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                                       VA New Jersey Health Care System

                

    Event/Problem Reporting Form 
For reporting within 5 business days of being aware of any event/problem involving or suggesting risks to subjects or others (per the Reporting SOP)) 
	Principal Investigator:
	5 digit MIRB #/: 

	Study Title:



Is this study closed to enrollment of new subjects at this site?  FORMCHECKBOX 
Yes      FORMCHECKBOX 
 No      FORMCHECKBOX 
 NA (N/A if a database or retrospective medical record study) 
Date of Event/Problem:

Did the event/problem occur to a subject enrolled at the VANJHCS?   FORMCHECKBOX 
Yes (on-site)       FORMCHECKBOX 
 No (off-site)
Brief description of event/problem (attach additional pages or supplemental information as necessary):

Corrective action planned or implemented to prevent reoccurrence of the event/problem:
Does the sponsor have a Data Safety Monitoring Board/Committee?   FORMCHECKBOX 
Yes      FORMCHECKBOX 
 No      FORMCHECKBOX 
 NA (not sponsored)
Has the sponsor been notified?   FORMCHECKBOX 
Yes      FORMCHECKBOX 
 No      FORMCHECKBOX 
 NA (not sponsored)

In the judgment of the principal investigator:
Was the event/problem unforeseen or unexpected?   FORMCHECKBOX 
Yes      FORMCHECKBOX 
 No
Does this information indicate that the research procedures now place participants or others at increased risk of harm or discomfort?  FORMCHECKBOX 
Yes      FORMCHECKBOX 
 No
Should the informed consent document be revised? (if yes, submit a revised consent with this form for IRB review) 
 FORMCHECKBOX 
Yes      FORMCHECKBOX 
 No
Should the protocol be revised? (if yes, submit a revised protocol with this form for IRB review)  FORMCHECKBOX 
Yes      FORMCHECKBOX 
 No
Should currently enrolled participants be notified? (if yes, submit a notification with this form for IRB review)  FORMCHECKBOX 
Yes      FORMCHECKBOX 
 No 

	Signature of principal investigator
	
	Date


	FOR IRB USE ONLY

	After Review of The Event/Problem I Recommend:
Please circle one for each statement.

The event/problem is:   serious   /  possibly serious   /   not serious.  
The event/problem is:  anticipated   / unanticipated.  
The event/problem is:   related   /   possibly related   /  probably not related. 
 Please check one of the following.
 FORMCHECKBOX 
 No further action.  

 FORMCHECKBOX 
 Refer to IRB for review to report at the next convened meeting.

 FORMCHECKBOX 
 Request immediate action to protect the rights and welfare of subjects.  Refer to IRB for review.  Chairperson will contact ACOS R&D and Director within 5 business days after determination.  Please check one of the below.
 FORMCHECKBOX 
 Temporarily suspend enrollment.  

 FORMCHECKBOX 
 Temporarily suspend study. 

 FORMCHECKBOX 
  Other (describe)_______________________________________
	 

IRB Reviewer (Printed Name)
 

 

Signature of IRB Reviewer
 

Date of Review
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