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Tool C: Training Recognition Decision Record Template
This template creates an audit-ready record of how a training recognition decision was made. It should be used when prior training, professional certification, system-generated records, prior platform use, or other objective evidence is accepted under sponsor/CRO-defined criteria in place of full retraining, or when a decision is made to require targeted verification, delta training, or full training. 

For implementation, organizations may maintain this information through an individual decision record, a structured tracker, or a batch decision record when the same criteria, evidence type, role, and rationale apply across multiple individuals or sites. The documentation format should remain attributable, retrievable, reviewable, and clear enough to show what decision was made, for whom, based on what evidence, and under which criteria.

	Field
	What to document

	Individual name / ID
	Name or unique identifier of the site user or study team member

	Site / organization
	Site name, network, or organization

	Study / protocol
	Protocol number or study identifier

	Role / delegated responsibility
	Role on study and relevant tasks, such as investigator oversight, consent, EDC data entry, query response, or safety reporting

	Training requirement
	Training being evaluated, such as GCP/HSP foundational training, reusable core readiness content, EDC platform training, vendor portal training, safety reporting fundamentals, sample-handling instruction, phlebotomy competency, scale-based certification, or other reusable training requirement

	Training classification
	Reusable foundational/platform-level; common operational; true study-specific; not required for role; change-driven/delta training

	Evidence reviewed
	Vendor record, dashboard report, certificate, prior study record, professional certification, usage history, test-out result, or other objective evidence

	Evidence source / record location
	System or repository where evidence can be retrieved; include vendor system, LMS, eQMS, sponsor/CRO system, or document path if applicable

	Recency / version check
	Date of training or use; platform version if applicable; whether any material change affects the role

	Decision outcome
	Accept prior training; accept prior evidence + study-specific or delta instruction required; targeted test-out / verification; refresher or delta training; full training required; not required for role; escalate for review

	Rationale
	Brief explanation tied to role, evidence, recency, platform version, risk, and study-specific requirements

	Study-specific instruction status
	Confirm whether study-specific instruction remains required, assigned, completed, or not applicable

	Approver / responsible party
	Sponsor/CRO role or other defined owner authorized to make or document the decision

	Decision date
	Date decision was made

	Follow-up action
	Any targeted training, test-out, record retrieval, access change, or site communication needed



Suggested Decision Outcomes
	Outcome
	Use when

	Accept prior training
	Objective evidence shows current, role-relevant competency and no material change or risk factor requires more training

	Accept prior evidence + study-specific or delta instruction required
	Reusable platform or foundational training is accepted, but study-specific instruction remains required

	Targeted test-out / verification
	Evidence is promising but incomplete, difficult to verify, or not clearly aligned with the assigned role

	Refresher or delta training
	A material platform, workflow, or procedural change affects the role, but full retraining is not necessary

	Full training required
	No acceptable evidence exists, evidence is outdated, the user is new to the platform/role, or risk justifies full training

	Not required for role
	The training requirement does not apply to the individual’s delegated responsibilities, system access, task assignment, or role scope

	Escalate for review
	Decision falls outside defined criteria or requires Quality, Compliance, Data Management, sponsor, or vendor input
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