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Goodwyn Institutional Review Board, Ltd. 
Unanticipated Problem Report 

 
Use this form to report occurrence of any of the events listed below or to describe an event that is (1) unforeseen, and 
(2) indicates an increased risk of harm.  These events may signal unanticipated problems involving subjects or others.  

Submit one unanticipated problem report within 10 days of each reportable event. 
 

Goodwyn IRB Reporting Guidelines are available at http://www.GoodwynIRB.com. 
 

Sponsor:       Protocol #:       

Principal Investigator:       

Contact Person for this report:       

Phone:       Fax:       

Report Date:       Date Sponsor Notified:      Date of Event:       
 
Type of Event: 

Check at least one box in the section below: 
 

   Subject Complaint (i.e. Any complaint from a subject or others relating to an alleged breach of 
subject’s rights, safety or welfare or the integrity of the study) 

   Adverse Audit or Enforcement Action (e.g., Form FDA 483, FDA Warning Letter, Adverse Sponsor 
Audit Results, or Suspension of Medical License)   

   Subject Incarceration (i.e., Subject becomes incarcerated during his/her participation in the study) 

   Failure to obtain IRB approval for change in research activities, including but not limited to, failure to 
obtain IRB approval for recruitment material/activities 

   Failure to control the investigational product (e.g. Loss of study drug, incorrect administration of 
product) 

   Pregnancy of the subject during participation in the study (This may also need to be submitted as an 
adverse event.)  

   Breach of Confidentiality (i.e., Loss of study records or unauthorized disclosure of subject health 
information) 

   Study personnel misconduct that adversely affects the study 

Note: Do NOT check “Other Event” to report an adverse event.  Use the “Adverse Event / Medical Device 
Effect Report” Form to report adverse events. 

   Other event  

 

Describe the circumstances surrounding the event (e.g. time, place, manner, agent, etc.): 
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Assessment: 

You must make the following assessments:  

1. This unanticipated problem resulted in an increased risk to subjects or others:  Yes  No 

2. This unanticipated problem affected the rights, safety or welfare of the subject: Yes  No 

3. This unanticipated problem affected the integrity of the study: Yes  No 

4. Rationale for above selection: Describe the reason(s) you answered as you did above.  What information 
supports your judgment?        

 

 

 

5.  Do you recommend any change to the protocol? 

If yes, please attach recommended changes (marked in the protocol or a detailed summary). 

Yes  No 

6.  Do you recommend any change to the consent document/template? 

If yes, attach the consent changes, marking the changes in the document. 

Yes  No 

7.  Has the sponsor reviewed these recommended changes? Yes  No 

 
Principal Investigator’s Signature 
 
 
       

 
Date:

      
      

Principal Investigator 
 
 
      

Printed Name of Reporter 
  
 

 


