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APPENDIX 4: TRIAL MASTER FILE OBSERVATIONAL SPONSORED TRIAL CONTENTS CHECKLIST

SPONSOR MASTER FILE CONTENTS CHECKLIST
OBSERVATIONAL IIT
GCP ICH SECTION 8

8.2 PRE TRIAL DOCUMENTATION
During this planning stage the following documents should be generated and should be on file before the trial formally starts

	GCP REF
	File Document
	Purpose
	Doc In File

	8.2.2
	SIGNED PROTOCOL AND AMENDMENTS, IF ANY, AND SAMPLE CASE REPORT FORM (CRF)
	To document investigator and sponsor agreement to the protocol/amendment(s) and CRF
	

	8.2.3
	INFORMATION GIVEN TO TRIAL SUBJECT
- INFORMED CONSENT FORM(including all applicable translations) 
-ANY OTHER WRITTEN INFORMATION
 -ADVERTISEMENT FOR SUBJECT RECRUITMENT (if used)
	
To document informed consent. Note verbal intent by phone for participation if applicable

To document that subjects will be given appropriate written information (content and wording) to support their ability to give fully informed consent 
To document that recruitment measures are appropriate and not coercive
	

	8.2.4
	FINANCIAL ASPECTS OF THE TRIAL(Please also include any contingency financing plans if grant submission is not successful or not full amount secured)
	To document the financial agreement between the investigator/institution and the sponsor for the trial
	

	8.2.5
	INSURANCE STATEMENT (where required)
	To document that compensation to subject(s) for trial-related injury will be available
	

	8.2.6
	SIGNED AGREEMENT BETWEEN INVOLVED PARTIES
(For all multisite IIT studies or when WH is not both Sponsor and Site)
	To document agreements
	

	8.2.7
	DATED, DOCUMENTED APPROVAL/FAVOURABLE OPINION OF HREC OF THE FOLLOWING:
protocol and any amendments, CRF, informed consent form(s),any other written information to be provided to the subject(s),advertisement for subject recruitment, subject compensation (if any) any other documents given approval/ favourable opinion

	To document that the trial has been subject to HREC review and given approval/favourable opinion. 
To identify the version number and date of the document(s
	





	GCP REF
	File Document
	Purpose
	Doc In File

	8.2.10
	CURRICULUM VITAE AND/OR OTHER RELEVANT DOCUMENTS EVIDENCING QUALIFICATIONS OF INVESTIGATOR(S) AND SUB-INVESTIGATOR(S) INCL MEDICAL  REGISTRATION UPDATE
	To document qualifications and eligibility to conduct trial and/or provide medical supervision of subjects
	

	8.2.11
	NORMAL VALUE(S)/RANGE(S) FOR MEDICAL/ LABORATORY/TECHNICAL PROCEDURE(S) AND/OR TEST(S) INCLUDED IN THE PROTOCOL
	To document normal values and/or ranges of the tests
	

	8.2.12
	MEDICAL/LABORATORY/TECHNICAL PROCEDURES /TESTS
-certification  or accreditation or established quality control and/or external quality assessment or other validation (where required)

	
To document competence of facility to perform required test(s), and support reliability of results.
Institute to obtain standing certificate from provider (to circumvent repeated requests) and issued to research team as required.
	

	8.2.17
	DECODING PROCEDURES FOR BLINDED TRIALS
	To document how, in case of an emergency, identity of blinded investigational product can be revealed without breaking the blind for the remaining subjects’ treatment

	

	8.2.18
	MASTER RANDOMISATION LIST
(If Applicable)
	To document method for randomisation of trial population
	

	8.2.19
	PRE-TRIAL MONITORING REPORT
	To document that the site is suitable for the trial (may be combined with 8.2.20)
Site survey assessing suitability of PI and research staff, ability to recruit and access to required equipment.
	

	8.2.20
	TRIAL INITIATION MONITORING REPORT
	To document that trial procedures were reviewed with the investigator and the investigator’s trial staff (may be combined with 8.2.19)
For remote sites where physical site visit is not possible webinar or other means of communication can be evidenced 
	






8.3 DURING THE CONDUCT OF THE TRIAL
In addition to having all files under section 8.2, the following should be added to the file during the trial as evidence that all new relevant information is documented as it becomes available.

	GCP REF
	File Document
	Purpose
	Doc In File

	8.3.2
	UPDATE 8.2.2 (PROTOCOL, AMENDMENTS, CRF)
	To document revisions of these trial related documents that take effect during trial
	

	8.3.3
	UPDATE 8.2.7 (HREC APPROVAL)
	To document that the amendment(s) and/or revision(s) have been subject to HREC review and were given approval/favourable opinion. To identify the version number and date of the document(s).
	

	8.3.5
	UPDATE 8.2.10 (UPDATE CVs OF NEW PIs AND OTHER STAFF)
	
	

	8.3.6
	UPDATE 8.2.11 (NORMAL TEST VALUES AND REFERENCE RANGES)
	To document normal values and ranges that are revised during the trial (see 8.2.11)
	

	8.3.7
	UPDATE 8.2.12 (MEDICAL/LABORATRORY/TECHNCAL PROCEDURES/TEST)

	To document that tests remain adequate throughout the trial period (see 8.2.12)
	

	8.3.10
	MONITORING VISIT REPORTS.
(Where WH is both Site and Sponsor, monitoring can be done by a suitably experienced WH employee who is not related to the research project)
	To document site visits by, and findings of, the monitor. 
	

	8.3.11
	RELEVANT COMMUNICATIONS OTHER THAN SITE VISITS
- letters, meeting notes & notes of telephone calls
	To document any agreements or significant discussions regarding trial administration, protocol violations, trial conduct, adverse event (AE) reporting
	

	8.3.15
	ORIGINAL DOCUMENTATION OF CRF CORRECTIONS
(not relevant for eCRFs as audit trail is automatically captured) 
	To document all changes/additions or corrections made to CRF after initial data were recorded
	

	8.3.16
	NOTIFICATION BY ORIGINATING INVESTIGATOR TO SPONSOR OF SERIOUS ADVERSE EVENTS AND RELATED REPORTS

	Notification by originating investigator to sponsor of serious adverse events and related reports in accordance with 4.11
	





	GCP REF
	File Document
	Purpose
	Doc In File

	8.3.17
	NOTIFICATION BY SPONSOR AND/OR INVESTIGATOR, WHERE APPLICABLE, TO REGULATORY AUTHORITY(IES) AND HREC OF UNEXPECTED SERIOUS ADVERSE DRUG REACTIONS AND OF OTHER SAFETY INFORMATION

	Notification by sponsor and/or investigator, where applicable, to regulatory authorities and HREC of unexpected serious adverse drug reactions in accordance with 5.17 and 4.11.1 and of other safety information in accordance with 5.16.2 and 4.11.2
	

	8.3.18
	NOTIFICATION BY SPONSOR TO INVESTIGATORS OF SAFETY INFORMATION
	Notification by sponsor to investigators of safety information in accordance with 5.16.2
	

	8.3.19
	INTERIM OR ANNUAL REPORTS TO HREC AND AUTHORITY(IES
	Interim or annual reports provided to HREC in accordance with 4.10 and to authority(ies) in accordance with 5.17.3
	

	8.3.20
	SUBJECT SCREENING LOG
	To document identification of subjects who entered pre-trial screening
	

	8.3.24
	SIGNATURE & DELEGATION LOG
	To document signatures and initials of all persons authorised to make entries and/or corrections on CRFs and trial tasks assigned to individuals
	

	8.3.25
	RECORD OF RETAINED BODY FLUIDS/ TISSUE SAMPLES (IF ANY)
	To document location and identification of retained samples if assays need to be repeated
	





8.4 AFTER COMPLETION OR TERMINATION OF THE TRIAL
After completion or termination of the trial, all of the documents identified in sections 8.2 & 8.3 should be in the file together with the following.

	GCP REF
	File Document
	Purpose
	Doc In File

	8.4.4
	AUDIT CERTIFICATE (if available
	To document that audit was performed
	

	8.4.5
	FINAL TRIAL CLOSE-OUT MONITORING REPORT
	To document that all activities required for trial close-out are completed, and copies of essential documents are held in the appropriate files
	

	8.4.6
	TREATMENT ALLOCATION AND DECODING DOCUMENTATION
	Returned to sponsor to document any decoding that may have occurred
	

	8.4.8
	CLINICAL STUDY REPORT

	To document results and interpretation of trial
	

	Originally 8.3.14
	VALIDATED, DATED AND COMPLETED ELECRONIC CASE REPORT FORMS (eCRF)
	To document that the investigator or authorised member of the investigator’s staff confirms the observations recorded
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