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	Use to submit promptly reportable new information

	Contact Information of Person Completing this form:

	Name:
	

	Contact phone:
	
	Contact email:
	

	List the study on which you are reporting problems or issues. If you are reporting problems for more than one study, please contact the IRB office.


	Title of Study: 
	

	Name of Principal Investigator (PI)
	

	IRB ID (if known):
	


This form should be utilized for reporting any of the following problems or issues that arise during the life of a research study. Any of the items listed must be reported to the IRB within 5 days of occurring/discovery.

	Information/Problem Description   
1. New or increased risk

2. Protocol deviation due to the action or inaction of the investigator or research staff

3. Protocol deviation that harmed a subject or placed subject at risk of harm

4. Protocol deviation made without prior IRB approval to eliminate an immediate hazard to a subject

5. Audit, inspection, or inquiry by a federal agency

6. Written reports of federal agencies (e.g., FDA Form 483)

7. Written reports of study monitors

8. Allegation of Noncompliance OR Finding of Noncompliance

9. Unauthorized disclosure of confidential information

10. Unresolved subject complaint

11. Suspension or premature termination by the sponsor, investigator, or institution

12. Incarceration of a subject in a research study not approved to involve prisoners

13. Adverse events or IND safety reports that require a change to the protocol or consent

14. State medical board actions

15. Unanticipated adverse device effect


	1. In the space below, enter the category (from those listed above) that best describes the information.

	

	2. Describe the issue or problem below (e.g., date of occurrence or discovery, time line, cause, actions taken, changes made.)

	

	3. What actions are proposed to be taken, or what changes are proposed to the protocol, consent document, and other documents to protect research participants or others? If none, justify.  

	

	4.    Does the Principal Investigator agree with the information and assessment?
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	For IRB Use ONLY

	1. Decision/Determination: 

	This information represents: (Check all that apply)
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	Unanticipated problem involving risks to subjects or others
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	Serious noncompliance
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	Continuing noncompliance
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	Noncompliance that is neither serious nor continuing
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	Allegation of noncompliance with no basis in fact
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	Suspension or termination of IRB approval
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	None of the above: 

	2. Review Notes: 

	

	3. Reviewer Name & Date:
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