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Report Form

	Report Information:
	Reporter Information:

	Date of this Report:
(dd-mmm-yy)
	Study #:
Text
	IND #:
Number
	CTCAE Version:
Select
	 Last Name:        
   First Name:       
	Text
Text


	
	
	
	
	Street:
	Street Number and Name

	Report Type:
	☐	Initial
	
	
	Is a follow-up report anticipated?
	City:  
	City Name

	
	☐	Follow Up
	#	
	Select yes/no
	State: 
	Two Letter State Code

	
	
	Zip:
	5 Digit Code

	
	
						

	
	
	Email:
	Name@example.com

	
	
	Health Professional?	
	Select yes or no
	Patient Information:
	Occupation:
	Enter your occupation

	Unique Patient ID (Do not use MRN):    Enter Patient ID
	Adverse Event:

	
	Date of Event:   (dd-mmm-yy)

	Age (years):
Numerical Value
	Sex:
Select Sex
	Weight (kg):


	Date PI Notified of Event:   (dd-mmm-yy)

	
	
	
	Outcome Attributed to Serious Adverse Event(s): (Check all that apply)

	Ethnicity:
	☐	Hispanic/ Latino

	☐	Not Hispanic/ Latino



	Race: (Check all that apply)
	☐	Death

	
	☐	American Indian or Alaskan Native
	
	  Date of death:   (dd-mmm-yy)  

	
	☐	Asian
	
	  Date PI informed of death:    (dd-mmm-yy)

	
	☐	Black or African American
	☐	Hospitalization / Date of Hospitalization:   (dd-mmm-yy)

	
	☐	Native Hawaiian or Other Pacific Islander
	
	  ☐ Prolonged Hospitalization / Date of Prolongation:       
         (dd-mmm-yy)

	
	☐	Other
	☐	Other Serious (Important Medical Event)

	
	☐	White
	☐	Required intervention to prevent permanent impairment/damage

	Relevant History, Including Pre-existing Medical Conditions: 
	☐	Disability or Permanent Damage

	    Click here to enter text
	☐	Cognitive Anomaly / Birth Defects

	
	



	Include All Agents That Are Part of the IND and Commercial Products Being Used to Test the Research Hypothesis:



Product #  #,    Name:                    	Dose:                                       	Diagnosis for Use:                                 	Route:                                                         
     Type the name of the product	     Enter Dose	     Click here to enter text	     Select 
    First dose:                                         	    Last dose:                                              	Frequency:                                                       	Action Taken:                                                                                          
     (dd-mmm-yy)	     (dd-mmm-yy)	     Click here to enter frequency	    Select Action	Comment, if “other”

To add more rows: click anywhere inside the table and then on the [image: ] sign on the bottom right of the table.  Added rows cannot be deleted
	List Serious Adverse Event(s)/Problem(s) Reported:















                                                                                                                      


To add more rows: click anywhere inside the table and then on the [image: ] sign on the bottom right of the table.  Added rows cannot be deleted
	 Description of Event(s):

	IMPORTANT - Include the following in your description:
· Chronological summary of the clinical course of the SAE
· Associated signs and symptoms
· Subject's past medical history
· Treatment of SAE
· SAE outcome at time of report

	
Use pick list below to change title of this box to “Initial Description of Events”; add additional description box by clicking anywhere in the table and then on the  in the bottom right. Additional rows are to be used for follow up only; select “Follow up #__ Description of Events” when adding follow up of the event.  PLEASE DO NOT CHANGE THE DESCRIPTION OF PREVIOUSLY REPORTED EVENTS.





	Concomitant Medications and Therapy Dates: (Do not include products used to treat the event)

	Medication Name
	 Dose
	 Frequency
	 Route
	Start Date 



To add more rows: click anywhere inside the table and then on the [image: ] sign on the bottom right of the table.  Added rows cannot be deleted.
	Relevant Tests/Laboratory Data:

	 Name of Test
	 Test Date
	 Result



To add more rows: click anywhere inside the table and then on the [image: ] sign on the bottom right of the table. Added rows cannot be deleted



For CCR Safety Use Only:

Sponsor’s Assessment of SAE #:   #	Date:  (dd-mmm-yy)	
Click here to enter text
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