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Institutional Review Board
Unanticipated Problems Report
Please submit unanticipated problems to the IRB within 10 working days of the investigator’s knowledge of the event. You may send the signed document via one of the following methods: email to irb@childrensmemorial.org, fax to 773-755-6304, hard copy to Box #205, or deliver to the front desk at the Children's Memorial Research Center (2430 N. Halsted).
I. Study Information

	  Protocol Title
	      
	IRB       
Number
	     


	  Principal    Investigator
	      
	  Email
	      

	
	
	  Phone
	      

	  Coordinator or Primary contact
	      
	  Email
	      

	
	
	  Phone
	      


II. Report Information

	  Patient ID or Initials
	      
	  Is the subject still

   enrolled in the study?
	   FORMCHECKBOX 
 YES
       FORMCHECKBOX 
 NO
	  Date of Event
	      

	  Briefly Describe 

  the Event 
	      

	Report Type
	
 FORMCHECKBOX 
  Initial Report
 FORMCHECKBOX 
  Follow-up Report
Report #       



 TYPE OF EVENT
	Please select type of event below.

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

	
 FORMCHECKBOX 
 Adverse Audit or Enforcement Action (e.g., Form FDA 483, FDA Warning Letter, Adverse Sponsor audit results, or Suspension of medical license).  

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

	
 FORMCHECKBOX 
 Failure to obtain IRB approval for change in research activities (i.e., Failure to obtain IRB approval for recruitment activities)

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

	
 FORMCHECKBOX 
 Pregnancy of the participant during participation in the study (This may also need to be submitted as an SAE.)

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

	

	
 FORMCHECKBOX 
 Study personnel misconduct that adversely affects the study

	
 FORMCHECKBOX 
 Other event (please describe):       

	Check all that apply.  Please provide rationale for all checked answers.

	
  FORMCHECKBOX 
 This Unanticipated Problem resulted in an increased risk to participants or others.

	
  FORMCHECKBOX 
 This Unanticipated Problem affected the rights, safety or welfare of the participants.

	
  FORMCHECKBOX 
 This Unanticipated Problem affected the integrity of the study.

	
  FORMCHECKBOX 
 None of the above

	RATIONALE (for above checked boxes):      


	ACTION TAKEN IN response to the Unanticipated Problem (provide additional pages as necessary)

	     


 III. Recommendations by Investigator and/or Sponsor

	Do you recommend a change to the protocol?

If yes, please attach recommended changes.
	
 FORMCHECKBOX 
 YES
 FORMCHECKBOX 
 NO

	Do you recommend a change to the site’s consent form?

If yes, please attach a tracked consent form and sponsor approval if needed.  If the sponsor does not agree with the recommended changes, please include the sponsor’s rationale as to why a change is not necessary.
	
 FORMCHECKBOX 
 YES
 FORMCHECKBOX 
 NO

	Do you recommend a change to the study-wide consent form?

If yes, please attach a tracked consent form and sponsor approval if needed.  If the sponsor does not agree with the recommended changes, please include the sponsor’s rationale as to why a change is not necessary.
	
 FORMCHECKBOX 
 YES
 FORMCHECKBOX 
 NO


​​​​​​​​​​​​​​​​​​​ 

The signature of the Principal Investigator certifies that he/she assures that the information in this form is correct and all procedures performed under the project were conducted in strict accordance with all applicable Federal, State and local regulations and policies regarding the protection of human subjects in research.

​​​​​​​​​​​​​​​​​​_________________________________________________                                              ____________________

Principal Investigator’s Signature
 





Date

_________________________________________________                                                           

Printed Name of Principal Investigator


For IRB Use Only

Review required:       Expedited review 
  Full board review
Return to PI – does not meet reporting requirements
Action:       
Continue study as approved – no changes necessary


Place study on hold pending further review/investigation


Recommend changes in protocol and/or consent document (see comments)


Report to CMH officials and/or FDA: ____/____/____ (Date)


Follow-up report required within 30 days OR ____/____/____ (Date)

Comments: 

Reviewer’s Signature: 



             
Date: ___________________

Reviewer’s Printed Name:  






Date received by CMH IRB:
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