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FRM134 In-Vivo non-GMO GTIMP PHARMACY GOVERNANCE CHECKLIST



	Product Name
	

	Supplier
	


	Manufacturer
(If different to above)
	


	EudraCT/ EU CT number:
	


	P0/CRF Number:
	


	Governance Arrangements

	[bookmark: _Hlk186708912]Checking step
	Status
	Checker initial
	Date

	Site selection status by sponsor (clinical trials only)

	☐ Site Selected as a site
☐ Site Not Selected as a site 
☐ Not Applicable
	
	

	CUH ATMP/GMO committee risk assessment form
	☐ Completed and submitted to the committee 
	
	

	Governance approvals (RGPAS/CUH ATMP/GMO committee) 
	☐ Approval issued
☐ Approval in progress
☐ Application not submitted
☐ Approval by other committees
Specify:
	
	

	Checking step
	Status
	Checker initial
	Date

	Supply agreement/mCTA 
	☐ Signed 
☐ In progress 

	
	

	Pharmacy arrangements

	Checking step
	Status
	Checker initial
	Date

	
	
	
	

	Product preparation  
	☐ No preparation required
☐ Preparation by provider/nurses- worksheet designed:
☐ Yes
☐ No
	
	

	Prescription build status on the electronic system  



	☐ Product built 
	
	

	
	☐ Request form completed and submitted by the lead clinical pharmacist, awaiting build
☐ Request form not completed 
	
	

	Pharmacy specific documents 
(Covering product ordering, receipt, storage, clinical check, deviations, etc.)
	☐ SOP covering pharmacy process finalised 
☐ SOP covering pharmacy process drafted
	
	

	Financial arrangements

	Pharmacist final check sign off: 

Pharmacist name                                                     Date:
and signature: 








	FRM134 In-vivo non-GMO GTIMP CLINICAL PHARMACIST CHECKLIST

	Part 2: Approval/Ordering



	Product Name
	

	Supplier
	

	Patient name
	

	Manufacturer (if different to above)
	

	 Patient Date of Birth (dd/mm/yyyy)
	

	Patient Hospital Number
	

	Patient Trial ID Number
	

	Checking step
	Confirm/Enter details
(ü)
	Checker Initials
	Date
	To be Checked/ completed by*

	Patient consent documented
	☐
	
	
	PH/CT

	Pharmacist final check all details complete (Print name, sign, date)
	Print Name

	Signature and Date
	PH

	Comments



	 





* Pharmacist (PH), Procurement Team (PT), Clinical Team (CT) 






	FRM134 In-vivo non-GMO GTIMP CLINICAL PHARMACIST CHECKLIST

	Part 5: Receipt/Release/Issue



	Product Name
	

	Supplier
	

	Patient name
	

	Patient Date of Birth (dd/mm/yyyy)
	

	Patient Hospital Number
	

	Patient Trial ID Number
	

	Checking step
	Confirm/Enter details
(ü)
	Checker Initials

	Date
	
Teams involved*

	Receive GTIMP on pharmacy dispensing system 
	
☐
	
	
	PH and PT

	Patient is fit to receive GTIMO
	☐
	
	
	CT to confirm
PH to check confirmation

	Clinically check GTIMP prescription 
	☐
	
	
	PH to check

	Issue GTIMP on Pharmacy Dispensing system
	☐
	
	
	PH and PT

	Pharmacist final check all details complete (Print name, sign, date)
	Print Name

	Signature and Date

	

	Comments

	



* Pharmacist (PH), Procurement Team (PT), Clinical Team (CT), Outsourced Storage    Provider (OSP)















	FRM134 In-vivo non-GMO GTMP Receipt Checklist

	

	Product Name
	

	Patient Name
	

	Patient Date of Birth (dd/mm/yyyy)
	

	Patient Trial ID
	

	Supplier
	

	Manufacturer (if different to above)
	

	Date & time received
	

	Received by
	

	Checking step\data
	Yes / No / NA Data
	Checker 
Initials
	Date & time

	Dry ice competency (as appropriate)
	Yes / No / NA
	
	

	Transit data logger temperature checked on receipt as per requirement
	Yes / No
	
	

	Data logger within specification 
(no alarms)
	Yes / No
	
	

	All required documentation received:

Shipping log
Returns documents 
Certificate of Analysis / QP release
	

Yes / No / NA 
Yes / No / NA 
Yes / No / NA 

	
	

	Patient name matches
	Yes / No
	
	

	Patient date of birth matches
	Yes / No
	
	



	Checking step\data
	Yes / No / NA Data
	Checker
Initials
	Date & time

	Overwrap
	
	
	

	Dose as prescribed 
	Yes / No
	
	

	Quantity received
	
	
	

	Product integrity visual check
	Yes / No 
	
	

	Products labelled correctly
	Yes / No 
	
	

	Lot/batch number
	
	
	

	Within Expiration Date
	Yes / No
	
	

	Storage requirements
	
	
	

	Time and Date product placed into storage

	
	
	

	Storage location
	
	
	

	 Receipt documented 
	Yes / No
	
	

	1st Check (Print name, sign, date)
	Print Name
	Signature
	Date

	2nd Check (Print name, sign, date)
	Print Name
	Signature
	Date

	Completed receipt checklist sent to Sponsor/Study team
	
	
	

	Comments
	


















	FRM134 In-vivo non-GMO GTMP Pharmacy Preparation Checklist


	

	

	Process Set Up/Governance
	Yes / No / NA 
	Checker Initials
	Date & time

	Roles and responsibilities documented
	Yes / No
	
	

	Dedicated Isolator or BSC (II) available or campaign use agreed
	Yes / No / NA
	
	

	Preparation Location Complies with risk assessment
	Yes / No / NA
	
	

	Worksheet written in line with Protocol / Pharmacy Manual
	Yes / No / NA
	
	

	Appropriate label designed
	Yes / No
	
	

	Worksheet approved
	Yes / No
	
	

	Waste pathway clear
	Yes / No
	
	

	Required PPE is available
	Yes / No
	
	

	Cleaning agent appropriate 
	Yes / No
	
	

	Transport to clinical area SOP in place
	Yes / No
	
	

	Spill kit available at all times
	Yes / No
	
	

	Process 
	Yes / No 
	Checker Initials
	Date & time

	The process is covered by a suitable validation 
	Yes / No
	
	

	Operators are trained in the process 
	Yes / No
	
	

	SOP requires confirmation of patient readiness prior to beginning preparation
	Yes / No / NA
	
	

	Retrieval from storage (SOP available)
	Yes / No / NA
	
	

	Thaw SOP in place	
	Yes / No / NA
	
	

	Check and release processes in place
	Yes / No
	
	

	Transportation arranged
	Yes / No
	
	

	
	Print Name
	Signature
	Date




	FRM134 In-vivo non-GMO GTMP Clinical Area Preparation Checklist

	

	Process Set Up/Governance
	Yes / No 
	Checker Initials
	Date & time

	Roles and responsibilities documented
	Yes / No
	
	

	Is the shelf life <4hrs post thaw/reconstitution*
	Yes / No
	
	

	Does the Pharmacy Manual allow preparation in a clinical area*
	Yes / No
	
	

	Is a Pharmacy approved Worksheet and SOP available
	Yes / No
	
	

	Has the governance process approved clinical area preparation 
	Yes / No
	
	

	Is the clinical area appropriate for preparation e.g., enough space for equipment and staff members
	Yes / No
	
	

	Are operators trained and competent
	Yes / No
	
	

	Is a process in place for communicating patient readiness to Pharmacy (to avoid prolonged GTIMP storage in the clinical area)
	Yes / No
	
	

	[bookmark: _Hlk183702402]Approval 
	Print Name
	Signature
	Date



*If the answer is no to either of these questions, then check that clinical area preparation is optimal.
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