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VA Nebraska Western-Iowa Health Care System
Research Service (151), Omaha, NE  (636)
REPORT OF PROBLEM    


	Principal Investigator (Last, First, M.I., Degree)
[bookmark: Text6]     

	Project Title
     
	Project ID Number
     

	
[bookmark: Text8]Patient Study ID Number       
	 
[bookmark: Check9]Initial     |_|
	
[bookmark: Check8]Follow-up     |_|

	Instructions:  This form is used to report to the IRB the problems that require prompt reporting.  Please reference the IRB SOP Section XV, Item C for a list of the “Problems that Require Prompt Reporting to the IRB and the timeframe for reporting.  


	[bookmark: Text1]1.  Date of the event/problem:     

	2.  Date learned of event/problem:      

	[bookmark: Check4][bookmark: Check5]3.  Site at which event/problem occurred:    |_| Internal     |_| External (Attach a copy of the safety report received)

	[bookmark: Text2]4.  a.  If an Internal Event:  Briefly describe the adverse event, incident, experience or outcome (supplemental information may be attached as necessary):       

     b. If an External Event:  On the attached safety report, highlight or underline the key components of the event and the diagnosis. 

	5.  a.  Does the sponsor of this study have a Data Safety Monitoring Board/Committee?
     |_| Yes     |_| No    |_|  NA (no sponsor)

     b. Has the sponsor been notified?  |_| Yes     |_| No    |_|  NA (no sponsor)

	6.   In the opinion of the principal investigator:

     a. Was the event/problem unforeseen or unexpected?  |_| Yes    |_| No

     b. Does this problem indicate that participants or others are at increased risk of harm?  
     |_| Yes    |_| No

	[bookmark: Text9]7.  As a result of the event/problem, describe any corrective action planned or implemented:       

[bookmark: Check6][bookmark: Check7]     a. Should the consent form be revised?  (If yes, submit a revised consent with this form) |_| Yes  |_| No  |_|NA
     b. Should the protocol be revised?  (If yes, submit a revised protocol with this form)             |_| Yes  |_| No  |_|NA
     c. Should currently enrolled participants be notified?                                 |_| Yes  |_| No  |_|NA
[bookmark: Text7]     d. Other changes:      
    





								 		
Signature of Principal Investigator				Date







***********************************IRB USE ONLY************************************

After review of this event/problem I recommend:

Please circle one for each statement.

The event problem is anticipated / unanticipated.
The event problem is serious / not serious.
The event problem is related or probably related / not related.
Note:  When the reviewer categorizes the event or problem as 1) unanticipated and 2) serious and 3) related or probably related to the research, the IRB Chair must report an Unanticipated SAE or Serious Unanticipated Problem Involving Risks to subjects or others to the Director within 5 business days with a simultaneous copy sent to the ACOS/R and R&D Committee. Refer to IRB SOP Section XV (Process for Utilizing the Report of Problems Form for Internal Events Requiring IRB Reporting) and IRB SOP Section XVI (Procedures to Follow Regarding External Reporting of Reportable Problems).

Please check one of the following:  
|_|  No further action is needed.

|_|  Refer to IRB for review at next convened meeting.

|_|  Request immediate action to protect rights and welfare of subjects.  (e.g., temporarily suspend enrollment, suspend the study, or other _______________________________________________).



										___________________
      Signature of IRB Chair/Qualified IRB Member-Reviewer			Date
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