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Tool G: Site Activation Training and System Needs Template
This template consolidates training and system requirements into one startup view. Its purpose is to prevent fragmented requests from multiple functions, vendors, and portals and to identify where training can be recognized, tested out, timed closer to the point of use, or assigned as study-specific instruction.

	Field
	Use

	Study / protocol
	

	Sponsor / CRO
	

	Target SIV date
	

	Target FPI / activation date
	

	System / vendor / procedure / assessment
	EDC, IRT/RTSM, ePRO/eCOA, safety system, lab portal, imaging portal, other

	Access required?
	Yes / No / role-dependent

	Roles requiring access
	PI, Sub-I, coordinator, data entry, pharmacist, lab staff, imaging staff, other

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

	Training placement
	Reusable core readiness content, vendor/platform micro-module, live SIV, job aid/reference, point-of-use reinforcement, study-specific delta, or not required for role

	Study-specific delta
	Briefly describe what is new, different, role-specific, or risk-critical for this protocol

	Recognition decision needed?
	Yes/no; identify whether prior evidence, certification, vendor record, usage history, or test-out should be reviewed before assigning training

	Evidence source checked first
	Vendor record, sponsor/CRO system, prior study record, site record, certificate, usage history

	Training decision
	Recognize prior evidence; assign study-specific instruction; targeted test-out; delta/refresher; full training

	Timing
	Pre-SIV, at SIV, pre-FPI, before first use, IMV/look-ahead, amendment-triggered

	Dependency
	Access dependent on training? Study activation dependent on completion? Other gating factor?

	Owner / contact
	Sponsor/CRO/vendor/site contact responsible for resolving access or training issue

	Notes / risks
	Open issues, expected delays, special role needs, documentation concerns
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