Word Form Version

DIVISION OF AIDS

Regulatory Compliance Center

Serious Adverse Experience (SAE) Form

Treatment Trials Programs - ACTG, CPCRA & IRP
   Safety Office Phone:  1-800-537-9979

            



Safety Office FAX: 1-800-275-7619


or  

 1-301-897-1709   E-MAIL:  RCCSafetyOffice@tech-res.com

or 
      1-301-897-1710

	SAFETY Office Use Only
	SAE NUMBER
	PROTOCOL NUMBER

	
	     
	     

	
	
	

	_____________________
	Report Received by:
	Mail  FORMCHECKBOX 
      FAX   FORMCHECKBOX 


	Received Date Stamp
	Initial Report   FORMCHECKBOX 

	       Follow-up Report    FORMCHECKBOX 




I confirm that the data provided on this form is accurate and complete.

Physician Signature:___________________________________________________________________


Physician Name Printed:       

Site Report Date:       
        

       
Site Awareness Date:        
              MM/DD/YYYY



                                      MM/DD/YYYY
Site Name:
      





Site Number:       
Completed by:           




Phone Number:       


    (Print Name, Title)

       
E-Mail:       
Patient ID # :       
	
	 FORMCHECKBOX 

	ACTG
	
	 FORMCHECKBOX 

	ACTG
	
	 FORMCHECKBOX 

	ACTG

	
	
	
	
	
	
	
	
	

	
	 FORMCHECKBOX 

	CPCRA
	
	 FORMCHECKBOX 

	CPCRA
	
	 FORMCHECKBOX 

	CPCRA


	
	
	
	
	
	
	
	
	

	Protocol #s:      
	 FORMCHECKBOX 

	IRP
	     
	 FORMCHECKBOX 

	IRP
	     
	 FORMCHECKBOX 

	IRP


	
	 FORMCHECKBOX 

	Days
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	

	
	 FORMCHECKBOX 

	Months
	
	 FORMCHECKBOX 

	Male
	
	 FORMCHECKBOX 

	lb
	
	in
	 FORMCHECKBOX 


	
	
	
	
	
	
	
	
	
	
	
	

	Age:   
	 FORMCHECKBOX 

	Years
	Sex
	 FORMCHECKBOX 

	Female
	Weight:      
	 FORMCHECKBOX 

	kg
	Height:      
	cm
	 FORMCHECKBOX 



1. Check MAIN reason SAE is being reported:

 FORMCHECKBOX 
 Death
 FORMCHECKBOX 
 Cancer diagnosed after receiving study treatment (except AIDS-Associated Malignancies)
 FORMCHECKBOX 
 Congenital anomaly/Birth defect
 FORMCHECKBOX 
 Development of permanent disability/Incapacity

 FORMCHECKBOX 
 SAE meets reporting requirements, but is NOT any category above
 FORMCHECKBOX 
 SAE is considered serious for this patient by the site physician, but is NOT at a reportable level
PID #:      





Report Date:      
          


                                                                                                                                        MM/DD/YYYY

2. Patient required hospitalization in the immediate period after SAE onset:

	
	
	
	
	
	
	
	

	
	
	
	
	

	
	
	
	
	


	Yes
	 FORMCHECKBOX 

	
	No
	 FORMCHECKBOX 

	
	Already Hospitalized
	 FORMCHECKBOX 

	
	Unknown
	 FORMCHECKBOX 



3. Study Treatment Data

Complete the Table below.  List ALL DAIDS protocols in which the patient is enrolled, and include information about ALL Study Drugs used in each protocol.   

	Protocol Number
	Study Drug Name

(List 1 Study Drug

Per Line)
	Dose, Route, Schedule

of Study Drug (s)

at SAE Onset
	Date Study

 Drug First Started (mm/dd/yy)
	Date Study Drug Last Taken (mm/dd/yy)
	Drug Mgmt


	Date of 

Drug Mgmt

(mm/dd/yy)

	     
	1.      
	     
	     
	     
	 
	     

	     
	2.      
	     
	     
	     
	 
	     

	     
	3.      
	     
	     
	     
	 
	     

	     
	4.      
	     
	     
	     
	 
	     

	     
	5.      
	     
	     
	     
	 
	     

	     
	6.      
	     
	     
	     
	 
	     


Drug Management as a result of SAE:

C = Drug Continued Without Change in Dose or Schedule

R = Drug Dose or Schedule Reduced
T = Drug Temporarily Held due to SAE

D = Drug Permanently Discontinued due to SAE

O = Drug Course Completed or Patient Off Drug at SAE Onset
4. Serious Adverse Experience Data 

	Serious Adverse Experience

(Key Word, Diagnosis,

or Cause of Death)
	Toxicity

Grade

of SAE
	Onset Date

(mm/dd/yy)
	Study Week

or

CPCRA

Study Month
	Relationship to Study Drugs 

Listed in Item 3

	
	
	
	
	Drug 1
	Drug 2
	Drug 3
	Drug 4
	Drug 5
	Drug 6

	1.      
	 
	     
	  
	 
	 
	 
	 
	 
	 

	2.      
	 
	     
	  
	 
	 
	 
	 
	 
	 

	3.      
	 
	     
	  
	 
	 
	 
	 
	 
	 


Toxicity Grading Scale


Relationship
1 - Mild





1 - Definitely Related

2 - Moderate




2 - Possibly Related

3 - Severe




3 - Not Related

4 - Life-Threatening



8 - Unable to Judge Relationship

5 - Death

     PID #:      





Report Date:      
          


                                                                                                                                                                   MM/DD/YYYY
5. Laboratory Tests
List Abnormal Lab Results in the Table below OR attach copies of Lab Reports.

       Abnormal Laboratory Results

	Test
	Collection Date
	Abnormal Result
	Site Normal

Range
	Lab Value Previous to 

this SAE
	Collection

Date

	1.      
	     
	     
	     
	     
	     

	2.      
	     
	     
	     
	     
	     

	3.      
	     
	     
	     
	     
	     

	4.      
	     
	     
	     
	     
	     

	5.      
	     
	     
	     
	     
	     

	6.      
	     
	     
	     
	     
	     


6. Diagnostic Tests (Example: MRI, CT Scan, Ultrasound)
List Abnormal Diagnostic Tests in the Table below OR attach copies of the Diagnostic Tests.

	Test
	
Date Performed
	Results/Comments

	1.      
	     
	     

	2.      
	     
	     

	3.      
	     
	     


   Additional Diagnostic Tests Planned:      
7. Concomitant Medications

List concomitant medications being taken at SAE onset OR attach a copy of the current medication profile.  DO NOT list medications used to treat the SAE.

	Drug Name
	Approximate Duration of Use

	1.      
	     

	2.      
	     

	3.      
	     

	4.      
	     

	5.      
	     

	6.      
	     

	7.      
	     

	8.      
	     


     PID #:      





Report Date:      
          


                                                                                                                                                                   MM/DD/YYYY
8. Event Summary (Include clinical history, associated signs and symptoms, alternative etiology, medical management, relevant past medical history, and other contributory factors):

     

Revised SAE Contact Information 6 July 2004
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