
Research Governance and Integrity Team
Imperial College Academic Health Science Centre
 Level 5, Sherfield Building 
South Kensington
London, SW7 2BB

CI/PI Name
Address Line 1
Address Line 2
Address Line 3

Dear Professor  …………………

Routine monitoring Visit Report: Study name/Site Name
Thank-you to __________________ for attending the Routine Monitoring Visit conducted by the Research Governance and Integrity Team (RGIT) for the ______________________ study. This report details the findings of the visit and any follow-up actions that are required.

	Study Details

	Study Title:

	

	Chief Investigator:
	

	Ethics No:
	

	EudraCT No:
	

	Name of IMP/s:
	

	Sponsor Reference:
	



	Monitoring Visit Details

	Site Name:
	

	Principal Investigator:
	

	Date of Monitoring Visit:
	
	Visit Number:

	Type of Visit:
	

	Monitor(s):
	

	Site Staff Present:
	Name





	Role







	Trial Status

	Recruitment Target:
	

	Number of Participants Screened:
	

	Number of Participants Screen failed:
	

	Number of Participants Randomised:
	

	Number of Participants Withdrawn:
	

	Number of Participants Completed:
	

	Number of SAEs:
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1. Investigator Site File (ISF)            File not reviewed? (check box if not reviewed) ☐
	
	Yes
	No
	N/A
	Findings/Comments


	Index/Contents page present
	☐	☐	☐	

	File stored in secure place
	☐	☐	☐	

	1.1 R&D

	NHS R&D application (including Statement of Activities & Schedule of Events or SSI Form for pre-HRA)
	☐	☐	☐	

	R&D Approval Letter
	☐	☐	☐	

	Study Start Approval (SSAF)
	☐	☐	☐	

	R&D Notifications and Approvals for all Amendments 
	☐	☐	☐	

	Other Related Documents
	☐	☐	☐	

	1.2 ETHICS

	HRA Approval Letter
	☐	☐	☐	

	HRA Approval for all Amendments
	☐	☐	☐	

	NRES/REC Approval Letter
	☐	☐	☐	

	REC Approval Letters for all Amendments
	☐	☐	☐	

	Annual Progress Reports
	☐	☐	☐	

	Other Related Documents
	☐	☐	☐	

	1.3 REGULATORY

	MHRA Notice of Acceptance
	☐	☐	☐	

	MHRA Approval Letters for Amendments where relevant
	☐	☐	☐	

	ARSAC Certificate (Administration of Radioactive Substances)
	☐	☐	☐	

	Development Safety Update Reports (DSURs)
	☐	☐	☐	

	Other Related Documents
	☐	☐	☐	

	1.4 AGREEMENTS/FINANCE/COSTING

	RGIT Sponsorship Letter
	☐	☐	☐	

	Current Insurance/Indemnity Letter
	☐	☐	☐	

	Signed Clinical Trial Site Agreement
	☐	☐	☐	

	IMP Technical Agreement 
	☐	☐	☐	

	Laboratory Agreement (outsourced/subcontracted)
	☐	☐	☐	

	CI/PI Agreement with Sponsor
	☐	☐	☐	

	Other agreements? (e.g MTAs)
	☐	☐	☐	

	1.5 PROTOCOL

	Signed current approved version of Protocol
	☐	☐	☐	

	All superseded versions of the protocol
	☐	☐	☐	

	Protocol Deviation/Violation forms and log (violations reported to sponsor)
	☐	☐	☐	

	1.6 INVESTIGATIONAL MEDICINAL PRODUCT (IMP)

	Current IB or SmPC for each IMP
	☐	☐	☐	

	IMP Dispensing and Storage Instructions
	☐	☐	☐	

	Sample of IMP label
	☐	☐	☐	

	IMP order forms
	☐	☐	☐	

	IMP shipping records
	☐	☐	☐	

	Certificates of Analysis
	☐	☐	☐	

	Qualified person release for drugs manufactured specifically for study
	☐	☐	☐	

	Qualified person certification (if drug is issued outside the EU)
	☐	☐	☐	

	Special storage records i.e. temperature logs (if applicable)
	☐	☐	☐	

	Sample Prescription Form
	☐	☐	☐	

	Completed Prescription Forms
	☐	☐	☐	

	IMP Accountability Records
	☐	☐	☐	

	IMP Destruction Records
	☐	☐	☐	

	Decoding procedure for blind trials
	☐	☐	☐	

	Correspondence
	☐	☐	☐	

	1.7 STUDY DOCUMENTS / PARTICIPANT INFORMATION

	Sample of current approved Patient Information Sheet
	☐	☐	☐	

	Sample of current approved Informed Consent Form/Assent Form(s)
	☐	☐	☐	

	Sample of current approved GP Letter
	☐	☐	☐	

	Sample of current approved Study Advertisement(s)
	☐	☐	☐	

	Sample of any other current approved information given to participants (if applicable)
	☐	☐	☐	

	Superseded approved PIS, ICF, GP letters etc filed?
	☐	☐	☐	

	Subject Screening log
	☐	☐	☐	

	Subject Enrolment log
	☐	☐	☐	

	Subject Identification Code List
	☐	☐	☐	

	Signed Informed Consent/Assent Forms
	☐	☐	☐	

	1.8 CASE REPORT FORMS

	Sample of current CRF
	☐	☐	☐	

	Superseded CRFs
	☐	☐	☐	

	EDC UAT
	☐	☐	☐	

	Instructions for CRF completion
	☐	☐	☐	

	Completed CRF(s)
	☐	☐	☐	

	1.9 PHARMACOVIGILANCE

	Completed SAE/R and SUSAR Reporting Forms (SAEs should match medical notes and CRFs)
	☐	☐	☐	

	SAE/SUSAR log
	☐	☐	☐	

	SOP for pharmacovigilance reporting & compliance
	☐	☐	☐	

	Emergency unblinding details
	☐	☐	☐	

	1.10 MONITORING/AUDIT

	Monitoring Site Visit Log
	☐	☐	☐	

	Site Initiation Visit Report
	☐	☐	☐	

	1.11 TRIAL SITE PERSONNEL

	Delegation Log
	☐	☐	☐	

	Staff CVs
	☐	☐	☐	

	Current GCP Certificates
	☐	☐	☐	

	Staff training records/training log
	☐	☐	☐	

	1.12 STANDARD OPERATING PROCEDURES / WORKING INSTRUCTIONS

	Sponsor SOPs
	☐	☐	☐	

	Trial Specific working instructions
	☐	☐	☐	

	File notes and log
	☐	☐	☐	

	1.13 LABORATORY & EQUIPMENT

	Certificate of Accreditation
	☐	☐	☐	

	Equipment calibration certificate
	☐	☐	☐	

	Laboratory reference ranges including tests & medical procedures
	☐	☐	☐	

	Laboratory Manual/Technical Procedures
	☐	☐	☐	

	Sampling & Shipping Instructions
	☐	☐	☐	

	Record of retained body fluids/tissues/samples
	☐	☐	☐	

	Temperature and pressure control records
	☐	☐	☐	



2. IMP Accountability
	
	Yes
	No
	N/A
	Findings/Comments


	Drug Accountability Performed at this Visit?
	☐	☐	☐	

	Were there any unexplained discrepancies in IMP accountability? 
If yes please describe
	☐	☐	☐	



3. Case Report Forms (CRFs)/Source Data Verification (SDV)             CRFs not reviewed? (check box if not reviewed) ☐
	% of Subjects Reviewed:

Patient ID numbers:


	
	Yes
	No
	N/A
	Findings/Comments

	3.1 PATIENT RECORDS

	Patient Eligibility- Inclusion and Exclusion Criteria Met
	☐	☐	☐	

	Test Results
	☐	☐	☐	

	Informed Consent/Assent forms completed correctly
	☐	☐	☐	

	Adverse Event reported according to protocol/SOPs
	☐	☐	☐	

	Were any unreported SAEs found?
	☐	☐	☐	

	3.2 SOURCE DATA VERIFICATION (SDV)
List Patient ID numbers and initials for all CRFs & EDC entries checked and record any findings

	
	Yes
	No
	N/A
	Findings/Comments

	Were patient folders stored securely?
	☐	☐	☐	

	Is data entry up to date?
	☐	☐	☐	

	Patient Trial ID/Initials 
(add rows as necessary)
	Form Name/Visit Number
	Findings/Comments

	

	
	

	

	
	

	

	
	

	

	
	

	

	
	

	

	
	

	

	
	

	

	
	

	

	
	

	

	
	

	

	
	

	

	
	

	

	
	

	

	
	

	

	
	

	

	
	

	

	
	

	

	
	

	

	
	

	

	
	

	

	
	

	

	
	

	

	
	





4. Recommended Corrective & Preventative Actions


	Section of ISF
	Action
	Initial & date when complete

	
	

	

	
	

	

	
	

	

	
	

	

	
	

	

	
	

	

	
	

	

	
	

	

	
	

	

	
	

	












5. Signatures   
	

	Print Name and Role
	Signature
	Date

	To be completed by RGIT:


	Monitoring Report Completed By:


	
	
	

	Monitoring Report Reviewed By:


	
	
	

	To be completed by Site Staff:  (to sign when all corrective & preventative actions have been completed)


	Principal Investigator:


	
	
	

	Study Co-ordinator:
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