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Tool K: EDC Recognition Pilot Plan Template
This pilot plan is intended for a small, multi-stakeholder implementation test. Responsibility for implementation should be shared rather than shifted to sites. Sponsors and CROs define criteria and workflow, vendors support evidence access and training recognition, and sites participate by confirming roles, completing required study-specific instruction, and providing feedback.

	Pilot element
	Draft content

	Pilot objective
	Test whether prior platform-level EDC training or demonstrated platform competency can be recognized for role-appropriate EDC responsibilities, reducing duplicate training and evidence requests while monitoring data quality, compliance, documentation completeness, participant protection, and inspection-readiness indicators.

	Pilot scope
	One to two studies using the same EDC platform; include selected sites and roles where prior platform experience is likely.

	Included roles
	Consider coordinators, data entry staff, PIs/Sub-Is with EDC review/signature responsibilities, and other role-specific users.

	Exclusions
	New users, users with no retrievable evidence, users whose prior evidence does not align with assigned EDC responsibilities, or users whose prior competency no longer reflects current platform functionality and cannot be addressed through targeted delta training. High-risk study-specific workflows should remain subject to required study-specific instruction and should not be bypassed under the platform-level recognition pathway.

	Evidence sources
	Vendor-generated training history or dashboard, prior study record, platform certificate, usage history, or targeted test-out result.

	Recognition workflow
	Check vendor/sponsor/CRO records first; apply criteria; document decision record; assign only needed study-specific or targeted training.

	Study-specific instruction
	Remains required where necessary for CRF completion/review, visit structure, protocol-specific data requirements, edit checks, source-to-EDC mapping or exception handling where applicable, and sponsor/CRO convention.

	Quality safeguards
	Monitor EDC errors, query rates, late data entry, data corrections, documentation completeness, audit observations, and training-related support inquiries. If monitoring, audit findings, recurring deviations, or performance trends indicate a genuine training gap, require targeted verification, retraining, or other CAPA as appropriate.

	Success criteria
	Reduced training hours and duplicate evidence requests, with no adverse trend in defined data-quality, documentation-completeness, site-readiness, or inspection-readiness indicators.




Pilot Workflow Visual
	Step
	Action

	1. Identify eligible study and platform
	Select study using a platform with retrievable training records and clear separation of platform-level vs study-specific EDC instruction.

	2. Identify roles and tasks
	Map expected EDC responsibilities by role before assigning training.

	3. Check existing records first
	Use vendor, sponsor, or CRO systems before requesting certificates or evidence from the site.

	4. Apply criteria and document decision
	Use recency, meaningful use, evidence quality, role alignment, platform version, and risk criteria; complete the decision record.

	5. Assign only remaining training
	Assign study-specific instruction, delta training, test-out, or full training only where criteria require it.

	6. Monitor outcomes
	Track burden, activation, documentation, and quality measures.

	7. Refine and scale
	Use pilot results to improve criteria, vendor workflows, templates, and future rollout.



	
	
	


[image: ]
image1.png
-''""~. SITE-SPONSOR
s )\ CONSORTIUM




