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CTIMP Submission Checklist
Refer to SOP047 

	Document
	Included in CCTU submission pack


	Comments

	Required for all CTIMPs
                        (

	Protocol
	
	

	PIS and ICF
	
	

	Participant ID card
	
	

	GP letter
	
	

	Reference Safety Information (SmPC or IB with clearly indicated section)
	
	

	IMP label(s)
	
	

	Full Combined Review Service (CRS)  application (PDF draft from system)

	
	

	Study  covering letter (to include information typically required by MHRA and REC)
	
	

	Organisation Information Document (OID) 
	
	

	SOECAT as applicable
(SoECAT will require appropriate sign off prior to submission)
	
	

	CIs CV (if applicable, student CV)
	
	

	Details of laboratories to be used during the trial
	
	

	Peer review documentation
	
	

	PPI comments/documentation
	
	

	Pharmacy Assurance Form
	
	

	All draft agreements (IMP provider, funder etc)
	
	

	Study Assessment form (SAF)
	
	

	Only if required for the trial 

	Pregnant partner PIS & ICF (if applicable)
	
	

	Pregnant partner GP letter (if applicable)
	
	

	Patient diary (medication or assessment)
	
	

	Additional assessment information sheets
	
	

	Manufacturers authorisation (MIA)
	
	

	IMP Dossier
	
	

	Provisional insurance letter (for jointly sponsored trials)
	
	

	Patient questionnaires
	
	

	IMPD letter of access
	
	

	Advertisement / website text
	
	

	NIMP Dossier
	
	

	TSE statement
	
	

	NIMP label
	
	

	Scientific advice (a summary of scientific advice from any other member state)
	
	

	Draft ARSAC form
	
	

	Radiology Assurance form
	
	

	CUH/CPFT Draft model agreement template (for multi-centre trials)
	
	

	Any other patient facing documentation, not listed above.
	
	


This list is not exhaustive and each trial will have its own individual requirements.  
If you are unsure of the documentation required for submission, please speak to the CTO for the trial.
	Ensure you are using the current version of this document.  Notify any changes required to the relevant QA Manager

This document is reviewed and updated in line with emerging evidence or local requirements at least every three years CCTU/TPL004/V3
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