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Tool J: EDC Vendor Training Requirements Checklist
This checklist is intended to help sponsors and CROs evaluate and engage EDC vendors in support of a competency-based, role-based, and reusable training model. This checklist is not intended to require new vendor capabilities, but to standardize how existing capabilities are used and evaluated. The goal is to support a risk-based, competency-based training approach that minimizes unnecessary retraining, supports faster activation, and maintains regulatory compliance, data quality, and user proficiency.

Tier 1: Core Capabilities (Must-Haves)
These capabilities are essential to enable basic training reuse and recognition and should be evaluated in vendor selection, contracting, and study setup.

1. Clear Separation of Training Layers
· Platform-level (study-agnostic) vs study-specific training should be clearly defined 
· Training modules should reflect this separation
· Platform-level training content should remain stable across studies wherever possible. Study-specific training should focus only on protocol-specific workflows, custom configurations, and unique study requirements

2. Platform Certification & Portability
· Vendor should provide an objective, retrievable record of platform-level training completion, such as a system-generated completion record, dashboard report, or certificate.
· Certificates should be: 
· Downloadable 
· Shareable across sponsors/CROs 
· Clearly labeled by platform/version, certification completion date, certification expiration (if applicable).

3. Training Recognition Capability
· Vendor should support recognition of prior platform-level training 
· The recognition/bypass process should be:
· Simple
· Consistent
· Minimally manual and 
· Auditable
· Where feasible, the system should support matching prior training records across user identifiers – such as prior email addresses, organization changes, or account ownership changes – using a controlled process
· Sponsor/CRO-approved criteria should define who may approve, deny, or override recognition of prior training

Goal: Prior platform-level training should be recognized by default when sponsor/CRO-approved criteria are met, rather than treated as an exception requiring repeated site justification.

4. Role-Based Training Assignment
· Training should be assignable by role 
· Irrelevant modules should be excluded 
· Role definitions should be standardized where feasible so training is based on role scope and delegated responsibility, not role names alone
· Study teams should be able to add or remove modules based on role, delegation, and study-specific needs, subject to sponsor/CRO approval and documentation

5. Training Record Accessibility
· Training records should be: 
· Exportable 
· Reusable across studies 
· Suitable for audit 
· Transferable or accessible across sponsor/CRO relationships where feasible and contractually permitted

Tier 2: Optimization (Should-Have)
These significantly improve efficiency and site experience.

6. Training Evidence Search and Filing Integration
· Vendor or connected systems should support authorized sponsor/CRO review of existing user-level, site-level, and study-level training evidence before new EDC training is assigned. 
· Where feasible, training evidence should be searchable or reportable by user, site, study, platform, training module, completion date, and platform/version. 
· Training evidence should be exportable to, or fileable within, appropriate study documentation repositories, such as eTMF, eReg, LMS, or other controlled systems, using validated or governed workflows where applicable. 
· The workflow should reduce reliance on CRAs or sites manually downloading and re-submitting individual certificates when controlled evidence already exists. 

7. Support for Modular & Targeted Study-Specific Instruction
· Where vendors host or support study-specific EDC instruction, content should:
· be deliverable as short modules or job aids and 
· focus only on what differs from platform basics.

8. Training Timing & Just-in-Time Delivery
· Training should be deliverable closer to time of use 
· Avoid front-loading at SIV 
· Support: 
· On-demand access 
· Staggered training 

9. Competency Verification Options
· Support: 
· Knowledge checks 
· Test-out options 
· Allow experienced users to demonstrate competency without full retraining 
· Competency assessments should focus on critical workflows and tasks rather than system navigation alone

10. Improved User Access & Experience
· Support secure, efficient authentication methods, such as single sign-on (SSO), multi-factor authentication, or other compliant identity verification approaches, where appropriate
· Minimize: 
· Multiple logins 
· Password resets 
· Access delays 

Tier 3: Advanced (Future-State)
These enable long-term scalability and system transformation.

11. Integrated Training Tracking
· Track both: 
· Platform training 
· Study-specific training 
· Reduce reliance on external/manual logs 

12. Visibility into Training & Usage
· Provide usage indicators where available, such as
· Training history 
· Indicators of prior system use 
· Login history
· Session duration
· Recent activity, and 
· Role-relevant system actions
· Usage indicators should support, but not replace, assessment of training completion or competency

13. Continuous Learning Support
· Ongoing access to training 
· Embedded help / contextual guidance 
· Short refresher modules available on demand
· In-application workflow guidance where available
· Support designation of site or organization-level power users, where appropriate, who can access enhanced training resources and help support other users within their organization
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