	Cambridge Clinical Trials Unit Box 401              CCTU/GD029


CTIMP Submission Checklist
Refer to SOP047 

	Document
	Included in CCTU submission pack


	Comments

	Required for all CTIMPs
                        (                              ‘N/A’ if document not applicable

	Protocol
	
	

	Synopsis of Protocol
	
	Separate document to the protocol, not to be included within Protocol

	PIS and ICF
	
	

	Participant ID card
	
	

	GP letter
	
	

	Reference Safety Information (SmPC or IB with clearly indicated section)
	
	If using an SmPC, the trial team must assess the suitability of section 4.8 for use as the RSI. For example, assess that the terms within this section are clearly described in the expected RSI format (see weblink) and terms are coded to MedDRA

Clinical trials for medicines: collection, verification and reporting of safety events - GOV.UK

	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)
	
	See, Clinical trials for medicines: apply for approval in the UK - GOV.UK

	CIs CV (if applicable, student CV)
	
	Must be signed/dated within 3 months of submission date

	Details of laboratories to be used during the trial
	
	

	Peer review documentation
	
	Not required if peer review occurred as part of a competitive funding process e.g. NIHR, MRC, Welcome Trust funded trials.

	PPI comments/documentation
	
	

	All draft agreements (IMP provider, funder etc)
	
	

	Study Assessment form (SAF)
	
	Template available from the Cambridge R&D Department

	Critical to Quality Factors form (CCTU/FRM129)
	
	

	Inclusion and Diversity Plan (CCTU/TPL112)
	
	

	Provisional insurance letter (for jointly sponsored trials), or statement* that study is sponsored only by NHS/HSC organisation 
	
	*For CTIMPS sponsored by CUH only, provide a Word document stating: ‘This study is sponsored by an NHS/HSC organisation and no additional insurance for design or management of the research is required’ for the submission upload

See, Document management for combined review applications - Health Research Authority

	Only if required for the trial 

	Pregnant partner PIS & ICF 
	
	

	Pregnant partner GP letter 
	
	

	Participant diary (medication or assessment)
	
	

	Pharmacy Assurance Form (for multi-centre trials)
	
	Confirm Form undergone pre-submission review by a HRA registered assessor, this is separate to the initial submission review and occurs before submission to CCTU Regulatory Team and regulators

	CUH/CPFT Draft model agreement template (for multi-centre trials) Tracked copy localised to the trial
	
	Confirm the mNCA localised to the trial has been reviewed by R&D contracts/legal team

	Organisation Information Document (OID) 
	
	A single centre trial would only require this if the Sponsor and participating site are not the same

	SOECAT as applicable

(SoECAT will require appropriate sign off prior to submission)
	
	A single centre trial would only require this if the Sponsor and participating site are not the same

	Additional assessment information sheets
	
	

	Manufacturers authorisation (MIA)
	
	

	IMP Dossier
	
	

	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)
	
	

	MHRA Notification Scheme Trial (phase 4 and certain phase 3 trials) 

Inclusion Criteria Form 


	
	Details of the Notification Scheme & inclusion criteria form are available on the MHRA website:

Clinical trials for medicines: apply for authorisation in the UK - GOV.UK

	Draft ARSAC form
	
	

	Radiology Assurance form
	
	Confirm Form undergone pre-submission review by a HRA registered assessor, this is separate to the initial submission review and occurs before submission to the CCTU Regulatory Team and regulators

	in vitro diagnostic (IVD) device, including companion diagnostics, being used in the trial
	
	If ‘yes’, details must be included in the initial submission covering letter and accompanying documents provided

For details see the MHRA website:  Clinical trials that include an in vitro diagnostic device - GOV.UK

	Any other patient facing documentation, not listed above.
	
	Add rows as applicable


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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