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	Title
	Sponsor Archiving Checklist (for non-CTIMPs)



To be completed by Sponsor R&I Co-ordinator or Research Facilitator
	Study Title:
	



	R&I Reference:
	


	IRAS:
	

	Chief Investigator:
	


	List of Study Locations and contact email (If applicable):
	1. Trust/Board name:
Hospital name:
Contact details:

2. Trust/Board name:
Hospital name:
Contact details:

3. Etc.


	Named Individual Responsible for Archiving: Information Officer (IO)
	


	End of Study Date:

	Date of End of Study acknowledgment from REC/HRA. 

	Location of Archived Documents:

	Sponsor archiving e-Folder 

Add details of other locations if relevant

	Proposed Date of Destruction: (SRA to update sReDA)
	Retention should be stated on protocol (minimum 5 years)

	Other Stakeholders (Check box if applicable): (SRA to inform departments of archival and destruction)
		☐Pharmacy
	☐Monitoring

	☐Project Management 
	☐Pharmacovigilance 

	☐Biorepository 
	☐Safe Haven

	☐CRIF
	☐Laboratories 

	☐Data Management
	☐Other:__________ 



Detail Location of any files that are being archived separately to the Sponsor eTMF

	Destruction Date: (IO to update sReDA and this Form)

	Date destruction confirmed



Form to be sent by IO to QA Manager after confirmation of destruction and to be stored on Q-pulse

Email template for IO to send to study locations for ISF archival  

R&I Ref: [R&I Ref]
IRAS: [IRAS]
Study title: [Study title]

Dear [Study Location PI / Research Team],

The Sponsor has confirmed that the Investigator Site File (ISF) for the above study may now be archived as of [insert archival date]. Please see attached the end of study declaration form. 
  
Please use the list attached to assist with archiving of the study Investigator Site File (ISF).

Please proceed with archival in accordance with your local procedures and we will contact you again to confirm when the ISF can be destroyed.

If you have any questions or require further clarification, please do not hesitate to contact us.

Kind regards,

[IO Name]
Information Officer
Research & Innovation Department
NHS Greater Glasgow & Clyde




Email template for SRA to send to stakeholders for TMF archival  
R&I Ref: [R&I Ref]
IRAS: [IRAS]
Study title: [Study title]

Dear [Stakeholder Name / Team],

The Sponsor has confirmed that the Trial Master File (TMF) for the above study may now be archived as of [insert archival date]. Please see attached the end of study declaration form. 
  
Please proceed with archival in accordance with your local procedures and we will contact you again to confirm when the TMF can be destroyed.

If you have any questions or require further clarification, please do not hesitate to contact me.

Kind regards,

[SRA Name]
Senior Research Administrator
Research & Innovation Department
NHS Greater Glasgow & Clyde






Email template for IO to send to study locations for ISF destruction  

R&I Ref: [R&I Ref]
IRAS: [IRAS]
Study title: [Study title]

Dear [Study Location PI / Research Team],

The Sponsor has confirmed that the Investigator Site File (ISF) for the above study may now be destroyed as of [insert destruction date].

Please proceed with destruction in accordance with your local procedures and ensure that any relevant documentation is retained as per your study location’s archiving policy.

If you have any questions or require further clarification, please do not hesitate to contact us.

Kind regards,

[IO Name]
Information Officer
Research & Innovation Department
NHS Greater Glasgow & Clyde





Email template for SRA to send to stakeholders for TMF destruction  
R&I Ref: [R&I Ref]
IRAS: [IRAS]
Study title: [Study title]

Dear [Stakeholder Name / Team],

The Sponsor has confirmed that the Trial Master File (TMF) for the above study may now be destroyed as of [insert destruction date].

Please ensure destruction is carried out in accordance with your local procedures. 

If you have any questions or require further clarification, please do not hesitate to contact me.

Kind regards,

[SRA Name]
Senior Research Administrator
Research & Innovation Department
NHS Greater Glasgow & Clyde






	[bookmark: _GoBack]This Form is a controlled document. The current version can be viewed on the R&I website, GCTU website and R&I’s Q-Pulse account.

Any copy reproduced from the website may not, at time of reading, be the current version.
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