withdrawn from the following aspects: (Tick all that apply)
Surgery
Follow Up (Wound Assessment at Day 7 and/or Day 30)
Patient reported Questionnaires
Ongoing SSI Follow Up (QoL, WHQ & RUQ)
All of the above

Change of Status - Please provide a response to all questions.

No Yes

A. No trial related follow up - The participant does not wish to attend trial visits in accordance with the schedule of assessments, but is willing to
be followed up at standard clinic visits and if applicable using any central UK NHS bodies for long-term outcomes (i.e., the participant has agreed
that data can be collected at standard clinic visits and used in the trial analysis, including data collected as part of long-term outcomes).

No Yes

B. No further data collection - The participant is not willing to be followed up in any way for the purposes of the trial AND does not wish for any
further data to be collected (i.e., only data collected prior to any changes of levels in participation can be used in the trial analysis).

Full Name: (PRINT NAME) Signature:

Postion: Date: e.g. 31-JAN-2017 D D - M M M - Y Y Y Y

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.
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