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METASTATIC HER-2+ BREAST CANCER WITH CURRENT OR PLANNED HER-2 TARGETED

RANDOMIZATION

/

Arm 1:
Carvedilol ab

\

THERAPY INCLUDING TRASTUZUMAB

l

STEP 1 REGISTRATION
Submit ECHO for central read.
Sites will be notified of central e

read results.

l

STEP 2 REGISTRATION/RANDOMIZATION

l

Current beta blocker, ARB, or ACE inhibitor use?

v

Arm 2: REGISTRATION TO
No Intervention 2

Arm 3: Observation ¢
(NON-RANDOMIZED)

l l

. ECHO obtained

within 28 days
prior to Step 1
registration.

. Step 1 registration
. ECHO sent to

S1501 ECHO
Core Lab per
Section 15.2

. Results from

S1501 ECHO
Core Lab sent to
site  within 24
hours of receipt.

CARDIAC DYSFUNCTION ASSESSMENT BY CENTRAL ECHO LAB

l

OFF PROTOCOL

Footnote?2 = HER-2 targeted therapy continuation/discontinuation at the discretion of treating physician.

Footnote?  For patients on Arm 1, carvedilol is reimbursed by the study while the patient is on study for
up to 108 weeks from randomization. Upon removal from study, non-reimbursed carvedilol
continuation is at the discretion of the treating physician.

Footnote¢  Patients already on beta blocker, ARB or ACE inhibitors.
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