QA08.4 Interim monitoring checklist and report
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MONITORING VISIT (INTERIM OR CLOSE-OUT)

	Sponsor

	

	Investigational product
	

	Protocol number
	

	Principal Investigator
	

	Study site
	


	Monitor
	


	Date of previous monitoring visit
	

	Date of this visit
	

	Type of visit
	

	Personnel present during the visit

	Name
	Affiliation
	Role
	Cell phone no.

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	


* interim, close-out

Discussion details, status/plans and related processes of the following should be indicated in the comments sections where relevant with reference to the numbered point:
	1. MONITORING STATUS
	Yes
	No
	Not relevant
	Not checked

	1.1 Is the site monitoring visit log up-to-date?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	1.2 Are there outstanding issues since the last visit? 
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Comments: 


	2. TRIAL status/enrolment

	Overall progress of the study*:

Participants enrolled:

Study start date at this site:

[date]
Participants withdrawn:

Anticipated date of completion:

[date]
Participants completed:

Planned no. of enrolled participants at this site:

Participants ongoing:

Participants screened:

*Not yet recruiting, recruiting, paused etc.

Document screen failures and withdrawal study numbers and reasons in the comments section below. Describe recruitment according to target, current etc. and any problems with the participants’ status documentation.

	Comments: 


	3. OVERSIGHT/TEAM RESPONSIBILITIES
	Yes
	No
	Not relevant
	Not done

	3.1 Are there changes to the team? If, yes add details in the comments section, including documents obtained/outstanding, permissions from regulatory authority/ies, ethics committee(s) etc.
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	3.2 Is the staff delegation and signature sheet up-to-date (including addition of new team member/s)?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	3.3 Is the team still knowledgeable of the trial and aware of their responsibilities according to their role? 
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	3.4 Are curriculum vitae/s and/or other relevant documents evidencing qualification and experience of staff up to date?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	3.5 Are the training records adequate?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	3.6 Overall, has there been adequate oversight of study conduct?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	3.7 Overall, is the ISF up to date?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Comments:


	4. PERMISSIONS 
	Yes
	No
	Not relevant
	Not done

	4.1 Are current submission/approval/continuing review documents for regulatory authority(ies) in ISF?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	4.2 Are current submission/approval/continuing review documents for ethics committee(s) in ISF?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	4.3 Are current submission/approval/continuing review documents for other stakeholders (e.g. hospital, district) in ISF?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	4.4 Were non-compliance reports submitted to the relevant ethics committee/regulatory authority according to their timelines? 
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	4.5 Were safety reports submitted to the relevant ethics committee/regulatory authority according to their timelines?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Comments:


	5. Facilities, EQUIPMENT aND MATERIALS (non IP)
	Yes
	No
	Not relevant
	Not checked

	5.1 Are the facilities/equipment/consumables still adequate (including calibrations where necessary)?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	5.2 Are laboratory qualification/accreditation (or equivalent) documents current?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	5.3 Are laboratory (or other) normal ranges up to date on file?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	5.4 Are arrangements for collection, handling, storage, and transport of laboratory (or other assessment) samples working well?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	5.5 Were laboratory results reviewed correctly?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	5.6 Were there arrangements to remove or retain remaining samples from/at site?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	5.7 (At close-out) Have all equipment/supplies been returned where applicable?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Comments:


	6. INvestigational Product (IP)
	Yes
	No
	Not relevant
	Not done

	6.1 Was the IP storage and temperature monitoring documented?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	6.2 Was the IP dispensed in compliance with protocol, including integrity of any randomisation process?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	6.3 Is IP accountability up to date?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	6.4 Is there sufficient supply of ‘in-date’ IP?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	6.5 Is the Investigator Brochure, certificate of analysis up to date?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	6.6 (At close-out) Have arrangements for IP return/destruction been implemented?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Comments:


	7. INFORMED CONSENT/ASSENT
	Yes
	No
	Not relevant
	Not done

	7.1 Was consent/assent obtained prior to initiating study procedures and using the correct version(s)?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Comments:

Participant ID

Date consented

ICF and/or assent version 

Finding




	8. data COLLECTION
	Yes
	No
	Not relevant
	Not done

	8.1 Was source data verification (SDV) conducted during this visit? If yes, specify details below
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	8.2 Did the medical notes contain information as per the protocol and expectations for source data?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	8.3 Has all relevant data from source documents been legibly and timeously recorded onto the CRFs?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	8.4 Were corrections in CRFs dated and initialled (or appropriate process of eCRF) by authorised team member?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	8.5 Were CRFs signed off/authorised by the relevant personnel?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	8.6 Were CRFs removed at this visit by the monitor?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	8.7 (At close-out) Have all data been retrieved from the site? 
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Comments:

Participant ID
SDV form completed

Visits and/ documents reviewed

     
     
     
     
     
     
     
     



	9. SAFETY AND NON-COMPLIANCE
	Yes
	No
	Not relevant
	Not checked

	9.1 Were AEs/SAEs/unanticipated problems documented and reported correctly? Detail below.
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	9.2 Does the PI have any concerns about ongoing safety of the trial?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	9.3 (at close-out) Are there any ongoing AEs/SAEs?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	9.4 Were non-compliance and corrective and preventive action (CAPA) processes detected/implemented by the team/monitor? Detail below
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Comments:

Participant no.

AE/SAE description

Action
Participant no.

Non-compliance description

Action



	10. For CLOSE-OUT VISIT
	Yes
	No
	Not relevant
	Not checked

	10.1 Were all relevant documents collected from the site for the sponsor file?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	10.2 Was the ISF complete?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	10.3 Have arrangements been made to archive the ISF?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 



	General Comments, including documents delivered if not mentioned above

	


	Action items for the Investigator/responsible person at site
	Target completion date

	
	


	Action items for the monitor
	Target completion date

	
	

	
	

	
	


_____________________________________________________________________________

Monitor:  Name
Signature/
date [sign off when finalised]

_____________________________________________________________________________

Reviewer:  Name
Signature
/date [sign off when finalised]

