Important: always follow the Sponsor’s Standard Operating Procedures and/or guidance with regards to the generation of study-related documentation. If using this template it is recommended that the Sponsor/monitor reviews and signs off the document in advance of the trial commencing.

PI Oversight: Meeting Record
	Study name: 
	

	Study site/organisation
	


	Meeting/call Attendees
	

	Meeting/call date and time
	
	First patient first visit:
End of Recruitment:
	

	
	
	
	


	Topic
	Discussed
Y/N
	Action / Comments

	Recruitment
	
	<<Please note this list of topics should not be considered as all inclusive. Contact your Sponsor and/or monitor for advice on which topics should be covered.

	Informed consent
	
	e.g. documentation of informed consent procedure, protocol amendments and updating the consent of participants

	Risk management
	
	e.g. completion of risk assessments, risk mitigations

	Patient safety
	
	e.g. adverse event recording, reporting and SAEs


	Study visits / protocol procedures

	
	e.g. challenges, issues, deviations to protocol, training 

	Training and competencies


	
	e.g. training of staff, evidence of training

	Data collection / CRF completion


	
	e.g. source data, source data verification 

	Data management / data queries


	
	e.g. data queries: review and sign-off


	Sponsor oversight / communication


	
	e.g. monitor visits, monitoring reports, newsletter

	Investigator Site File
	
	e.g. management of files, access control

	Amendments
	
	e.g. updates to protocol, retraining

	IMP management
	
	e.g. responsibilities, accountability, temperature excursions

	Other departments e.g. Pathology, Imaging

	
	

	Team management and communication

	
	

	Other
	
	

	General comments:



Name of person completing Audit: _______________________________  Signature: ______________

Designation: __________________________________________________________
PI Review Date: ____________________
   Signature: _______________________
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