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Tool I: EDC Training Recognition Policy Template

Purpose
The purpose of this policy is to establish a standardized approach for recognizing and accepting prior Electronic Data Capture (EDC) platform training in order to reduce duplicative training, improve operational efficiency, maintain compliance with applicable regulatory requirements, and ensure that site personnel are qualified to perform their assigned EDC responsibilities.

Key principle
Platform-level EDC training should be treated as a reusable competency. If an individual can demonstrate current competency in an EDC platform through prior platform-level training or recent, meaningful, role-relevant platform use, retraining on basic platform functionality should not be required.

Scope
This policy applies to clinical studies using EDC systems, site personnel requiring access to EDC systems, and organizational personnel responsible for EDC training requirements, site activation, training recognition, and oversight.

This policy applies only to reusable, platform-level EDC training. It does not waive, replace, or standardize study-specific EDC training or instruction required for a particular protocol, study design, CRF completion approach, visit schedule, data entry expectation, query workflow, edit check consideration, or other study-specific requirement.

Definitions
· Platform-level training (study-agnostic): Training that covers general EDC system functionality, including navigation, data entry, query management, user interface features, and other standard platform functions that are transferable across studies using the same platform.
· Study-specific EDC instruction: Training or instruction that addresses how the EDC system is configured or used for a particular study, including study-specific visit schedules, CRF completion instructions, sponsor- or CRO-defined data entry conventions, query workflows, edit check considerations, and other protocol- or study-specific system requirements. 
· Training recognition: The acceptance of prior training or demonstrated competency in lieu of repeating equivalent training.
· Minimum sufficient evidence: The minimum objective documentation required to reasonably demonstrate competency for a given training requirement.
· Meaningful platform use: Recent, role-relevant use of the EDC platform that reflects the functions the individual is expected to perform on the current study. A single login, isolated update, or minimal interaction is not sufficient by itself.

Policy statement
The organization should proactively recognize prior platform-level EDC training or demonstrated platform competency when the criteria in this policy are met. Study-specific EDC instruction remains required when necessary for accurate protocol execution and should be addressed through the applicable study training process.

Acceptance criteria
Prior platform-level EDC training or demonstrated platform competency may be accepted when all of the following are satisfied:
· The same EDC platform, or a platform version with no material change affecting the user role, is being used.
· Evidence is current according to organization-defined recency expectations, platform version, study risk, and applicable policy.
· The prior training or demonstrated use is relevant to the individual's expected role and assigned system responsibilities.
· When vendor, sponsor/CRO, or other controlled records show that criteria are met, recognition should occur without requiring the site to resubmit duplicate evidence.
· No material workflow, functionality, or access change requires additional training for the role.
· The evidence is objective, attributable, retrievable, and suitable for audit or inspection readiness.

Acceptable evidence
Acceptable evidence may include one or more of the following, as defined by the organization:
· System-generated training completion record or dashboard report.
· Vendor-issued platform-level training certificate.
· Prior study training record showing completion of equivalent platform-level training.
· System-generated activity history showing recent, meaningful, and role-relevant platform use.
· Other objective documentation accepted under sponsor/CRO or organizational criteria.

Individual or supervisor attestation may provide context but should not serve as the sole basis for recognizing prior platform-level training unless permitted by organization policy and justified by risk.

When platform-level training or refresher training is required
Platform-level EDC training should be required when objective evidence of prior platform-level training or meaningful platform use is not available, is outdated, is not aligned with the individual's assigned responsibilities, or cannot be verified. Refresher or delta training may also be required when there has been a material platform update, user-interface change, workflow change, extended gap in use, or identified performance concern. Where the training need is limited to a specific function or change, targeted refresher training should be considered before full platform-level retraining.

Study-specific EDC instruction
Study-specific EDC instruction is outside the scope of reciprocity and remains required when needed for protocol execution. It should focus on study-specific CRF completion guidance, visit schedules, data entry expectations, query workflows, edit check considerations, sponsor/CRO study instructions, and other protocol- or study-specific system requirements. Study-specific instruction should not re-teach common platform functionality unless a specific study risk, role need, or identified knowledge gap justifies targeted reinforcement. Study-specific EDC instruction should be assigned by role and delegated responsibility rather than assigned uniformly to all EDC users.

Decision record
Each recognition decision should be documented in a clear decision record. The record should identify the individual, role, study, EDC platform, evidence reviewed, criteria applied, decision made, decision date, approver or responsible party, and rationale for accepting, partially accepting, assigning, or escalating training.



Roles and responsibilities
	Party
	Responsibilities

	Sponsor / CRO
	Define and approve recognition standards; align Clinical Operations, Data Management, Quality Assurance, Compliance, Training, and other stakeholders; determine acceptable evidence; apply criteria consistently; define who may approve, deny, or override recognition decisions; track training status and recognition decisions; minimize manual, duplicative, or study-by-study processes where standardized recognition is appropriate.

	Site
	Provide objective documentation when evidence is not already available through sponsor, CRO, or vendor systems; complete required study-specific EDC instruction; maintain internal training records as applicable; notify the organization or study team when staff roles, responsibilities, or system access needs change.

	EDC vendor / platform owner
	Maintain reliable platform-level training completion records where applicable; make training records, certificates, activity histories, or reports accessible where feasible; support recognition workflows; provide role-based training functionality and reporting capabilities that support efficient verification.



Compliance and audit considerations
This policy aligns with regulatory expectations that personnel be qualified by education, training, and experience. Compliance should be demonstrated through documented evidence of competency, consistent application of training standards, clear rationale for training acceptance decisions, completion of required study-specific EDC instruction, and retrievable records that are suitable for audit or inspection readiness.
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