The University of Vermont Committees on Human Research

Unanticipated problem or noncompliance POTENTIALLY INVOLVING RISK TO SUBJECTS OR OTHERS

	CHRMS
	
	CHRBSS
	
	    #
	
	Principal Investigator
	

	Is an external IRB overseeing the conduct of this protocol?
	
	Yes
	
	No

	If yes, has this UAP/Noncompliance been reported to the external IRB?
	
	Yes
	
	No

	

	Protocol Title:


	

	1.  Problem being reported:

	Check the category that applies to the problem or event.

	

	
	1.a. Local Adverse Event (AE) (including death) – both must apply and be checked in order to be reportable

	
	Check here if this a death report

	
	
	Unexpected - Any adverse event occurring in one or more subjects participating in a research protocol, the nature, severity, or frequency of which is not consistent with either:  
· the known foreseeable risk of adverse events associated with the protocol procedures described in the (a)  IRB-approved protocol, any drug or device brochure, and the IRB-approved informed consent, and (b) other relevant sources of information, such as product labeling and packing inserts; or 
· the expected natural progression of any underlying disease, disorder, or condition of the subject(s) experiencing the adverse event and the subject’s predisposing risk factor profile for the adverse event.  

	
	
	

	
	
	

	
	
	Related or possibly related to the subject’s participation in the research - An adverse event is considered to be related if there is a reasonable possibility that the event may have been caused by the protocol or study interventions.  A related event has a strong temporal relationship to the drug, device or intervention, and an alternative etiology is unlikely. Adverse events that are determined to be solely caused by (2) or (3) below would be considered unrelated to participation.  If it cannot be determined whether an event is related, it should be reported as “possibly related.”

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	The vast majority of adverse events occurring in the context of research are expected in light of (1) the known toxicities and side effects of the research procedures; (2)  the expected natural progression of subjects’ underlying diseases; and (3) subjects’ predisposing risk factors.  Thus, most individual adverse events do not meet this criterion for an unanticipated problem and do not need to be reported.

	
	1.b.  Medication or Laboratory Errors administered as part of the research that involved increased risk to subjects

	
	1.c.  Breach of Confidentiality Violation – resulting from disclosure of confidential information or identifiable private information or lost/stolen confidential information (lost laptop, inadvertent email distribution)

	
	

	
	1.d.  Significant Protocol Deviation/Non-compliance – an intentional or unintentional change without IRB approval that deviates from the approved protocol, consent document, study procedures, recruitment process or study materials that has or had the potential to;

	
	

	
	

	
	· Impact subject rights, welfare or safety of present, past or future subject(s);

	
	· Increase the risks and/or decrease the benefit for research subjects

	
	· Compromise the integrity of the study data or;

	
	· Affect the subjects willingness to participate in the study

	
	1.e.   Improper consent process or wrong form – always has potential to increase risk to subjects - report all consent deviations and attach the consent form in question

	
	

	
	1.f.  Complaint – A research-related complaint by a research subject or another person

	
	1.g.  Intentional change to the protocol without IRB approval to eliminate apparent immediate hazard to subject

	
	

	
	

	
	1.h.  Interim findings -  These include Data and Safety Monitoring reports, action letters, report of interim results, device malfunction, or any other finding that indicates an unexpected adverse change to the risks or potential benefits of the research.  Skip to #9, sign form and attach materials.

	
	

	
	

	
	1.i.   Enforcement Action – e.g., an unfavorable audit report; suspension or disqualification of an investigator; FDA Form 483 or Warning Letter).  Skip to #9, sign form and attach materials.

	
	

	
	1.j.  Study Personnel Misconduct – affecting risk to subjects or others

	
	1.k.   Study Personnel – omission of personnel from the approved protocol, when they are conducting research 

	
	1.l. Incarceration of a Research Subject during study participation (required for regulatory purposes, so        additional mandated IRB review can be accomplished in order for the participant to remain in the study).

	
	

	
	1.m. Other – any other problem/event that the PI thinks (or is unsure if it) may represent an unanticipated problem     involving risks to subjects or others.

	
	

	
	Explain below

	
	


	2.  Details of Problem/Event

	
	2.a.  Date of Event

	
	Check    Initial Report
	
	      Or  Follow up Report?
	
	

	
	2.b.  Time of Event, if known
	
	

	
	2.c.  Date PI Became Aware of the Event
	
	

	
	2.d  Subject Identifier (no name please)
	
	


	
	2.e. If death or adverse event, include a detailed description.  If not AE, skip to question 2f.

	
	 

	
	2.e.i.   Provide any relevant  history (if applicable attach discharge summary, lab values, etc)

	
	

	
	2.e.ii.  Provide outcome of subject.

	
	

	
	
	2.e.iii.  Do you feel that the adverse event suggests that the research places subjects or others at a greater risk of physical, psychological, social, or emotional harm than was previously known or recognized? 

	
	
	If yes, explain below.

	
	
	

	
	
	2.e.iv.  Do you feel that the adverse event increases the likely risk or decrease the likely benefit of the study?

	
	
	If yes, explain below.

	
	
	


	
	2.f. For all other problems/events, include an explanation of what happened and why the problem occurred.  

	
	

	
	2.f.i.  Explain potential risk to subject.

	
	

	
	2.f.ii.  Provide outcome of subject.

	
	


	
	2.g. Was the protocol discontinued for this subject?
	
	Yes
	
	No  

	
	2.h. Additional Information about the problem/event. (check and complete the one that applies)

	
	
	Does the problem/event involve a drug or biologic?

	
	
	If yes, name of drug/biologic:
	

	
	
	Date of first dose of study drug
	
	Date of last dose of study drug
	

	
	
	Does the problem/event involve a device?

	
	
	If yes, name of device:
	

	
	
	Date used/implanted:
	
	

	
	
	Other Research Interventions (not drug or device, e.g., questionnaires, mailing)

	
	
	If yes, describe the intervention
	

	
	
	Date intervention performed
	
	

	
	
	

	3.  Other Similar Problems/Events

	
	3.a.  Have there been previous similar problems/events reported here?
	
	Yes
	
	No

	
	3.b.  Are you aware of any similar problems/events reported elsewhere?
	
	Yes
	
	No

	
	If yes to either, provide information below.

	
	

	

	4.  Current Status of Protocol

	
	Open to accrual, no subjects receiving interventions or treatment yet

	
	Open to accrual, subjects are receiving interventions or treatments

	
	Closed to accrual, but subjects are still receiving interventions or treatments

	
	Closed to accrual, no subjects receiving interventions or treatment, follow-up only

	
	Closed to accrual, data analysis only

	
	

	5.  Actions taken as a result of the problem/event

	
	5.a.  What actions were taken to immediately address/correct/resolve the problem/event?

	
	

	
	5.b.  What actions are being implemented to minimize the likelihood of recurrence of the problem/event in the future? 

	
	

	
	5.c.  Are any protocol revisions required?
	
	Yes
	
	No

	
	If yes, explain below, and submit with this report a Request for Modification/Amendment to Approved Protocol form and include a copy of the summary of protocol changes and/or consent with changes highlighted and a consent without the highlighting for IRB approval stamp

	
	

	
	If no, explain why.

	
	

	
	5.d.  Should the consent/assent be modified?
	
	Yes
	
	No

	
	If yes, submit with this report a Request for Modification/Amendment to Approved Protocol form and include a copy of the summary of protocol changes and/or consent with changes highlighted and a consent without the highlighting for IRB approval stamp

	
	If no, explain why.

	
	

	
	5.e.  Is it necessary to inform currently enrolled subjects of this problem/event so that they may consider their 

	
	willingness to continue to participate?
	
	Yes
	
	No

	
	If yes, describe below, and submit with this report a Request for Modification/Amendment to Approved Protocol form and include a copy of the summary of protocol changes and/or consent with changes highlighted and a consent without the highlighting for IRB approval stamp

	
	If no, explain why.

	
	

	
	

	6.  Other Reporting

	6.a. Has a UVM Medical Center SAFE report been filed?
	
	Yes
	
	No
	If yes, attach a copy.

	6.b. Has the Sponsor been notified?
	
	Yes
	
	No
	(via case report or other means?)

	6.c. Has a Medwatch Form been filed with FDA?
	
	Yes
	
	No
	If yes, attach a copy.

	6.d. Is this a CRC or VCC Study?
	
	Yes
	
	No
	If yes, copy report to the appropriate dept.

	6.e. Is this a Gene Therapy Protocol?
	
	Yes
	
	No
	If yes, copy this report to the Institutional Biosafety Committee, Office of Human Research Protection (if applicable), NIH/OBA, and FDA.

	
	
	
	
	
	

	
	
	
	
	
	

	

	6.f. Is any other institutional reporting required? 

    If yes, describe below:
	
	Yes
	
	No  

	
	
	
	
	

	

	
	
	

	7.  Attachments 

      Please check here       
	 
	if there any materials attached either as requested above, or background information that you feel would assist in review of this incident.

	
	
	

	
	
	

	

	8.  Contact

	Who can we contact if we have questions about this report?  Please provide name and phone number.   

	

	

	9.    Principal Investigator Signature 
By signing below, I declare that I have reviewed this report which provides a complete and accurate description of the event and that, upon receipt of the IRB’s review, I will fully and immediately implement any corrective actions as required by the IRB.   

	

	Principal Investigator Signature:
	
	Date
	

	
	
	
	

	
	
	

	10.  Faculty Sponsor (if applicable)

	
	
	

	Signature of Faculty Sponsor
	
	Date
	

	
	
	

	Printed Name
	
	
	


This form must be used for any event or problem that has the potential to impact risks to subjects or others (typically requiring a change in either the protocol or consent). All materials must be submitted electronically to the IRB via InfoEd. Proper security access is needed to make electronic submissions. Visit the � HYPERLINK "https://www.uvm.edu/rpo/infoed_materials/login/" ��Electronic Submission Guide (InfoEd)� page for more information.
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