[image: image1.jpg]Childgg’s
Memorial
Hospital

Where kids come first’







                    Institutional Review Board

                External Adverse Event Report

Please submit external adverse events that meet the reporting requirements to the IRB within 10 working days of the investigator’s knowledge of the event. Please ensure that you attach a copy of the safety report or adverse event description and block out any identifiers. 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
	      
	  Place of Event
	       
	  Date of Event
	      

	  Briefly Describe 

  the Event 
	      

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



	1.  Did the event occur on a study where CMH is a site?
	
 FORMCHECKBOX 
 YES
 FORMCHECKBOX 
 NO

	2.  Is this a SERIOUS adverse event or does it place subjects or others at a greater risk of physical or psychological harm than was previously known or recognized?
	
 FORMCHECKBOX 
 YES
 FORMCHECKBOX 
 NO

	3.  Is the event RELATED or POSSIBLY RELATED to the research?
	
 FORMCHECKBOX 
 YES
 FORMCHECKBOX 
 NO

	4.  Is this an UNEXPECTED adverse event?
	
 FORMCHECKBOX 
 YES
 FORMCHECKBOX 
 NO


· If you did not answer “YES ” to all four  questions above, do not submit this form.  The IRB will not review the adverse event.  Please provide the sponsor with a copy of our policy regarding external adverse events, which is found on our website.

· If you answered “YES ” to all of the above questions, please continue filling out this form.
	5.  Please provide a summary of the serious adverse event and attach a copy of the safety report from the sponsor. (If this information is included in an attached report, write, “See attached.”)       




III. Recommendations by Investigator and/or Sponsor

	1.  Does the Sponsor (or PI) think that this Serious Adverse Event warrants a temporary suspension of enrollment pending further analysis of the SAE?
	
 FORMCHECKBOX 
 YES
 FORMCHECKBOX 
 NO

	2.  Does the Serious Adverse Event change the risk/benefit ratio?
	
 FORMCHECKBOX 
 YES
 FORMCHECKBOX 
 NO

	3.  Do you recommend a change to the protocol?

If yes, please attach a tracked protocol 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

	4.  Do you recommend a change to the CMH consent/assent 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

	5.  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


Definitions: 

External Adverse Event – an adverse event experienced by a subject enrolled at another institution participating in the clinical trial.  
Serious Adverse Event – any event that is life-threatening; results in death; results in inpatient hospitalization or prolongation of existing hospitalization; results in a persistent or significant disability/incapacity; results in a congenital anomaly/birth defect; or may jeopardize the subject’s health and may require medical or surgical intervention to prevent one of the outcomes listed above. 

Possibly Related Adverse Event – there is a reasonable possibility that the adverse event may have been caused by the procedures/drugs/device involved in the research. 
Unexpected Adverse Event – includes any adverse event occurring in one or more research subject for which the nature, severity, or frequency is not consistent with any of the following: the investigator brochure, package insert, protocol, risk information in the consent form, or the reasonably expected natural history and progression of the underlying disease or condition.
This form must be signed by the Principal Investigator. 

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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