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R&D/T62 – Delegation of Duties and Signature Log for theTrial Management of Trust Sponsored Studies


Delegation of Duties and Signature Log for the Trial Management of Trust Sponsored Studies
This form is to be used in conjunction with SOP R&D/S03 and R&D/S09
IT IS THE RESPONSIBILITY OF ALL USERS OF THIS FORM TO ENSURE THAT THE CORRECT VERSION IS BEING USED
All staff should regularly check the R&D Unit’s website and/or Q-Pulse for information relating to the implementation of new or revised versions.  Staff must ensure that they are adequately trained in the new procedure and must make sure that all copies of superseded versions are promptly withdrawn from use unless notified otherwise by the SOP Controller.  

The definitive versions of all R&D Unit SOPs appear online. If you are reading this in printed form check that the version number and date below is the most recent one as shown on the R&D Unit website: www.research.yorkhospitals.nhs.uk/sops-and-guidance-/ and/or Q-Pulse
	Form Reference:
	R&D/T62

	Version Number:
	2.0

	Author:
	Mia Porteous

	Implementation date of current version:
	5th August 2019


	Approved by:
	Name/Position:
	Lydia Harris, Head of R&D

	
	Signature:
	Signed copy held by R&D Unit

	
	Date:
	8th July 2019

	
	Name/Position:
	Sarah Sheath, SOP Controller

	
	Signature:
	Signed copy held by R&D Unit

	
	Date:
	8th July 2019


	This Form will normally be reviewed every 3 years unless changes to the legislation require otherwise


Version History Log

This area should detail the version history for this document.  It should detail the key elements of the changes to the versions.

	Version
	Date Implemented
	Details of significant changes

	1.0
	20th June 2018
	

	2.0
	5th August 2019
	Change of link to R&D website.
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	Study Title:
	  
	REC Number:
	
	R&D Number:
	

	Chief Investigator:
	  
	Funder:
	
	Trial Manager:
	

	All personnel who perform trial related activities must have delegated tasks clearly documented below prior to commencing involvement in the trial.  By signing against the staff member’s name, the CI confirms that they have received trial specific training and are appropriately qualified to perform their trial role.

	Delegated Responsibilities:

1. Protocol development/review/approval

2. Patient documentation preparation/review/approval
3. CRF design/review

4. Obtain required authorisations/registrations to commence the study

5. Prepare/review contracts

6. Site selection

7. Study/centre initiation including SIV/ISF/TMF

8.  Secure and contract resources/supplies/identify and check equipment

9.  Amendments

10. Data management


	11. Database management/Data queries


12. Maintain TMF

13. Quality assurance/monitoring

14. Review AEs/SAEs

15. Submit AEs/SAEs to the REC

16. Prepare & submit progress reports to Regulatory Authorities/R&D Group/Funder

17. Provide study updates to investigator sites and TSC/SSC

18. Provision of accrual data to NIHR

19. Notify Sponsor of serious breaches

20. Archiving of study data

21. Inform Regulatory Authorities of study end


	22. Preparation/review/approval/submission of primary publication/abstracts/presentation

23. Administer payments to collaborators

24. Coordinate Investigator Meeting
25. IMP accountability/management(CTIMPs)         

26.  Pharmacy oversight/Site File (CTIMPs)
27. Laboratory oversight/Site File (CTIMPS)

28.Radiology oversight – modality lead (if applicable)
29. Statistical analysis_______________________

30. Other (Specify)________________________

31. Other (Specify)________________________

32. Other (Specify)________________________



	 Full Name (Printed)
	Initials
	Signature
	Study Role/ Job Title
	Delegated Responsibilities

(Use Key Above)
	CI signature and date of signing

(DD-MM-YYY)
	Date of involvement 

(DD-MM-YYYY)
	CI signature and date of signing

(DD-MM-YYY)
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date
	End 

date
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