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TRIAL MASTER FILE CONTENTS
Section 1: Trial specific documentation

· Protocol detailing version number signed and dated
· Previous versions of the protocol
· A copy of the Informed Consent Form 
· Copy of the Patient Information Sheet (PIS)
· Copy of the letter to be sent to a participant’s GP
Section 2:  Sponsorship Approval

· Copy of authorised signed and dated sponsorship letter
· Indemnity arrangements
· Record of all significant communication relating to the trial with sponsor
Section 3:  Research Ethics Committee (REC) Approval

· Copies of all correspondence with the ethics committee relating to the trial
· Record of all significant telephone conversations relating to the trial
· Copy of the original ethics committee application
· If multi-centre study, copy of the ethics committee application for SSA
· Ethics committee approval letter listing approval for siteS and identifying version number and date of all documents approved
· Dated Ethics committee approval for any substantial amendments to trial specific documentation identifying version number(s) of the document
· Copy of the annual report(s) to the main REC
· Copy of the final report to the main REC to document completion of the trial
Section 4:  Regulatory Approval (if applicable)
· Copies of all correspondence with the Medicines and Healthcare products Regulatory Agency (MHRA) relating to the trial

· Record of all significant telephone conversations regarding the trial

· Copy of original, CTA application
· Clinical Trial Authorisation (CTA) from the MHRA

· Any amendments to the CTA

· Copy of any applications for amendments to the CTA or the documentation that accompanied the application for a CTA

· Copy of the end of trial notification form sent to the MHRA

Section 5:  NHS Trust R&D Approval

· Copies of all significant correspondence with R&D departments relating to the trial
· Record of all significant telephone conversations relating to the trial
· Copy of the original R&D application form(s)
· Copy of NHS Trust R&D approval(s)
Section 6:  Screening and recruitment record

· Participant screening log (if appropriate)
· Original signed and dated informed consent forms from all participants (if collated centrally)
Section 7:  Research Personnel

· Name and signature log for all personnel involved in the conduct of the trial (UCL signature and site delegation of tasks log)

· Signed and dated CV’s for all site staff

· Task delegation log (UCL signature and site delegation of tasks log)

· Copy of Honorary Contracts (if applicable)

Section 8:  Safety

· Un-blinding procedure for blinded trials

· Reporting arrangements for SAEs/SUSARs if not already in protocol

· Blank AE/SAE/SUSAR reporting form
· Copy of the annual safety report to the REC and MHRA (if applicable) 
· CHaRT’s policy on Recording, Reporting and Management of Adverse Events

Section 9:  Investigational Medicine Product (IMP) information (if applicable)
· Investigators Brochure (IB) and/or Summary of Product Characteristics (SmPC)

· Pharmacy agreement(s) (if applicable)

· Instructions for handling and dispensing of Investigational Medicinal Product(s) (IMPs) if not covered in protocol
· Any other reference information regarding the IMP(s) in use on the study

· Shipping records (if applicable)

· Certificates of analysis of IMP (if applicable)

· Sample of label (if applicable)

· IMP drug accountability Logs (should be held in pharmacy)

· Drug destruction description
Section 10:  Funding

· Copy of funding arrangements

· Grant details (if applicable)

Section 11:  Case Report form (CRF)/Data Collection form

· Sample copy of the CRF/Data collection form to be used (if applicable) detailing version number

· Copies of all previous versions of the CRF/Data collection form

Section 12:  Monitoring/Audit/Inspection (as applicable)
· Monitoring visit reports

· Audit/Inspection reports

Section 13:  Laboratories (if applicable)
· Accreditation certificates of all labs used

· Normal value references for all labs used

· Any other reference information regarding laboratories used for the trial

· Record of any retained samples/tissues taken during trial

