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Tool F: Reusable Core Readiness Content Map
The generic SIV module should be version-controlled, reviewed at defined intervals, assigned by role and delegated responsibility where possible, and supplemented only when a protocol, sponsor/CRO process, or operational workflow introduces a material delta.

Equivalence Review Note: Recognition of prior generic SIV or core site-readiness training should be based on documented comparison to the sponsor/CRO’s accepted content map. Equivalence is not assumed; it is reviewed. Recognition is not automatic; it is documented. Delta training remains required where gaps exist. The recognition decision and any required delta training should be documented using Tool C or an equivalent decision record.

	Topic
	Reusable core content outside the live SIV
	Keep as study-specific delta
	Recognition / refresh approach

	GCP and investigator responsibilities
	Core GCP principles, PI oversight, staff delegation, qualification and training documentation, investigator responsibilities
	Protocol-specific delegation nuances, sponsor/CRO oversight expectations, study-specific escalation pathways
	Accept current GCP/HSP training, professional certification, institutional training records, or targeted verification when role-aligned and current. Refresh when regulations, guidance, sponsor/CRO expectations, or role responsibilities materially change.

	Informed consent principles
	Foundational consent principles, timing, documentation, participant questions, re-consent concepts, withdrawal, assent where applicable, common audit findings
	Study-specific consent form language, risk language, re-consent triggers, recruitment approach, sponsor/CRO consent process
	Accept prior foundational consent training or institutional SOP training when current and role-aligned. Use study-specific SIV training for protocol-specific consent form language, re-consent triggers, participant population considerations, or unusual consent workflows.

	Privacy and confidentiality
	Participant identifiers, confidential information, secure communication, role-based access, privacy breach concepts
	Unusual privacy requirements, special data transfer arrangements, sponsor/CRO-specific privacy reporting pathways
	Accept institutional privacy training, role-based system access training, or prior sponsor/CRO training when applicable. Refresh when study-specific privacy requirements, data transfers, or breach-reporting pathways differ materially.

	Source documentation and data integrity
	Source documentation expectations, ALCOA and related principles, corrections, contemporaneous documentation, electronic records, source-to-eCRF consistency
	Endpoint-critical source records, unusual documentation expectations, study-specific source templates or data capture requirements
	Accept prior GCP/HSP, ALCOA/data integrity, site SOP, or sponsor/CRO training when current and role-aligned. Use study-specific deltas for endpoint-critical source records, unusual source templates, or data capture expectations.

	Safety reporting fundamentals
	Basic AE/SAE definitions, seriousness criteria, severity, causality, expectedness, pregnancy reporting principles, death reporting, follow-up reporting, escalation concepts
	Sponsor/CRO-specific timelines, forms, portals, contacts, reportable event categories, adverse events of special interest (AESIs), stopping rules, cohort escalation
	Accept prior safety reporting fundamentals training when current and role-aligned. Use study-specific deltas for sponsor/CRO-specific timelines, portals, contacts, AESIs, stopping rules, cohort escalation, and protocol-specific reporting expectations.

	Protocol deviations, serious breaches, and CAPA
	General concepts of protocol deviations, important deviations, serious breaches, escalation, root cause analysis, CAPA, documentation expectations
	Sponsor-specific definitions, reporting tools, thresholds, protocol-specific examples, study-specific mitigation processes
	Accept prior foundational deviation/CAPA training when current and role-aligned. Use study-specific deltas for sponsor/CRO definitions, thresholds, reporting tools, and protocol-specific examples.

	Monitoring, trial file readiness, and audit expectations
	General monitoring expectations, essential document filing, ISF/TMF readiness, audit readiness, remote and on-site monitoring preparation, general query resolution expectations
	Study-specific monitoring plan, unusual filing requirements, endpoint-critical documents, sponsor/CRO-specific escalation processes
	Accept prior monitoring, ISF/TMF, audit readiness, or site SOP training when current and role-aligned. Use study-specific deltas for the monitoring plan, endpoint-critical documents, unusual filing expectations, or sponsor/CRO escalation processes.

	Vendor and platform mechanics
	General orientation to required vendor systems and where training, job aids, support contacts, and access resources are located. Do not teach detailed system mechanics if covered by vendor training, job aids, or platform support.
	Protocol-specific implications of system use, timing-critical workflows, study-specific fields, escalation contacts, unique system configurations
	Recognize vendor-generated training records, platform certifications, LMS completion records, prior platform use, role-based access or activity reports, documented meaningful use, or targeted test-out when current, role-aligned, and retrievable. Refresh when platform functionality, study configuration, workflow, access requirements, or role responsibilities materially change.






Generic SIV Equivalence Review Fields
	Field
	What to compare

	Prior training source
	Sponsor, CRO, site, vendor, LMS, professional body, or other provider

	Content scope
	Topics covered compared with the accepted generic SIV content map

	Learning objectives
	Whether objectives align with the accepting sponsor/CRO’s core readiness expectations

	Version / date
	Whether the training is current and unaffected by material regulatory, policy, or process changes

	Role relevance
	Whether the training applies to the individual’s assigned study role or delegated responsibilities

	Evidence available
	Completion record, LMS report, certificate, assessment result, or other retrievable evidence

	Gaps / deltas
	Sponsor-specific, protocol-specific, role-specific, or risk-critical items still requiring training

	Decision
	Recognize prior evidence; recognize prior evidence + delta instruction required; targeted verification or test-out; refresher or focused supplement; full training required; escalate for review.

	Review owner / date
	Sponsor/CRO role responsible for the review and date the equivalence decision was made

	Decision record locator
	Where the completed equivalence review or Tool C decision record is stored or retrievable
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