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Tool D: Pilot Metrics Tracker
The metrics tracker evaluates whether training reuse, SIV redesign, or EDC training recognition reduces unnecessary training burden while monitoring participant protection, data quality, inspection readiness, and site readiness. Metrics should include both efficiency and quality indicators so the pilot can demonstrate that training was better targeted, not simply reduced.

	Metric
	Category
	How to measure
	Desired direction

	Training hours per staff member / study
	Efficiency
	Baseline average vs pilot average
	Reduction without quality signal

	Percentage of prior training or competency evidence accepted
	Reuse
	Number accepted / number evaluated
	Increase in accepted valid prior evidence

	Duplicate evidence requests to site
	Documentation burden
	Number of separate evidence requests per site or study
	Decrease

	Reusable core readiness content reuse / recognition
	Reuse
	Number or percentage of staff who completed or had recognized reusable core readiness content instead of repeating equivalent content 
	Increase

	Reusable content moved out of live SIV
	SIV redesign
	Number or percentage of slides/topics moved to reusable core readiness content, vendor/platform training, job aid/reference, or other appropriate delivery methods
	Increase where appropriate

	Live SIV time spent on study-specific risk
	SIV focus
	Percentage of live SIV agenda devoted to protocol-specific, role-specific, or risk-critical content
	Increase

	Recognition turnaround time
	Operational speed
	Days from evidence review to recognition decision
	Decrease

	CRA/study team training reconciliation time
	Internal burden
	Estimated hours or task log
	Decrease

	Site activation cycle time
	Startup speed
	Study-specific baseline vs pilot
	Decrease where training is gating item

	Training-related support inquiries
	Clarity / usability
	Count of support tickets or questions
	Stable or decrease

	SIV-related clarification burden
	Clarity/usability
	Number of follow-up questions, support requests, or retraining items after SIV
	Stable or decrease

	Data quality and timeliness
	Data quality
	EDC query rates, data correction rates, late or incomplete data entry, missed assessments
	No adverse trend

	Quality and readiness signals
	Quality/readiness
	Sponsor/CRO/site assessment of documentation completeness, audit/inspection-readiness concerns, training-related support inquiries, protocol deviations or data-quality signals where training is a plausible contributing factor, and site/CRA feedback on readiness
	Improve, or no adverse trend

	Documentation completeness for recognition decisions and retrievability of supporting evidence
	Documentation and inspection readiness
	Decision records complete and retrievable
	Near complete
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