
Appendix B


	                                           SCC QASMC REPORTABLE ADVERSE EVENT FORM                                               (11/12/09)

	HRPO#:

PI:

Protocol Title:

CTCAE version per protocol (circle one):     2.0     3.0

Check type of report below. All reports must include date of initial report.
Initial Report 

Report Date:

1st Follow up Report 

Report Date:

2nd Follow up Report

Report Date:

3rd  Follow up Report

Report Date:


	Pt ID:

Age at time of event: 

Sex:   M   F

Primary Disease Site:

Intervention at time of event  

Course:            Cycle:            Visit:

List all relevant tests including dates and findings. 

If relevant to this event, list medical history and concomitant medications.

 

	Study Intervention 
First Date Administered

Last Date Administered 

Dose

Route

Frequency / Schedule

Modified due to event?

(Y/N)
Discontinued due to event? (Y/N)
A

B

C

D

  

	Event Term (CTCAE)
(list primary event first, followed by 

all other reportable events)
Severity Grade

DLT^ (Y/N)
Start Date  of Event

End Date of Event

Reason(s) Event is Reportable*

Current Status**

Relatedness to Study Intervention 

Assign Attribution for each event***

A

B

C

D

1

2

3

4

^DLT = Dose limiting toxicity  

*Reasons Reportable:  1=fatal; 2=life-threatening; 3=hospitalization; 4=disabling; 5=congenital anomaly; 6= other (specify in description field below).
**Current Status:  O=ongoing; R=recovered; S=sequelae; F=fatal 

***Relatedness:  DEF=definitely; PRO=probably; POS=possible; UNL=unlikely; UNR=unrelated



	Description of Event: 

Summarize events with a) introduction, including patient/study information;  b) main narrative, including dates/description of inciting events, primary event and associated events, and relatedness of events to study intervention; and c) conclusion,  describing whether events resolved or a follow-up report is forthcoming. Note: ALL events should be described using CTCAE terminology and grading (version specified in the protocol). 

EXAMPLE: This is a (age) year-old (sex) with (primary disease) enrolled to protocol (HRPO# xx-xxxx) on __/__/____.  Patient was treated with (list all study interventions) on __/__/____.  On __/__/____, patient (describe primary event, admission/inciting events/ALL reportable events). The following tests/procedures were performed on __/__/____ which revealed (describe findings).  Patient was managed by (describe treatment for event, etc.). Patient’s symptoms (resolved, continued, etc.) on __/__/____.  The investigator felt these events to be (attribution—definitely/probably/possibly/unlikely/unrelated) to protocol therapy.  If unrelated, the investigator felt events to be related to (disease/standard therapy, etc.). Patient/events (resolution – discharged to home, event continues and a follow-up report is forthcoming, etc.).
Date Study Personnel Learned of the Event: ___/___/___

     Report Completed by: _____________________________   Date ___/___/___

Treating MD Signature: ___________________________   Date ___/___/___                PI Signature: _____________________________   Date ___/___/___

             (optional)









(required)
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