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Report of Unanticipated Problem
Involving Risks to Participants or Others 
Note:  Submit to the IRB within 7 business days of PI or any study personnel becoming aware of the Unanticipated Problem.  

SP Code or IRB #:      
Study Title:      
PI:      
1. Indicate the current local status (check all that apply):
  Open to enrollment
  Enrollment has not begun

  Data / Specimen collection in progress
  Data / Specimens stored for future research

  Intervention with participants in progress

  Data analysis in progress
  Work with biological specimens in progress
  Manuscript in progress; data access needed

  Enrollment suspended by sponsor (explain):       
  Permanently closed to enrollment
  Other (explain):       
2. How many participants are enrolled in this study locally? 
3. Did this involve a local (MCHS) participant or a collaborating institution’s participant where MCRF would be the IRB of Record? 
4. This Unanticipated Problem involving risk meets the applicable category below (see footnotes for complete descriptions): 
Unanticipated Problem Involving Greater than Minimal Risk to Participants or Others
  Series of adverse events
 

  Single adverse event
 

  Single incident, experience or outcome meeting specific criteria

  Changes made without IRB approval to prevent harm

  Complaint by a research participant that involves unanticipated risk
  Breach of confidentiality 

  Interim analysis or publication of results that suggest risk 
  Event requiring prompt reporting 
  Complaint by a research participant that involves unanticipated risk

Unanticipated Problem Involving Not Greater than Minimal Risk to Participants or Other  
  Single incident, experience or outcome meeting specific criteria

  Changes made without IRB approval to prevent harm

  Breach of confidentiality

  Complaint by a research participant that involves unanticipated risk

5. Provide a brief summary of the unanticipated problem:       
6. This Unanticipated Problem occurred:
 Marshfield Clinic Health System (MCHS) site where MCRF IRB is the IRB of Record

      Please indicate which site      
  Collaborating Institution’s site where MCRF IRB is the IRB of Record

      Please indicate which site      
  Multi-Center Research study in which Marshfield Clinic’s role is limited to a participating site
  Sponsor determination of Unanticipated Problem is attached
7. Was this unanticipated problem reported to the IRB within 7 business days of any member of the study team becoming aware of the unanticipated problem?

 Yes
 No (Explain why not):       
8. Is this research federally funded?
 Yes

 No

9. Is this research FDA-regulated?
 Yes

 No

10. Will steps be taken to help prevent this sort of unanticipated problem in the future?

 Yes (explain):       
 No (justify):          
11. Will affected participants be notified of this Unanticipated Problem?

 Yes (explain how and when):       
 No (justify):         
12. Will changes or additions to the IRB application or other documents reviewed/approved by the IRB be initiated as a result of this unanticipated problem?

Yes (Complete a Change or Update to Original Submission form and submit with this Unanticipated Problem Report)

Yes, but changes/additions are not immediately available for submission (Describe the future changes/additions):       

No
13. Will any other action(s) be taken in response to this Unanticipated Problem?       
14. Do you believe the potential benefits of this research continue to equal or outweigh the risks? 
 Yes
 No
SIGNATURE
I have read this completed Unanticipated Problem Report.  I certify that the statements herein and attached are true and complete to the best of my knowledge.

__________________________________________


Signature of Principal Investigator
Date

     
Printed Name of Principal Investigator

A series of unexpected adverse events that: Upon analysis, the sponsor of multi-center research, or the Principal Investigator (PI) for Marshfield Clinic investigator-initiated research, determines were not isolated occurrences, and are significant to the safety, rights and welfare of subjects; or while described in the investigator’s brochure, protocol, or informed consent documents, upon analysis, the sponsor of multi-center research, or the PI for investigator-initiated research, determines are occurring at a greater frequency, or greater severity, than expected.

2 A single adverse event that represents a serious and unexpected adverse event if there is evidence to suggest a causal relationship between drug and adverse event. Some examples are events that are rare in the absence of drug exposure, such as agranulocytosis, hepatic necrosis, or Stevens-Johnson Syndrome.  Sponsor, or local PI, in the case of investigator-initiated research, will have evaluated the event and provided a determination that it reaches the threshold of an Unanticipated Problem.
3 A single incident, experience, or outcome that meets all of the following: Is unexpected or intentional given the research procedures described in the IRB-approved research protocol and related documents including the informed consent document, and given the characteristics of the subject population being studied;  Is related, or possibly related, to participation in the research based upon OHRP guidance.  “Possibly related” means there is a reasonable possibility that the incident, experience, or outcome may have been caused by the procedures involved in the research; 

Suggests that the research places subjects or others at a greater risk of harm, including physical, psychological, economic, or social harm, than the risk previously known or recognized; and Would cause the sponsor of multi-center research or PI for Marshfield Clinic investigator-initiated research to modify the investigator’s brochure, protocol, or informed consent document, or would prompt other action to ensure the protection of human subjects.
4 A single incident, experience, or outcome that meets all of the following: Is unexpected or intentional given the research procedures described in the IRB-approved research protocol and related documents including the informed consent document, and given the characteristics of the subject population being studied;  Is related, or possibly related, to participation in the research based upon OHRP guidance.  “Possibly related” means there is a reasonable possibility that the incident, experience, or outcome may have been caused by the procedures involved in the research; 

Suggests that the research places subjects or others at a greater risk of harm,although not greater than minimal, including physical, psychological, economic, or social harm, than the risk previously known or recognized.
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