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TRIAL MASTER FILE CHECKLIST (CTIMP) 
This checklist should be used as a guide only. Not all documents listed below will be applicable to all trials. If documents are filed elsewhere, a note to file should be placed within the ISF to record where these documents are located. 

	Details
	Present/ Comment

	Section 1: Trial Cover Sheet

	· Trial ID number(s) e.g. R&D, ethics, EudraCT

· Trial Title

· Staff Contact Details
	

	Section 2: General correspondence / Other 

	· Letters

· Meeting notes

· Notes of telephone calls


	

	Section 3: Protocol and Amendments 

	· Current protocol, signed and dated by the Investigator 

· Previous protocol amendments 
· Protocol Deviations / Serious Breaches

	

	Section 4: Ethics

	· Ethics application form for current protocol

· Ethics approval for current protocol and any amendments
· Ethics application for previous protocol amendments 

· Ethics approval for previous protocol amendments

· Ethics Committee attendees where study was approved 

· Ethics reports (e.g. Annual Progress Report)
· Ethics correspondence

· Clinical study report or equivalent (after completion of trial – to ethics, MHRA and Sponsor)


	

	Section 5: Research and Development 

	· R&D approval letter 

· Sponsorship Agreement / Sponsorship letter which includes authorisation to submit a CTA application

· Site Specific Information (SSI) form(s)

· Copy of any signed agreements between involved parties
· Insurance statement 

· Certificate of Compliance (if multi centre trial) 

· R&D correspondence 

Funding:
· Copy of financial information (funding application/award letter/R&D costings)


	


	Section 6: Regulatory 

	· Regulatory application form (and any amendments)

· Letter of authorisation from sponsor to allow application for CTA (see sponsor letter in section 4)
· Regulatory approval (and any amendments)

· Copy of DDX to CTA transfer letter (if applicable)

· Copy of end of trial notification sent to the regulatory authority e.g. MHRA


	

	Section 7:  Research Team – Staff and Training 

	· Signed/dated CV of Investigators, Sub-Investigators, Research Team, Pharmacy staff etc
· Delegation log 

· Evidence of GCP training
· Sample Signature sheet


	

	Section 8: Patient Documentation

	· Current Patient Information Sheet (PIS) and consent form

· Previous amended PIS and consent forms 

· Copy of advertisement for patient recruitment 

· Copy of any letter/information for a patient’s GP or Consultant 

· Examples of any other written information provided to patients 
Consent Forms: 

· Note to file to document where the original patient consent forms are held
Logs:

· Note to file to document where the original Patient Identification Log are held
· Note to file to document where the original Patient Screening Log are held

	

	Section 9: Case Report Forms (CRF) / Data Collection

	· Sample copy of CRF (and any previous versions) if not already in the protocol 

· Completed CRFs and any corrections (or  a file note to document where the information is recorded)
· Master Randomisation List (if applicable)
· Questionnaires (or a file note to document where these are located)
· Sample copy of CRF
· Other data recording sheets

	

	Section 10: Serous Adverse Events (SAEs) and Suspected Unexpected Serious Adverse Reactions (SUSARs)

	· Un-blinding procedure for blinded trials 

· Blank AE/SAE/SUSAR forms (if not in the protocol)

· Reporting arrangements for SAE/SUSARs (if not in the protocol)

· Copies of completed SAE/SUSAR forms 

· Copies of correspondence re SAE/SUSARs from Investigator to Sponsor and/or Regulatory Authority

· Copies of safety information sent to other Investigators (if multicentre trial)

· Copies of broken blinds (at the end of the trial)

· Annual safety reports 


	

	Section 11: Monitoring and Audit

	· Monitoring / Audit reports

· Monitoring correspondence (including telephone reports, follow-up letters etc)


	

	Section12:  Laboratories 

	· Accreditation Certificates of all labs used (and updates) if applicable
· Normal value references for all labs used (and updates)
· Log of biological samples 

· QA or validation

· Other updates

	

	Section 13: Pharmacy / Investigational Medicinal Product (IMP) / Documentation held by Pharmacy

	· Investigator Brochure (IB) and/or Summary of Product Characteristics and any updates
· Certificate of Analysis of IMP(s) 

· Instructions for handling the IMP (if not already in the IB)
· Treatment allocation and decoding documentation (for blinded trials)
· Drug delivery/return records (e.g. Shipping documents)

· Sample labels 

· IMP accountability logs

· Documentation of IMP destruction 
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