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 A protocol outlines the background to the research, giving justification for the specific research proposed (all research carries some risk and/or inconvenience for the participant and must be justified). 

The protocol also outlines the proposed methodology, including how potential participants are to be identified, approached and recruited. The methodology will also explain what the participant will be asked to do, such as how contact is made, how often (e.g  in case of reminder mailings); what questionnaire instruments they will have to complete, how long this will take etc; 

Suggested sections include

· title;

· abstract/summary;

· justification for the proposed research;

· aims / objectives;

· experimental design and methods (including statistical analysis);

· ethical considerations; 
· safety considerations/reporting
· benefits of the study; and 

· resources and costs. 

This is the document that sets out what you propose to do and how and, once this has been given a positive ethical opinion, you are bound by it. Any changes/deviations from the ‘approved protocol’ are considered breach of protocol and constitute research misconduct as defined by the University’s Code of Practice for Dealing with Complaints of Misconduct in Research. 

If you wish to alter your protocol substantially (this is termed a substantial amendment), you will, need to submit any proposed changes to the relevant ethics committee as a substantial amendment. You must have received approval for this new version of the protocol before you can change the way you conduct the research.
Your protocol should be dated and contain a version number so that you are clear which version you, and co-researchers, are working to.

For information on clinical trials of medicinal products see Clinical Trials Tool Kit. For guidance on research involving human tissue and data see Data and Tissues Tool Kit.  For experimental medicine see Experimental Medicine Tool Kit. 
