[image: image1.png]




Monitoring versus Auditing
Examples of differences between the two roles in relation to site audits
	Aspect
	Monitor
	Auditor

	Perspective
	Overseeing the progress of the trial and focused on its implementation at the site.
	Broader perspective with opportunity to assess historical progress as well as incorporate review of related systems.

	Knowledge
	Detailed knowledge of therapeutic area and protocol required.
	Independent – in-depth technical knowledge not mandatory. Knowledge of standards essential.

	Communication
	Main line of communication between the sponsor and the site. Ongoing relationship.
	One-off basis – usually limited to audit set-up and performance.

	Training of Site Staff 
(protocol, GCP etc)


	Essential responsibility.
	Not a responsibility but a useful outcome of the audit.

	Site Facility Review
	All aspects of site facilities to be reviewed in depth e.g. 3 hour visit to laboratory. Including review of archive.

Review Ongoing.
	Assess relevant facilities, less time available (e.g. 30 minutes for laboratory visit). Rarely visit archive but check archiving arrangements.

	Site Electronic Systems
	Review all, ongoing.
	Review key systems, at point of audit.



	SDV
	Up to 100%.
	Sample only (never 100% but may audit 100% within chosen sample).

Also review of SDV process itself.

	Consent Forms
	Review 100%.
	Review up to 100% but can sample.


	IMP
	Verifying all IMP appropriately supplied to site, handled, stored, accounted for and returned/destroyed. 
Ongoing basis. 

	Opportunity to review at global, site and subject level, on sample basis.

	Adverse events
	Determining whether all adverse events occurring at the site are appropriately reported, within required timeframes.
	Review on sample basis, sample biased to include SAEs when they occur.

	Issues
	To identify and ensure resolution of all site issues.
	To highlight issues and advise on process improvement.


Monitoring involves the ongoing operational quality control of trial implementation. Auditing is a one-off view of trial 
status to gain assurance about the way in which it is being implemented.

SDV = source data verification; IMP = investigational medicinal product; SAE = serious adverse event 
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