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I. Purpose: This Working Instruction Document describes the procedure to be followed for setting up a central delegation of duties log or a signature log for the study management team.


II. Scope: This procedure applies to studies managed by ECTU for which a central delegation of duties log or a signature log for the study team is required.


III. Definitions
1. Trial Master File: TMF


IV. Background: 
The (co-)sponsorship agreement details tasks and responsibilities that are delegated to ECTU and/or Chief Investigator.
Service level agreements detail tasks that are to be completed by a third party.
Site agreements detail tasks and responsibilities that are delegated to the site Principal Investigator.

A member of staff who performs tasks that are considered part of their normal job role and are not study specific does not need to be added to a delegation of duties log, e.g. a phlebotomist who takes a blood sample would not be considered a member of the study team, however if the phlebotomist labels the sample tube with study specific labels or provides sample data on study specific data collection sheets or CRFs, the phlebotomist would be performing study-specific tasks and would therefore need to be delegated these tasks by the PI.


V. Procedure – Central delegation of duties log
1. On rare occasions a study may require a central delegation of duties log to document delegation of a duty not covered by any of the agreements listed above.  For example
· A member of the study team who is not linked to a specific site but needs to be delegated a task.
· A member of the study team who is performing tasks for the whole study and not just for a specific site. e.g. data analysis or radiology reporting by someone not covered by the above agreements.

2. In these circumstances an ACCORD delegation of duties log can be used and customised with the study specific tasks.  Please be aware this log can only be used for duties that the Chief Investigator is responsible for and is therefore able to delegate.  The Chief Investigator cannot delegate duties that are the responsibility of the Sponsor or ECTU (refer to the co-sponsorship agreement).

3. If applicable, training on the study and/or the delegated task should be documented on the study training log (e.g. the ACCORD study specific training log template)


VI. Procedure – Study team signature log
Should a sponsor or collaborator require a study team signature log then the log should record the following:

1. who is in the study team. 
2. when they commence and finish working on the study. 
3. which roles they undertake.

The Trial Manager and/or Chief Investigator should decide if Chief Investigator sign off is required or appropriate. The Trial Manager or delegate will be responsible for setting up and maintaining the central delegation log and/or the study team signature log.  These logs are to be filed in TMF 6.1.
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CI Signature:  (Sign once study closed): 		[can be removed if not required]					Date: 			
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