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If yes, specify below.Has the subject experienced any adverse events? No
ADVERSE EVENT RECORD

2

3

4

5

6

7

8

9

Severity* Action
Taken

Relation to
Study Drug Outcome

Serious?
(check if
“yes”)

1

YearMonthDay Day Month Year

Is another Adverse Event form required? Yes No

InitialsSubjectSite

Page 31
866-449

Adverse Event
(including all clinically
signifi cant changes in

Lab, AE and PE)

Start Date Stop Date (If yes,
fill out
SAE
Saver
Form)

1. Recovered
2. Recovered with
    sequelae
3. AE/Adverse
    Drug Reaction
   still present
4. Death
5. Unknown

1. Definitely
    Related
2. Probable
3. Possible
4. Unlikely
5. Unrelated

List any that apply:
1. None
2. Medication
    Required
3. Hospitalization
    Required or
    Prolonged
4. Other (specify)

1. None
2. Discontinued
    Permanently
3. Reduced
4. Interrupted

1. Mild
2. Moderate
3. Severe

Treatment

 * Do not record the severity for lab adverse events.
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