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[bookmark: _Toc124852911]Purpose
This document contains a template that can be used to create a protocol for non-Clinical Trials of an Investigational Product (non-CTIMPs) and studies. 
This template is designed to be used in conjunction with the Protocol Development Tool for non-CTIMPs & Studies (UoB-ESD-QCD-003). For CTIMPs, see Protocol Template for CTIMPs (UoB-CLN-PRO-QCD-002).
[bookmark: _Toc124852912]Instructions
Remove this first instruction page.
Update the header to include the project ID.
Update the footer to includes the protocol version number and date, retaining the document reference information relating to this quality control document. 
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) for submitting the protocol for approval and filing. 
[bookmark: _Toc124852913]Related documents
UoB-CLN-PRO-QCD-002 Protocol Template for CTIMPs
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
UoB-ESD-SOP-001 Essential Documents Development and Maintenance
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Note the UoB QMS documents can be found on the CRCT website. Internal work instructions can be obtained from the CRCT (crct@contacts.bham.ac.uk) and/or from the RGT (researchgovernance@contacts.bham.ac.uk). 
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The undersigned confirm that the following protocol has been agreed and accepted and that the CI agrees to adhere to the signed University of Birmingham’s sponsorship CI declaration.
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.

	Full project title:
	

	Protocol version number:
	

	Protocol version date:
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	Name:
	

	Date:
	

	Signature:
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Where the University of Birmingham takes on the sponsor role for protocol development oversight, the signing of the IRAS form by the sponsor will serve as confirmation of approval of this protocol.
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