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	Title
	Sponsor Review of Modification Checklist



	Study Title:
	

	R&I Reference:
	

	Modification Number/Category:
	

	Date of Modification (as per Modification Tool):
	

	Sponsor Representative:
	



	A: Sponsor review 
	Comments/date approved

	
Short summary of modification
	

	Category justification (where appropriate)
	

	Modification Tool checked and locked?
	Select
	Is REC approval required?
	Select	REC submission date:

	Is HRA approval required?
	Select	HRA submission date:

	Is MHRA approval required?
	Select	MHRA submission date:
Route:
Route justification:

	Is Sponsor pharmacy review/input required?
	Select	Pharmacy review received:

	Is Monitoring review/input required?
	Select	Monitoring review received:

	Is Pharmacovigilance review/input required?
	Select	Pharmacovigilance review received:

	Is Biorepository review/input required?
	Select	Biorepository review received:

	Is statistical review required?
	Select	Statistical review received:

	Is Data Management review required?
	Select	Data Management review received:

Confirmation of eCRF updates (if applicable):

	Is Imaging review/input required?
	Select	Imaging review received:

Date imaging manual updated (if applicable):

	Is laboratory review required? 
	Select	Lab review received:

Date lab manual updated (if applicable):

	Is Finance review/input required?
	Select	Finance review received:

	Does the modification have negative impact on an upcoming trial milestone?
	Select	

	Does this affect the agreements in place or is a new agreement is required?
[If yes, select which agreement(s)]
	Select	☐        Collaboration Agreement
☐        Research Agreement
☐        Quality Agreement
☐        Technical Agreement
☐        Co-sponsorship Agreement
☐        Material Transfer Agreement
☐        Data Sharing Agreement
☐        Shared award
☐        Site agreement
☐        Other: ______________

Add details (including date agreement(s) completed):

Any amended contracts involving updated costs must be added to the Finance Spreadsheet.

Date Finance Spreadsheet updated:

	Is amendment of Risk assessment required?
	Select	Date RA amendment completed (include new version or RA amendment number and date):

	Other: add comments as required
	

	Completion of Sponsor review and permission for IRAS/REC/HRA and/or MHRA submission (name(s) & date(s)) 

For substantial modifications relating to CTIMPs, the Sponsor Review Checklist must be reviewed by a second suitably qualified Sponsor representative appropriate to the change being proposed (e.g. Sponsor Pharmacist, PV Manager, Monitor, SRC etc.)
	



	Documents reviewed by sponsor for REC/HRA and/or MHRA submission:

	 Version:
	Date:

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	



	B: Local requirements to implement modification 
SRC/SIC/SRF to complete
	Comments/date approved

	Q1. This modification can be locally approved 

(Yes/No; If No, provide pending requirements at Q2)  
 
N/A for Cat C modification
                                             
	Select	

	Q2. What is required before “Local management approval remains valid” email confirmation can be issued? 
e.g.
· Site pharmacy approval
· finance approval
· imaging approval 
· Confirmation of eCRF update
· Agreement(s) to be finalised  

	

	Q3. Once the above has been received, should “Local management approval remains valid” email confirmation be issued? Yes/No
	Select	

	Q4. Confirm which local support depts. require to be copied into confirmation of approval email:                                             
	☐        Pharmacy
☐        Finance
☐        CRIF
☐        Biorepository
☐        Other (please list):
 

	SRA to complete
	Comments/date approved

	Q5. Updated Sponsor study e-file with any new documents (and superseded old documents)

	Select	

	Q6. Updated SReDA

	Select	

	Q7. Completion of all relevant SRA tasks (name & date)
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