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This is an optional QCD and may be used to support the development of a protocol for all clinical research.
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This QCD will be implemented in line with this document’s effective date.
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When ready, delete these introduction pages (i.e., pages 1 to 4). 
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1. Complete all sections of the template in line with your project’s requirements/design. Refer to the Protocol Development Tool for non-CTIMPs & Studies (UoB-ESD-QCD-003) for guidance on what should be included in each section. 
Follow the procedures in the Essential Documents Development & Maintenance SOP (UoB-ESD-SOP-001) and Project Set-up SOP (UoB-SET-SOP-001) for submitting the protocol for approval and filing. 
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UoB-ESD-SOP-001 Essential Documents Development and Maintenance
UoB-ESD-QCD-003 Protocol Development Tool for non-CTIMPs & Studies
UoB-ESD-QCD-005 Essential Document Checklist
UoB-ESD-QCD-006 Version Control Log
[bookmark: _Toc215839654][bookmark: _Toc216447829]Additional QMS documents
UoB-SET-SOP-001 Project Set-up
Access to the full UoB QMS for clinical research is available via the CRCT website.
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I agree to ensure that the confidential information contained in this document will not be used for any other purpose other than the evaluation or conduct of the investigation without the prior written consent of the Sponsor
I also confirm that I will make the findings publicly available through publication or other dissemination tools without any unnecessary delay and that an honest accurate and transparent account of the project will be given; and that any discrepancies from the project as planned in this protocol will be explained.
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Appendix 3 – amendment history
The table below details the amendments and/or administrative changes have been made to this protocol since the implementation of the first approved version.
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