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KHP-CTO Investigator and Trial Site Monitoring Visit Report



	Trial Short Title/Site:
	Date of Visit(s): 




	
King’s Health Partners Clinical Trials Office 
Investigator and Trial Site Monitoring Visit Report




 Trial Details
	Trial Title:
	

	Site Investigator Name:
	

	Department:
	

	Site:
	

	(Co-)Sponsor(s):
	

	EUDRACT Number:
	

	IRAS Number:
	

	MATTS Number:
	

	SOPs Applicable to the Trial:
	



 Visit Summary
	Date of Visit(s):
	

	Type of Visit:
	

	Report Produced on:
	

	Follow-up Correspondence Sent:
	

	Trial Site Staff Present:
	

	Monitoring Team Present:
	

	Next Visit Date:
	



 Participant Recruitment Status
	
	Confirmed

	Recruitment/randomised target:
	

	Consented:
	

	Randomised/started IMP:
	

	Withdrew from IMP only: 
	

	Withdrew from trial completely (include lost to f/up):
	

	Completed trial on IMP:
	

	Completed trial off IMP:
	

	Number of SAEs at site to date:
	



 Current Trial Reference Documents
	
	Version Number and Date

	Protocol:
	

	Patient Information Sheet:
	

	Informed Consent Form:
	

	Reference Safety Information (IB/SmPC):
	



	
	YES
	NO
	NA*

	1. INFORMED CONSENT AND PARTICIPANT STATUS
	
	
	

	Level of review as per monitoring plan (adapt as needed):
· **% of consent forms at each site
· **% of consent process documentation at each site

	1.1. Are the screening and enrolment log and the subject identification log up to date?
	[bookmark: CaseACocher4]|_|
	|_|
	|_|

	Comments:

	1.2. Did all screened participants reviewed at this visit have a signed and dated copy of the current approved ICF(s) prior to any trial-related procedures being conducted? *Please complete ICF tracker.
	|_|
	|_|
	|_|

	Comments: 

	1.3. Have there been any amendments to the PIS/ICF approved since the last visit? 
	|_|
	[bookmark: CaseACocher5]|_|
	|_|

	Comments: 

	1.4. Have all applicable participants been re-consented to the new version of the PIS/ICF?
	|_|
	|_|
	|_|

	Comments: 

	1.5. Is the consent process and subject’s trial participation appropriately documented in each participant’s medical records? (Confirm that a copy of the PIS/ICF has been filed in the notes.)
	|_|
	|_|
	|_|

	Comments: 

	1.6. Has/have there been any participant(s) withdrawn from IMP or from the clinical trial (include details of any discontinuation for non-serious adverse events)?
	|_|
	|_|
	|_|

	Comments: 

	1.7. Has/have there been any participant(s) lost to follow-up (according to the protocol) since the last monitoring visit report?
	|_|
	|_|
	|_|

	Comments: 

	1.8. Is the enrolment/recruitment rate acceptable in accordance with the trial plan and timelines?
	|_|
	|_|
	|_|

	Comments: 

	1.9. Have any barriers to recruitment been identified and discussed with the site?
	|_|
	|_|
	|_|

	Comments: 

	2. PROTOCOL ADHERENCE, MEDICAL RECORD REVIEW AND SOURCE DATA VERIFICATION (SDV)
	
	
	

	[bookmark: _Hlk75505448]Level of SDV as per monitoring plan Level of SDV as per monitoring plan (adapt as needed):
· :100% SDV for ** participants at site
· **% eligibility review
· **% primary endpoint review
· **% secondary endpoint review

	2.1. Did all the participants reviewed at this visit meet the eligibility criteria? *The question refers to patients reviewed at this visit only, but all participants reviewed to date should be listed in the table below. A separate sheet can be attached to the report if appropriate.
	|_|
	|_|
	|_|

	Comments: 

	Participant Number
	Participant Eligible? Y/N
	Queries/Comments

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	





	2.2. Was any other SDV performed during the visit? If yes, please list data reviewed (including AE, SAE and conmeds data) and comment on the overall quality of the data. *Please complete SDV tracker
	|_|
	|_|
	|_|

	Comments: 

	2.3. Has/have there been any significant deviation(s) from the final version of the protocol and protocol amendment(s) (if any)? *List all deviations on the deviation log.
	|_|
	|_|
	|_|

	Comments: 

	2.4. Have all SDV/data queries raised during this visit been resolved?
	|_|
	|_|
	|_|

	Comments: 

	2.5. Have all previous SDV/data queries been resolved?
	|_|
	|_|
	|_|

	Comments:

	3. PHARMACOVIGILANCE
	
	
	

	3.1. Have all site SAEs, including follow up information, been appropriately reported to the Sponsor? Please list SAE status of all the reported SAEs and any outstanding queries. *A separate sheet can be attached to the report if appropriate.
	|_|
	|_|
	|_|

	Comments: 

	SAE number
	Status (Open/Closed)
	SDV performed (Y/N)
	Outstanding Queries

	
	
	
	

	
	
	
	





	3.2. Have all Serious Adverse Events been appropriately reported to the CI?
	|_|
	|_|
	|_|

	Comments: 

	3.3. If applicable, have all Serious Adverse Events been appropriately reported as per the reporting obligations listed in the relevant contracts?
	|_|
	|_|
	|_|

	Comments: 

	3.4. Have annual DSUR, APR and any other required documents been submitted by the Investigator/Sponsor to the MHRA and REC as appropriate?
	|_|
	|_|
	|_|

	Comments: 

	4. TRIAL FILE (S) REVIEW
	
	
	

	4.1. Was the Investigator Site File/Trial Master File reviewed during this visit? If applicable, please comment on sections reviewed at this visit and list any missing documents. *Please complete file review checklist.
	|_|
	|_|
	|_|

	Comments: 

	4.2. Are all approvals in place for the current version of the protocol? Please list any amendments/approvals obtained since the last visit. *Please list approvals issued; if not filed in the TMF/ISF please comment in section 4.1.
	|_|
	|_|
	|_|

	Comments: 

	4.3. Are all-staff related documents current and filed in the ISF/TMF (e.g. CVs, Training Certificates and Logs, Delegation of Duties and Authorised Signature List)? *Please list all staff on the log and comment on any actions required.
	|_|
	|_|
	|_|

	Comments: Staff members greyed out have now stopped work on the study and those dates bold/highlighted are those requiring updates

	Name on Delegation Log
	Role
	CV (date of last signature)
	GCP training certificate (date of last training)

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	






	4.4. Is the source data location list accurate and does if reflect current practice for the trial at this site?
	|_|
	|_|
	|_|

	Comments:

	5. LABORATORY + DIAGNOSTIC SAMPLES
	
	
	

	5.1. Are the labelling, storage and shipment of laboratory specimens/diagnostic material adequate? Please state version and date of current laboratory manual, if applicable.
	|_|
	|_|
	|_|

	Comments: 

	6. INVESTIGATIONAL MEDICINAL PRODUCT (IMP) *When completing section 6, care should be taken to ensure that accidental unblinding does not occur.
	
	
	

	6.1. Was a pharmacy visit conducted? 
	|_|
	|_|
	|_|

	Comments:

	6.2. Are all IMPs correctly stored, dispensed and accounted for in accordance with the protocol requirements and the SmPC/IB (including randomisation schedule/IVRS procedures)? *Please state date range of temp logs reviewed. **This section should also be used to document any accountability completed and prescriptions reviewed during the visit.
	|_|
	|_|
	|_|

	Comments: 

	6.3. Was the Pharmacy File reviewed during this visit? If applicable, please list any missing documents.  *Please complete file review checklist.
	|_|
	|_|
	|_|

	Comments: 

	6.4. Do the expiry dates of IMP(s) remain compatible with the trial duration?
	|_|
	|_|
	|_|

	Comments: 

	6.5. Are there sufficient IMP supplies available for continuation of the trial?
	|_|
	|_|
	|_|

	Comments: 

	6.6. Has the blind been maintained?
	|_|
	|_|
	|_|

	Comments: 

	7. ACTION TO BE TAKEN / FOLLOW-UP	
	
	
	

	7.1. Has MATTS been updated? If yes, please state what information was updated.
	|_|
	|_|
	|_|

	Comments: 

	7.2. Are there any action(s) required and/or any follow-up needed (provide details below)?
	|_|
	|_|
	|_|

	Comments: 

	7.3. Have all previous action points been closed and appropriately filed? Please indicate status of previous outstanding actions below. 
	|_|
	|_|
	|_|

	Comments: 


*NA : Not Applicable / Not done

	
	Narrative

	General comments: 
	

	Documents appended to the report:
	

	Outline of work for next visit:
	



	[bookmark: signature_table]Form completed by: 
Function: Clinical Research Associate
	Date:
	

	
	dd-mmm-yy


Reviewed by: 
Function: 
	Date: 
	

	
	dd-mmm-yy



	Signature:
 Signature:
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