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Protocol Violation: Any significant deviation from the protocol that may impact participant safety or affects the integrity of study data. Each protocol violation must be reported to the JRO as Sponsor within 24 hours of becoming aware, via the Redcap JRO Research Incident Reporting online form (as per JRO SOP 9). This Protocol Violation Log must be stored in the Investigator Site File. Appropriate CAPAs must be taken and documented below. 
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Investigator Name: _______________________________________________	Investigator Signature: ____________________________ Date: ______________








