HALT-C Trial

Adverse Event Report

Form # 60  Version A: 06/15/2000
SECTION A:
A1. Affix ID Label Here > -
A2. Patientinitials:
SECTION B: ADVERSE EVENT INFORMATION
B1. Event number (assigned sequentially):
B2. Event code: (from Event Code List)
B3. Adverse event description:
B4. Date adverse event began: (MM/DD/YYYY) [
B5. Adverse event status information:
Initials of | Date Adverse Event | Date Adverse Event | Severity | Pattern of Events | Relationship to | Adverse Event Status Treatment / Actions Taken
c Perslotr] Status was Updated Ended Study Meds (Enter up to five codes per log entry)
ompleting - : 1 =none 7 = Pegasys perm. dc'd
Log Entry (MM/DD/YYYY) (Enter date ended, 1=mid 1 = single event 1 = unrelated ! ergerz(c:)tl;/ed, no residual 2 = add’l. therapy 8 = Ribavirin reduced
MM/E(?X/Yqur:(’o?r: c)heck 2 = moderate | 2 = continuous ;2>, = remo_tt;el 2 = resolved with sequelae 3 - add,l' lab tests 9 =_R|paV|r!q temp. d"‘,’
) going 3 = serious 3 = intermittent A = E?c?s;bli 3 = continuing g = gdd . medsd g 11:) = Elbavmn Ze:jm. dc'd
= — Ai i = Fegasys reduce = NOosp. neeae
g - g::tamty 6= I;s%asys temporarily 12 = hosp. prolonged
a b. C. d. e. f. g. h.

/ /

I:' Ongoing

/ /

I:' Ongoing

/ /

I:' Ongoing

- |

/ /

I:' Ongoing

SECTION C: FINAL ADVERSE EVENT INFORMATION

C1. Final event code: (from Event Code List)

C2. Final adverse event description: (if adverse event description is same as in B3., write “same as B3” in this space.)

(if Event Code is the same as when the event started, enter code from B2 here.)
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