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Event Start Date*:             /              /         Event End Date:             /               /
             Month         Day            Year  


        Month         Day            Year
Date Reported*:               /              /            


             Month         Day            Year  

Death Date:                        /              /     
(If applicable)  
             Month         Day            Year  

Did the SAE occur at your site or at a site for which the PI is responsible?  FORMCHECKBOX 
 Yes      FORMCHECKBOX 
 No

SAE Description/Narrative:


Treating Physician Comments: (if applicable)

	PI Comments:



	Protocol Attribution (next page)

	

	Outcome*: (check one)
 FORMCHECKBOX 
  Fatal/Died

 FORMCHECKBOX 
  Intervention for AE Continuing 

 FORMCHECKBOX 
  Not Recovered/Not Resolved


	 FORMCHECKBOX 
  Recovered/Resolved with Sequelae

 FORMCHECKBOX 
  Recovered/Resolved without Sequelae

 FORMCHECKBOX 
  Recovering/Resolving


Consent Form Change Required?   FORMCHECKBOX 
 Yes      FORMCHECKBOX 
 No

SAE Classification: (select all that apply)
	 FORMCHECKBOX 

	Fatal (resulted in death)

	 FORMCHECKBOX 

	A life-threatening occurrence

	 FORMCHECKBOX 

	Requires inpatient hospitalization or prolongation of existing hospitalization

	 FORMCHECKBOX 

	Results in persistent or significant disability/incapacity

	 FORMCHECKBOX 

	Results in congenital anomaly/birth defect

	 FORMCHECKBOX 

	A significant medical incident that, based upon appropriate medical judgment, may jeopardize the subject and require medical or surgical intervention to prevent one of the outcomes listed above.

	 FORMCHECKBOX 

	Loss of confidentiality that results in criminal or civil liability for participation or damage to financial standing, employability, insurability or reputation of the participant
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Report to the IRB:  FORMCHECKBOX 
 Immediately       FORMCHECKBOX 
 Next Continuing Review       FORMCHECKBOX 
 Not Applicable
Course Start Date (Enter date that course of treatment was initiated, if applicable)
Category*: [refer to the Safety Profiler website to search the Category and Toxicity of the SAE symptom reported: http://safetyprofiler-ctep.nci.nih.gov/CTC/CTC.aspx] 


AE Details*:


Grade/Severity*: (check one)
	 FORMCHECKBOX 

	1 - Mild

	 FORMCHECKBOX 

	2 - Moderate

	 FORMCHECKBOX 

	3 - Severe

	 FORMCHECKBOX 

	4 - Life Threatening

	 FORMCHECKBOX 

	5 – Death (Fatal)


Unexpected*?   FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No        Dose Limiting Toxicity (DLT)?   FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No    FORMCHECKBOX 
 Not Applicable
Action Taken: (RE: Study Procedure)          Therapy: 

    Protocol Attribution*: 
(check one)





(check one) 


(check one)
	 FORMCHECKBOX 

	Dose Reduced
	 FORMCHECKBOX 

	None
	 FORMCHECKBOX 

	Definite

	 FORMCHECKBOX 

	Dose Interrupted, then Reduced
	 FORMCHECKBOX 

	Supportive
	 FORMCHECKBOX 

	Probable

	 FORMCHECKBOX 

	None
	 FORMCHECKBOX 

	Symptomatic
	 FORMCHECKBOX 

	Possible

	 FORMCHECKBOX 

	Regimen Interrupted
	 FORMCHECKBOX 

	Vigorous Supportive
	 FORMCHECKBOX 

	Unlikely

	 FORMCHECKBOX 

	Therapy discontinued
	
	
	 FORMCHECKBOX 

	Unrelated

	 FORMCHECKBOX 

	Not Applicable (leave blank)
	
	
	
	


Detailed Attribution: (check one)
	 FORMCHECKBOX 

	Disease/Condition
	Specify: 

	 FORMCHECKBOX 

	Investigational Treatment
	Specify:

	 FORMCHECKBOX 

	Non-investigational Treatment
	Specify:

	 FORMCHECKBOX 

	Other 
	Specify:



Principal Investigator Signature: 






  Date: 




Reported to the


OC By*:








Version Date: January 26, 2016


