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REPORTABLE EVENT FORM
                                                                     for
                                Potential Unanticipated Problems or

                     Potential Serious or Continuing Noncompliance

INSTRUCTIONS:  
The study site’s PI or reporting designee decides whether a study-specific incident, experience, or outcome meets the regulatory definition of an unanticipated problem and requires reporting to the NMDP IRB.  If the answers to questions 14, 15, and 16 are all YES, then the incident, experience, or outcome meets the definition of an unanticipated problem and should be reported to the NMDP IRB using this form.
The Signatory Institution or study site PI makes the decision whether an incident, experience, or outcome could meet the definition of serious or continuing noncompliance and requires reporting to the NMDP IRB.  The NMDP IRB’s definition of serious noncompliance is defined in question 17, and continuing noncompliance is defined in question 18.  If the answer to either question 17 or 18 is YES, then the potential noncompliance should be reported to the NMDP IRB using this form.

If the Signatory Institution or study site PI is unsure if the incident, experience, or outcome is a potential unanticipated problem or potential serious or continuing noncompliance, use this form to report the incident, experience, or outcome to the NMDP IRB.
	Study Information


1. Full study title:       
2. Protocol ID:      
3. NMDP IRB Study #:      
	Site Information


4. Principal Investigator at study site relying on the NMDP IRB
      A. Name:       
      B. Institution:      
      C. Phone number:      
      D. Email address:      
5. Institutional Official at site [Person listed as the Signatory Official on your institution’s Federalwide Assurance (FWA) with OHRP]

      A. Name:      
      B. Title:      
      C. Institution:      
      D. Email address:      
6. Person completing this form (Who should the IRB contact with questions about this report?) 
      A. Name:      
      B. Institution:      
      C. Phone number:      
      D. Email address:      
	Notifications


7. Please identify any other entities that have been informed of this incident, experience, or outcome (e.g., NMDP, CIBMTR, BMT CTN DCC, Sponsor, Study Chair, Federal agency, etc.):      
Attach a copy of the notification and any response(s) received from those notified.

**NOTE:  Please keep the NMDP IRB informed of determinations made by the Medical Monitor, DSMB, or other monitoring entity regarding this incident, experience, or outcome.
	Incident Summary 


8. Study participant(s)’ study ID number(s), if the incident, experience, or outcome involved a study participant(s):      
9. Date or period of time when the incident, experience, or outcome occurred:      
10. Date or period of time when the incident, experience, or outcome was identified:      
11. Describe the incident, experience, or outcome:      
12. Describe any action the Principal Investigator or study site has taken, is taking, or is planning to take, to address the incident, experience, or outcome:      
13. If the incident, experience, or outcome involves a protocol deviation, describe the management plan or corrective action that the Principal Investigator or study site has taken, is taking, or is planning to take to prevent the deviation from occurring in the future:      
If this is a preliminary report, and a management plan is not yet available, indicate when the management plan or corrective action will be submitted:       
	Incident Assessment


14. Who is making the assessment for this incident, experience, or outcome?

       FORMCHECKBOX 
 The study site Principal Investigator
 FORMCHECKBOX 
  Other study site personnel:  Provide name and role:       
 FORMCHECKBOX 
  Sponsor/Protocol Team personnel:  Provide name and role:       
 FORMCHECKBOX 
  Other:  Provide name and role:       
15. Has this assessment and report been discussed with the study site Principal Investigator?

       FORMCHECKBOX 
 Yes
       FORMCHECKBOX 
  No:  Explain why not:      
16. Does the person making the assessment assess the incident, experience, or outcome as unexpected (in terms of nature, severity, or frequency) given the research procedures that are described in the protocol-related documents and the characteristics of the subject population being studied?
       FORMCHECKBOX 
 Yes: Describe how the incident, experience, or outcome is unexpected: 
 FORMCHECKBOX 
  No: Explain:  
17. Does person making the assessment assess the incident, experience, or outcome as related or possibly related to participation in the research (i.e., There is a reasonable possibility that the incident, experience, or outcome may have been caused by the procedures involved in the research)?

 FORMCHECKBOX 
 Yes: Describe how the incident, experience, or outcome is related or possibly related to participation in the research:      
 FORMCHECKBOX 
  No: Explain:  
18. Does the person making the assessment assess the incident, experience, or outcome as suggesting that the research places participants or others at a greater risk of harm (including physical, psychological, economic, or social harm) than was previously known or recognized?  

 FORMCHECKBOX 
 Yes: Describe how the incident, experience, or outcome places the study participants or others at a greater risk of harm:      
 FORMCHECKBOX 
  No: Explain:  
19. Noncompliance is failure to comply with laws or regulations governing human subjects research, NMDP human subjects research policies or procedure, or the requirements or determinations of the NMDP IRB.

Serious noncompliance is noncompliance that violates the rights and welfare of research subjects, increases risks to subjects, or compromises the integrity of data.  

Does the person making the assessment assess the incident, experience, or outcome as potential serious noncompliance?
 FORMCHECKBOX 
 Yes: Describe how the incident, experience, or outcome is potential serious noncompliance:      
       FORMCHECKBOX 
  No: Explain:  
20. Continuing noncompliance is a series or pattern of more than one incident of noncompliance that indicates a deficiency in knowledge, ability, or willingness to comply with a law, regulation, or policy governing human subjects research.

Does the person making the assessment assess the incident, experience, or outcome as potential continuing noncompliance?

 FORMCHECKBOX 
 Yes: Describe how the incident, experience, or outcome is potential continuing noncompliance:      
       FORMCHECKBOX 
  No: Explain:  
21. Does the incident, experience, or outcome affect the study participant’s continued participation in the study?

 FORMCHECKBOX 
 Yes: Describe how the study participant’s continued participation in the study is affected:      
       FORMCHECKBOX 
  No

	Signatures


By signing this form the Principal Investigator or the person making the assessment for this incident, experience, or outcome (if other than the investigator) certify that he/she has disclosed to the NMDP IRB all relevant information that might affect the risk to benefit analysis of this study.
______________________________________

___________________

Signature of Principal Investigator at study site

Date

_____________________________________

___________________

Signature of person who made the assessment 

Date

for this incident, experience or outcome



(if other than investigator)
SEND FORM and any applicable attachments to NMDPsIRB@nmdp.org. 
If you have QUESTIONS regarding this form, please contact Christina Jobe at 763-406-8164 or cjobe@nmdp.org. 
NMDP Human Research Protection Program policies and procedures can be found on https://network.bethematchclinical.org.  [image: image1][image: image2][image: image3]
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