INFORMS/NOTIFIES/REPORTS TO [ONE OF THESE ENTITIES] ON


	THE ENTITY BELOW
	ORCA
	OHRP
	FDA
	RESEARCH SPONSOR
	IRB
	INVESTIGATOR
	VAMC R&D COMMITTEE OR INSTITUTION

	ORCA
	
	1] Compliance issues related to human subject protection at VAMCs

2] Major changes to FWA or IRB membership
	Compliance issues related to human subjects and regulated products at VAMCs
	
	
	
	Compliance issues related to research at VAMCs

	OHRP
	Compliance issues related to human subject protection at VAMCs
	
	Compliance issues related to human subject protection
	
	
	
	Compliance issues related to human subject protection

	FDA
	Compliance issues related to human subjects and regulated products at VAMCs
	Compliance issues related to human subject protection
	
	1] Date FDA receives IND application (21 CFR 312.40)

2] Clinical hold (21 CFR 312.21)

3] Date FDA receives IDE (21 CFR 812.30)

4] Disapproval or withdrawal of IDE (21 CFR 812.30)

5] Because of deliberate or repeated noncompliance or false information, investigator may not receive investigational devices (21 CFR 812.119(b)) 
	1] Because of deliberate or repeated noncompliance or false information, investigator may not receive investigational devices (21 CFR 812.119(b)) 
	1] Because of deliberate or repeated noncompliance or false information, investigator may not receive investigational devices (21 CFR 812.119(b))
	

	RESEARCH SPONSOR
	
	
	1] Drug-related, serious and unanticipated adverse events (21 CFR 312.32)

2]  Significant new information about an investigation (21 CFR 812.40)

3] Any unanticipated adverse device effects (21 CFR 812.150)

4] Withdrawal of IRB approval (21 CFR 812.150)

5] IRB determination of Significant Risk (SR) for a device (21 CFR 812.150)

6] Request that an investigator return a device (21 CFR 812.150)

7] Using investigational device without informed consent (21 CFR 812.150)

8] List of institutions participating in the research (21 CFR 812.150)
	
	1] Significant new findings about an investigation (21 CFR 812.40)

2] Any unanticipated adverse device effect (21 CFR 812.150)

3] Withdrawal of IRB approval (21 CFR 812)

4] Withdrawal of FDA approval (21 CFR 812.150)

5] Request that an investigator return a device (21 CFR 812.150)
	1] Drug-related, serious and unanticipated adverse events (21 CFR 312.32)

2] Any unanticipated adverse device effect (21 CFR 812.150)

3] Withdrawal of IRB approval (21 CFR 812.150)

4] Withdrawal of FDA approval (21 CFR 812.150)
	

	IRB
	1] Any unanticipated problems involving risks to human subjects or others (38 CFR 16.103)

2] Serious or continuing investigator noncompliance (38 CFR 16.103)

3] Suspension or termination of IRB approval (38 CFR 16.103)

4] Written procedures for operation of an IRB (FWA)

5] Education/oversight mechanisms for those involved in research (FWA)
	1] Any unanticipated problems involving risks to human subjects or others (45 CFR 46.103)

2] Serious or continuing investigator noncompliance (45 CFR 46.103)

3] Suspension or termination of IRB approval (45 CFR 46.103)

4] Written procedures for operation of an IRB (FWA)

5] Education/oversight mechanisms for those involved in research (FWA)
	1] Any unanticipated problems involving risks to human subjects or others (21 CFR 56.108)

2] Serious or continuing investigator noncompliance (21 CFR 56.108, 56.113)

3] Suspension or termination of IRB approval (21 CFR 56.108)
	1] Significant Risk (SR) determination (21 CFR 812.66)
	
	1] Suspension (withdrawal) or termination of IRB approval (45 CFR 46.113, 21 CFR 56.113, 56.108, 812.150)

2] Findings or Actions (45 CFR 46.103, 21 CFR 56.108)

3] Decision to approve, require changes or disapprove research activity (45 CFR 46.109, 21 CFR 56.109)

4] Significant Risk (SR) determination for devices (21 CFR 812.66)
	1] Serious or continuing investigator noncompliance (38 CFR 16.109)

2] Suspension or termination of IRB approval (38 CFR 16.103)

3] Findings or Actions (38 CFR 16.103)

4] Decision to approve, require changes or disapprove research activity (38 CFR 16.109)

5] Any unanticipated problems involving risks to human subjects or others (38 CFR 16.103)

	INVESTIGATOR
	
	
	1] Changes or deviations in research plan that may affect scientific soundness or human subjects (21 CFR 812.150)
	1] Any adverse effect caused by or reasonably regarded or probably caused by the drug (21 CFR 312.646)

2] Any unanticipated adverse device effect (21 CFR 812.150)

3] Withdrawal of IRB approval (21 CFR 812.150)

4] Any emergency deviation from investigational plan to protect subject(s) (21 CFR 812.150

5] Using investigational device without getting informed consent (21 CFR 812.150)

6] Changes or deviations in research plan that may affect scientific soundness or human subjects (21 CFR 812.150)
	1] Changes in research activity (45 CFR 46.103, 21 CFR 312.66 & 56.108)

2] All unanticipated problems involving risks to human subjects and others (45 CFR 46.103, 21 CFR 312.66 & 56.108) 

3] Any unanticipated adverse device effect (21 CFR 812.150)

4] Withdrawal of IRB approval (21 CFR 812.150)

5] Any emergency deviation from investigational plan to protect subject(s) (21 CFR 812.150)

6] Using investigational device without getting informed consent (21 CFR 812.150)

7] Emergency use of a test article (21 CFR 56.104)

8] subject unable to give consent before use of test article (21 CFR 50.23)

9] Changes or deviations in research plan that may affect scientific soundness or human subjects (21 CFR 812.150)
	
	

	VAMC R&D COMMITTEE OR INSTITUTION
	1] Compliance issues related to research at VAMCs

2] Major changes to FWA or IRB membership

3] Minor changes to IRB membership
	1] Written procedures for operation of an IRB (FWA)

2] Education and oversight mechanisms for those involved in research (FWA)

3] Minor changes to IRB membership
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