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[bookmark: _Toc228545972]Section A: Valid submission guide for researchers
Valid submission of a substantial, modification of important detail and minor modifications  includes all of the following documents, 
· Excel version of the unlocked modification tool and or completed CAG modification form for studies that have CAG approval and modification affects CAG aspects 
· Both ‘clean’ and ‘tracked changes’ versions of modified documents. Revised protocols must be signed by the Chief Investigator (CI) (and statistician for MHRA-regulated studies).
· Signed Confirmation of Costs for modifications (SOP 17c Associated Document 1)
· Signed conditions of sponsorship and copies of CV and GCP certificate (only if a new CI is appointed).
· Completed Modification log
· For substantial modifications that will be reviewed by regulatory bodies,  a cover letter should be included in the submission listing all previous minor modifications that have been implemented but have not previously been notified to regulatory bodies via a previous substantial modification. 
· For MHRA studies submitting a substantial modification, the cover letter should also include a statement explaining why the applicant considers the modification to be a Route B substantial Modification. 

Modifications submitted via the Combined Review:
· Once the modification Tool and all supporting departmental approvals have been received, the Research Management and Governance Officer (RMGO) must review and sign the modification Tool ensuring that the Sponsor modification reference number, the sponsor modification date and the selected drop downs in the tool are correct. Once all checked, RMGO to send locked modification tool as well as modification log with date of when tool was locked back to CI/research team.


· Once the modification has been submitted by the Research Team on IRAS for Combined Review, it will be routed to the sponsor’s account. 

· RMGO to review the modification and documents on IRAS for Combined Review and submit as sponsor. 





[bookmark: _Toc228545973]Section B: Approval to submit and acknowledgement email for substantial modifications and or modifications of important detail ; 

Dear xx 
 
Please see locked tool attached as well as the modification log. 

Please submit to the regulatory bodies as per the submission guidance on the modification tool, making sure you send the locked modification tool and all relevant modified documents. (delete this whole section if modification does not require regulatory approvals) 

Please ensure that you copy in the sponsor (research.amendments@qmul.ac.uk) in all correspondence with the regulatory bodies and send the final approved document set to us.. (delete this whole section if modification does not require regulatory approvals) 
This amendment has been reviewed for Barts Health NHS Trust/Queen Mary University of London and can be implemented straight away. (keep this if the modification does not require regulatory approvals)



[bookmark: _Toc228545974]Section C: modification tool Approval and acknowledgement/implementation email for minor modifications: 

Dear xx 
 
Please see locked tool attached as well as the modification log. 
[bookmark: _Hlk227919207]This amendment has been reviewed for Barts Health NHS Trust/Queen Mary University of London and can be implemented straight away.. 




[bookmark: _Toc228545975]Section D: Acknowledgement email for substantial modifications that require regulatory approvals; 

Dear CI and study team,

Study title: 
IRAS ID:  
Modification: Substantial modification #
REC approval: 
HRA approval:
CAG approval: (delete if n/a)
MHRA approval: (delete if n/a)
  
Impact (Delete as appropriate) 
IMAGING: 
PHARMACY: 
PATHOLOGY: 
COSTING/CONTRACT:
  
Documents reviewed:   As per REC approval letter dated DD/MM/YYYY
  
This modification has been reviewed for Barts Health NHS Trust/ Queen Mary University of London and can be implemented.  

Please contact us using the details below if you require any further information 
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