VA New York Healthcare System Institutional Review Board
Serious Unanticipated Problem / Serious Unanticipated Adverse Event Report Form

Instructions:  Complete this form for any local Serious Unanticipated Problem involving risk to subjects or others in VA research or a local Serious Adverse Event that is both unanticipated and related to the research.  Report the Problem/Event within 5 business days of Study Staff/Principal Investigator becoming aware of Problem/Event.  Problems/events that do not meet the 5 business day reporting requirement should be reported at continuing review per local SOPs. If you are uncertain whether the event requires expedited reporting, please consult VHA Handbook 1058.01 or contact the Research Office at 212-686-7500 X4455.
	[bookmark: Text31]Principal Investigator:       
	[bookmark: Text32]Date Form Completed:       

	[bookmark: Text33]Title of Protocol:       

	[bookmark: Text34]MIRB Number:       
	[bookmark: Text35]Participant Study ID (no SSN):       

	[bookmark: Text36]Date of Event:       
	[bookmark: Text37]Date Study Team Became Aware of Event:       



[bookmark: Check65]|_| VA NYHHS Study Event (Local)
[bookmark: Check2]|_| Sponsor/Off-site Event (Submit only if required by sponsor or event impacts the safety, rights or welfare of local participants)
1. [bookmark: Text38]Description of Event:       

2. Serious Problem? 

[bookmark: Check66][bookmark: Check67]  |_| No, if Serious Adverse Event, skip to 3     |_| Yes: Check all reasons that apply:
[bookmark: Check68]|_|  Interruption of subject enrollment or other research activity due to concern(s) about the safety, rights, or welfare of human research subjects, research staff, or others
[bookmark: Check69]|_|  Any work-related injury to personnel involved in human research, or any research-related injury to any other person, that requires more than minor medical intervention, requires extended surveillance of the affected individuals, or leads to serious complications or death
[bookmark: Check70]|_|  Any action taken in response to a VA Pharmacy Benefits Management (PBM) Bulletin or Communication
[bookmark: Check71]|_|  A DMC, DSMB, or DSMC report describing a safety problem
[bookmark: Check72]|_|  Sponsor analysis describing a safety problem for which action at the facility level may be warranted   (Note:  Sponsor AE reports lacking meaningful analysis do not constitute “problems”)
[bookmark: Check73]|_|  An unanticipated problem involving substantive harm (or a genuine risk of substantive harm) to the safety, rights or welfare of human subjects, research staff, or others
[bookmark: Check74]|_|  A problem reflecting a deficiency that substantively compromises the effectiveness of VA NYHHS’s human research protection program
[bookmark: Check75]|_|  Any protocol deviation that places one or more subjects at increased risk of harm
[bookmark: Check76]|_|  Any lost or stolen electronic devices used in or for research purposes (laptops, personal digital assistances or other electronic recording devices, etc.)
[bookmark: Check77][bookmark: Text39]|_|  Other:          
3. [bookmark: Check78][bookmark: Check79]Serious Adverse Event?  |_| No      |_| Yes: Check all reasons that apply:
[bookmark: Check80][bookmark: Check81][bookmark: Check82]|_|  Death  	       |_|  Life-threatening event	|_|  Hospitalization (inpatient or prolonged)
[bookmark: Check83][bookmark: Check84]|_|  Persistent or significant disability /incapacity	|_|  Congenital anomaly or birth defect   	
[bookmark: Check85]|_|  Important Medical Event (an event that may jeopardize the subject and may require medical or surgical intervention to prevent one of the other “serious” outcomes)
4. [bookmark: Check86][bookmark: Check87]Unanticipated?  |_|Yes     |_|No:  If event is anticipated, this form does not need to be completed, but event should be recorded on Local Serious Adverse Event and Unanticipated Problems Log and submitted with the next continuing review.

5. [bookmark: Check3][bookmark: Check88][bookmark: Check48][bookmark: Check89][bookmark: Check90][bookmark: Check91]Study related?  |_| No (does not require expedited reporting; do not complete this form)   	|_| Yes:   |_| Definitely related    |_| Probably related

6. [bookmark: Check92][bookmark: Check93]Participant Status? |_| Recovered/Resolved     |_| Not Recovered/Not Resolved
[bookmark: Check94][bookmark: Check95][bookmark: Check96][bookmark: Check97]|_| Recovering/Resolving     |_| Recovered with Sequelae     |_| Death     |_| N/A

7. Have risks to subjects or others changed?
[bookmark: Check98][bookmark: Text40]|_| Yes, please explain:                   
[bookmark: Check99][bookmark: Text41]|_| No, please explain:      
8. Will additional information be given to enrolled subjects?
[bookmark: Check100][bookmark: Check101][bookmark: Text42]|_| No      |_| Yes:  Please explain how and append appropriate documents:      
Note: If the consent requires revisions, no new participants may be enrolled until the revised consent form has been approved.

9. Have you complied with all applicable reporting requirements? (e.g., of the Sponsor and/or FDA)
[bookmark: Check102][bookmark: Check103][bookmark: Check104]|_| Yes   |_| No   |_| Not applicable 
10. Status of research activities. Please check all that apply:
[bookmark: Check105]|_|	No change in research activities
[bookmark: Check106]|_|	All research activities have been temporarily and voluntarily stopped for all subjects
[bookmark: Check107]|_|	Partial voluntary hold on some research activities for all subjects (please detail below)
[bookmark: Check108]|_|	Voluntary hold on new subject enrollment only
11. [bookmark: Text43]Corrective action plan, including plan to prevent recurrence, if applicable:       

12. By submitting this form the Principal Investigator certifies that:
[bookmark: Check109]|_| All necessary information has been assessed and is completed in sufficient detail to facilitate IRB review.
[bookmark: Check110]|_| The risks of the research are minimized to the greatest extent possible.
[bookmark: Check111]|_| The risk-benefit relationship of the research continues to be acceptable.
[bookmark: Check112]|_| The consent form does not require revision. 

|_| The consent form requires revision.  A tracked changes copy and a clean copy of the revised consent are attached.




-------------------------------------------------------------------------------------------------------------------------------
FOR IRB USE ONLY

IRB Reviewer Determination of Problem/Event:

[bookmark: Check33][bookmark: Check113][bookmark: Check34][bookmark: Check114] (
Reminder:
  The IRB Chair must report serious, unanticipated, and related events to the Facility Director in 5 business days.
)|_|  Serious		|_| Not Serious	 
[bookmark: Check115][bookmark: Check35][bookmark: Check116]|_|  Unanticipated	|_| Anticipated			
[bookmark: Check37][bookmark: Check117][bookmark: Check36][bookmark: Check118] (
Reminder:
  This must be reported to the convened IRB, who then must determine whether or not previously enrolled subjects must be notified of the modification and, if so, when such notification must take place and how such notification must be documented.
)|_|  Related		|_| Unrelated
[bookmark: Check40][bookmark: Check119]|_|  The consent form requires revision. 
[bookmark: Check120][bookmark: Check42]|_|  The consent form does not require revision.  
[bookmark: Check121]|_|  The event should be reviewed by the convened IRB.  
[bookmark: Check122]|_|  Immediate action (e.g., suspension, subject notification) is necessary to prevent an immediate hazard to subjects.
[bookmark: Check123]|_|  No immediate action is warranted to prevent an immediate hazard to subjects, but convened IRB review required.
[bookmark: Check124]|_|  The risk-benefit relationship of the research continues to be acceptable.
[bookmark: Check125]|_|  The risk-benefit relationship of the research is not acceptable.
[bookmark: Check126]|_|  If applicable, the additional information provided to subjects is acceptable.
[bookmark: Check127]|_|  If applicable, the additional information provided to subjects is not acceptable.
[bookmark: Text44]Comments:       

[bookmark: Text45][bookmark: _GoBack][bookmark: Text46]IRB Reviewer Name:      				      	         Date:      
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