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Serious Adverse Event Follow-Up Reporting Form
ID. No.: __ __ - __ __ __  Alpha Code: __ __ __ __ 


NOTE: Complete this form to report a change in status of or new additional information about a previously reported serious adverse event (SAE). Submit supporting documentation to the on-line DREAM document system.
1.
Seq # (from AE Log): ____________ (aeseqg)

2.
a.  MedDRA Code: ____________________ (aecode)

b. Preferred Term:  _______________________ (aeterm)
3.
Was study masking broken since the last report? (srmask)
 FORMCHECKBOX 
0
No

 FORMCHECKBOX 
1 
Yes

4.
Severity (intensity) of Event (aesev)
 FORMCHECKBOX 
0 
No change since the last report
 FORMCHECKBOX 
1 
Mild, little clinical significance (grade 1)

 FORMCHECKBOX 
2
Moderate, causing some limitation; minimal/no intervention required (Grade 2)

 FORMCHECKBOX 
3
Severe (Grade 3)
 FORMCHECKBOX 
4
Life Threatening or Disabling (Grade 4)
 FORMCHECKBOX 
5
Death (Grade 5)

5.
Seriousness of Event (aeserious)
 FORMCHECKBOX 
0
No change since the last report
 FORMCHECKBOX 
1
Non Serious 
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 FORMCHECKBOX 
2
Congenital Anomaly
 FORMCHECKBOX 
3
Hospitalization
 FORMCHECKBOX 
4
Disability

 FORMCHECKBOX 
5
Medically Significant
 FORMCHECKBOX 
6
Life threatening
 FORMCHECKBOX 
7
Death
6.
Is there a reasonable possibility that the study supplement caused the adverse event? (aerel)
 FORMCHECKBOX 
0
No
 FORMCHECKBOX 
1
Yes SHAPE  \* MERGEFORMAT 



7.
Was the study supplement discontinued since the last report? (aeacndis)
 FORMCHECKBOX 
o
No, skip to question 10
 FORMCHECKBOX 
1
Yes
8.
Did the event abate after discontinuation of the study supplement?  (aeabate)
 FORMCHECKBOX 
1
Yes
 FORMCHECKBOX 
0
No
9.
Was the study supplement reintroduced? (aereint)
 FORMCHECKBOX 
1
Yes
 FORMCHECKBOX 
0
No
10.
Was there a change in the concomitant medications taken since the last report? (aeconm)
 FORMCHECKBOX 
0
No/None

 FORMCHECKBOX 
1
Yes
11.
Comments on new relevant medical history e.g., Diagnoses, allergies, previous drug reaction, smoking history, etc. (mhcomment)
Check if any of the following are being submitted to the online document system
 FORMCHECKBOX 
1  Discharge Summary (dsdisc)
 FORMCHECKBOX 
1  Autopsy Report  (dsauto)  

 FORMCHECKBOX 
1  Death Certificate (dscert)
 FORMCHECKBOX 
1  Other reports (dsoth)
12.
Any new Laboratory data available? (lbcomm)
        FORMCHECKBOX 
0 None             FORMCHECKBOX 
1 Yes, copy of reports submitted to the online document system (lbrep)
13.
Outcome of event (aeout)
 FORMCHECKBOX 
0
No change since the last report
 FORMCHECKBOX 
1
Not Recovered
 FORMCHECKBOX 
2
Recovered
 FORMCHECKBOX 
3
Resolved with Sequelae
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 FORMCHECKBOX 
4
Recovering/Resolving
 FORMCHECKBOX 
5
Fatal
[image: image4]
14..
Name of clinician who reviewed this form: (qcrev)

____________________________________________
15.
Signature of clinician who reviewed this form:


____________________________________________
_________________ (qccompdtc1)


Date Signed

16.
Last name of person who completed this form:


__________________________________________________________ (qclname)
17.
Certification number: __ __ __ __ (qcconcert)
18.
Signature of person who completed this form:


____________________________________________
_________________ (qccompdtc2)


Date Signed

Complete a patient death form.





STOP!


Use this form only for Serious AEs.  Report all events on the Adverse Event Log.





6.A.	Does your local IRB require expedited reporting of SAEs with this type of attribution? (aeirb)


			(0 No, skip to question 7


			(1 Yes, answer 6B.





6B.	Date report sent to IRB: (aeirbdt)





	__ __ - __ __ - 201 __   OR     (1	Check if 	Month    Day         Year 				 	NOT yet 


																Sent (aeirbns)








9A. Did the event reappear after reintroduction of the study drug? (aereapp)


			(0 No


			(1 Yes





Update the Concomitant Medication Log





13A.      Resolution Date: (aeoutdt)





				__ __ - __ __ - 201 __


				Month   Day          Year


(aedtunk)


(1		Check if date unknown








13B.      Date of Death: (dsdthdtc)





				__ __ - __ __ - 201 __


				Month   Day          Year












