Division of Microbiology and Infectious Diseases

DMID Protocol #_________________

serious adverse event report for Single study Product

PPD SAE HOTLINE 1-800-201-8725

PPD SAE FAX LINE 1-888-488-9697

Site Name/Number  ____________________________ Center Number _____________  Subject Number___________           


Date site aware of event _____________Initial Report Date ______________ Follow-up #___ Report Date______________

Follow-up #___  Date_______________  Follow-up #___  Date_________________ Follow-up #___  Date________________

     1.  Age at onset of SAE ________     Gender:  (  Male  (  Female    Weight: _________  ( lbs./ ( kgs./ ( gms.

3. Study Product Name

Note: If blinded, indicate as such
4. Dose, Route, Schedule of Study Product(s) at SAE Onset
5. Date Study Product First Started 

(DD/MMM/YYYY)
6. Date Study Product Last Taken prior to onset date of this event

(DD/MMM/YYYY)






7. Event

(Keyword or Cause of Death)
8. Onset Date

(DD/MMM/YYYY)
9. Severity

(Complete only one column. Mark only one box in that column.)
10. Relationship

(to Study Product)
11. If  Not Associated

(complete below)


____/_____/____
( Mild

( Moderate

( Severe

( Life-Threatening

( Death
( Grade 1

( Grade 2

( Grade 3

( Grade 4

( Grade 5 

    (Death)
( Not associated

( Associated
Is event related to:

( study procedure?

specify_____________

( other condition/

  illness?

specify_____________

( other drug?

specify_____________

( other?

specify_____________

12. Study Product Status:  Due to event dose was:   ( Increased    (  Reduced    ( Unchanged    (  Permanently Discontinued   (  Temporarily Withheld  (  Not applicable for one time dose  ( Other, specify: _________________ 



13. Outcome of Event is (choose only one):

(   Ongoing   

(  Resolved without sequelae Date ____/_____/_____  (DD/MMM/YYYY)     

(  Resolved with sequelae      Date _____/____/______  (DD/MMM/YYYY)                                            

             State sequelae: __________________________________________ 

(  Death     Date of Death: ____/_____/____(DD/MMM/YYYY)

                         Autopsy:       ( Not Done       ( Done (Provide Report)      ( Planned       ( Status Unknown

List Relevant Lab/Diagnostic results below OR attach copies of the results.
14. Relevant Laboratory Tests    ( No relevant laboratory tests  OR   

                                          ( Pending specify test:__________________________________________
Test
Collection Date

(DD/MMM/YYYY)
Result
Site Normal Range
Collection Date of test previous to this SAE
Result of test previous to this SAE





























15. Relevant Diagnostic Tests (EX: MRI, CT Scan, Ultrasound)   ( No relevant diagnostic tests  OR

                 ( Pending specify test: ___________________________________________________
Test
Date Performed

(DD/MMM/YYYY)
Results/Comments













16. CONCOMITANT MEDICATIONS ( No relevant concomitant medications

List relevant concomitant medications the subject was taking up to 1 month prior to SAE onset.
Medication
Start Date DD/MMM/YYYY
Stop Date

DD/MMM/YYYY
Total Daily Dose
Indication
Suspect

1.


__________________( Unknown?

( Yes

(  No

2.  


__________________( Unknown?

( Yes

(  No

3.


__________________( Unknown?

( Yes

(  No

4.


__________________( Unknown?

( Yes

(  No

5.


__________________( Unknown?

( Yes

(  No

6.


__________________( Unknown?

( Yes

(  No

17. EVENT SUMMARY 

(Include chronological details of event, associated signs and symptoms, alternative etiologies including concomitant medications suspected, medical management and relevant past medical history below, or attach summary. Use the example provided in the SAE Recording and Reporting Guidelines and include all information. Attach additional pages if needed.)

___________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________

























Completed by (signature): _________________   Completed by (print): ________________   Date: ___/___/____





Investigator(signature):   __________________    Investigator (print): _________________   Date: ___/___/____














1  (  lbs.


2  (  kg.





2. Please indicate SAE category from the following choices (all that apply):


(   Death							(   Result in Congenital Anomaly


(   Immediately Life-threatening				(   Serious as assessed by the Investigator


(   Persistent/Significant Disability/Incapacity			(   Hospitalization/Prolonged Hospitalization	


(   Other, specify: ______________________

















Date (DD/MMM/YYYY) Submitted or Faxed To:	


Initial report:						     Follow-up report:


( PPD_____ /_____ / ______	( N/A  	     ( PPD_____ /_____ / ______	( N/A	


( IRB	 _____ / _____ / ______	( N/A	                 ( IRB _____ / _____ / ______	( N/A


( Data Center _____ / _____ / _____( N/A                ( Data Center _____ / _____ / ______( N/A	


( Other _____ / ______ / _____	( N/A	                 ( Other _____ / ______ / _____	( N/A


           specify:_____________________			            specify:_____________________
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