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REC reference: 16/SC/0349

Amendment number: 1.6

Amendment date: 02 February 2017

IRAS project ID: 154486

Thank you for submitting the above amendment, which was received on 03 February 2017.
| can confirm that this is a valid notice of a substantial amendment and will be reviewed by

the Sub-Committee of the REC at its next meeting.
Documents received

The documents to be reviewed are as follows:

Document Version Date

Copies of advertisement materials for research participants 1.1 01 February 2017
[Appendix 7 - PatientPoster v1.1 20170201 ChangesTracked.docx]

Copies of advertisement materials for research participants 1.1 01 February 2017
[Appendix 7 - PatientPoster v1.1 20170201.docx]

Interview schedules or topic guides for participants [Appendix 6 - 0.3 01 February 2017
QoR Telephone Interview Script v0.3 20170201

ChangesTracked.docx]

Interview schedules or topic guides for participants [Appendix 6 - 0.3 01 February 2017
QoR Telephone Interview Script v0.3 20170201.docx]

Notice of Substantial Amendment (non-CTIMP) 1.6 02 February 2017
[AmendmentForm_ReadyForSubmission_20170203.pdf ]

Other [Appendix 1 - CRF main EPICCS v1.2 20170201.docx] 1.2 01 February 2017
Other [Appendix 1 - CRF main EPICCS v1.2 20170201 1.2 01 February 2017
ChangesTracked.docx]

Participant information sheet (PIS) [Appendix 2 - QoR CRF v1.0 1.0 01 February 2017




20170201 ChangesTracked.docx]

Participant information sheet (PIS) [Appendix 3 - OccupancyCRF  [0.9 01 February 2017
v0.9 20170201 ChangesTracked.docx]

Participant information sheet (PIS) [Appendix 2 - QoR CRF v1.0 1.0 01 February 2017
20170201.docx]

Participant information sheet (PIS) [Appendix 3 - OccupancyCRF 0.9 01 February 2017
v0.9 20170201.docx]

Participant information sheet (PIS) [Appendix 4 - 1.0 01 February 2017
ClinicianPerceptionCRF v1.0 20170201 ChangesTracked.docx]

Participant information sheet (PIS) [Appendix 4 - 1.0 01 February 2017
ClinicianPerceptionCRF v1.0 20170201.docx]

Participant information sheet (PIS) [Appendix 5 - StudyPIS v0.7 0.7 01 February 2017
20170201 ChangesTracked.docx]

Participant information sheet (PIS) [Appendix 5 - StudyPIS v0.7 0.7 01 February 2017
20170201.docx]

Research protocol or project proposal [EPICCS Protocol v1.6 1.6 02 February 2017
20170202 ChangesTracked.docx]

Research protocol or project proposal [EPICCS Protocol v1.6 1.6 02 February 2017
20170202.docx]

Notification of the Committee’s decision

The Committee will issue an ethical opinion on the amendment within a maximum of 35
days from the date of receipt.

R&D approval
All investigators and research collaborators in the NHS should notify the R&D office for the
relevant NHS care organisation of this amendment and check whether it affects R&D

approval for the research.

We are pleased to welcome researchers and R & D staff at our NRES committee members’
training days — see details at http://www.hra.nhs.uk/hra-training/
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