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	RELYING SITES Reporting 
of New Information 




CONTEXT      

Non-UW sites and researchers whose sites or institutions are relying on the University of Washington (UW) IRB for review are responsible for complying with UW IRB policies and procedures. This document describes the responsibilities for identifying and reporting Reportable New Information (RNI) to the UW IRB. 

RNI reporting is important for ensuring the continued safety, rights, and welfare of research subjects throughout a study. It is required by a combination of federal regulations and UW policies. 
 
REPORTING REQUIREMENTS

Responsibilities of Non-UW sites or researchers relying on the UW IRB:
· Promptly notify the UW lead site researcher team of reportable new information (RNI)
· Provide the UW team with all information it needs to report the RNI to the UW IRB on your behalf
· Comply with any non-UW site requirements for reporting (e.g., notifying the local privacy office of a data breach)
· Implement any IRB-approved corrective and preventative action plan within the specified time

What to report and when. If the event or information does not meet one of the criteria in the table below, it does not need to be reported. 
· If you are unsure whether an event requires reporting, consult with the UW lead site researcher or contact the UW Human Subjects Division (HSD) at hsdreprt@uw.edu or call 206-543-0098 and ask to speak with a member of the Regulatory Affairs team.
· IMPORTANT: The timeframe for reporting begins when the non-UW researcher become aware of the event or new information. 
· For example, if a breach occurs at a relying site, that event must be reported to the UW lead site who in turn must report it to the IRB, all within 24 hours. 
· This means that non-UW relying sites should inform the UW lead team about any reportable event or information as soon as possible, so that the lead team has enough time to meet the reporting timelines described in the table. 

	Information or Event
	When to report *

	Breach (or risk of breach) or loss of subject confidentiality or privacy
	Report within 24 hours

	Inappropriate access or use of protected health information (PHI)
	Report within 24 hours

	Incidental incarceration of a research subject in a study that the IRB has not approved for the inclusion of prisoners and where study activities or data collection will continue while the subject is incarcerated

	Report within 3 business days

	For DOD funded EFICs studies only: All incidental incarceration of a research subject even if study activities and data collection will not occur during the incarceration


	Report within 3 business days

	Unanticipated problem
	Report within 10 business days

	Unanticipated adverse device effect
	Report within 10 business days

	Serious noncompliance
	Report within 10 business days

	Continuing noncompliance
	Report within 10 business days

	Emergency deviation from IRB approved procedures made without IRB review to eliminate an apparent immediate hazard to a subject or others
	Report within 10 business days

	Continuation of research after IRB approval has lapsed, because the procedures are of direct benefit to the individual subjects or withholding the researcher intervention (if any) may increase risks to subjects
	Report within 10 business days

	Complaint from a subject or other person about the study, which cannot be resolved by the research team
	Report within 10 business days

	Audit, inspection, compliance or safety-related inquiry from a federal agency including initial notification of an upcoming audit or inspection
	Report within 10 business days

	Information that indicates a new or increased risk or safety issue (or a decrease in study benefits) (e.g., A publication in the literature indicates an increase in the frequency or magnitude of a previously known risk, or uncovers a new risk; revised IB, package insert, or device manual; changes to FDA-approved labeling; FDA withdrawal, restriction, or modification of marketed approval of a drug, device, or biologic used in a research protocol)
	Report within 10 business days

	Premature suspension or termination of some or all of the research by the sponsor, researcher, or institution
	Report within 10 business days

	All safety monitor or DSMB reports
	Report within 10 business days




ADDITIONAL RESOURCES
SOP RNI Reporting by Researchers
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