SELECTED IMPORTANT SAFETY INFORMATION
Indication

GIAPREZA® (angiotensin ll) increases blood pressure in adults
with septic or other distributive shock.

Contraindications
None.

LI

For distributive shock

including vasoplegia

/GIAPREZA
(angiotensin Il)

injection for intravenous infusion

AN

Rapidly stabilize MAP in a median of 5 minutes.
For septic or other distributive shock, act fast with GIAPREZA®—
the first and only vasopressor designed to regulate RAAS in your patients.

MAP=mean arterial pressure; RAAS=renin-angiotensin-aldosterone system.

Warnings and Precautions

The safety of GIAPREZA was evaluated in 321 adults with septic or other
distributive shock in a randomized, double-blind, placebo-controlled study, ATHOS-3.
There was a higher incidence of arterial and venous thrombotic and thromboembolic
events in patients who received GIAPREZA compared to placebo-treated patients in
the ATHOS-3 study (13% vs. 5%). The major imbalance was in deep venous thromboses.
Use concurrent venous thromboembolism (VTE) prophylaxis.

Please see additional Important Safety Information throughout. Before administering, please see the Full Prescribing Information for GIAPREZA.
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QUICKLY REGULATE RAAS TO IMPROVE PATIENT SURVIVAL

In patients with shock, the RAAS pathway may be disrupted by an ACE deficiency, leading to abnormally high ANG I/Il ratios. This disruption can trap
patients in a potentially fatal cycle.?®Vasoplegia is a type of distributive shock that can occur in up to 27% of patients who undergo cardiopulmonary bypass.*®
In groups with predisposing factors, the rate can be as high as 50%.%1t is characterized by normal to high cardiac output and low systemic vascular resistance
that generally occurs during or within 24 hours of CPB.®

Relative angiotensin Il deficiency (as measured by high levels of renin and angiotensin | to Il ratios during vasoplegia):
 contributes to a reduction of vascular tone, leading to vasodilation and subsequent organ hypoperfusion®?
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This figure is based on post hoc exploratory and animal studies.?'®
ACE=angiotensin-converting enzyme; ACEi=ACE inhibitor; ANG=angiotensin; ARB=angiotensin Il receptor blockers; CPB=cardiopulmonary bypass.

SELECTED IMPORTANT SAFETY INFORMATION
Adverse Reactions
The most common adverse reactions reported in greater than 10% of GIAPREZA-treated patients were thromboembolic events. Adverse reactions occurring

in 24% of patients treated with GIAPREZA and =1.5% more often than placebo-treated patients in the ATHOS-3 study were thromboembolic events (including
deep vein thrombosis), thrombocytopenia, tachycardia, fungal infection, delirium, acidosis, hyperglycemia, and peripheral ischemia.

Please see additional Important Safety Information throughout. Before administering, please see the Full Prescribing Information for GIAPREZA.
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REGULATING RAAS CAN STABILIZE MAP FAST /MGIAPREZA
(angiotensin ll)

injection for intravenous infusion

Sam | 48
Undergoes coronary Admitted for: non-ST-segment elevation
artery bypass grafting myocardial infarction

Not an actual Imaging: indicates triple-vessel disease

Sationt Medical history: hypertension, obesity,

type 2 diabetes mellitus,
and hypercholesterolemia

O min 5 min 10 min 20 min
Post-op MAP MAP drops MAP drops MAP drops After cardiopulmonary
drops to 56 mmHg to 54 mmHg to 53 mmHg to 52 mmHg bypass, for every 10 min of

MAP <55 mmHg, mortality
‘ . . . risk increases by 30%."

A MAP <65 mmHg for

Sam develops Post-operative cardiac Norepinephrine . . .
vasoplegia coming index: 3.3 L/min/m? is titrated to ;goh?rl?altseisg?(siltar:)el((lv:rzg
out of surgery. Hemoglobin: 8.4 g/dL 0.10 mcglk.glmln. regr]\al replacement therapy.'8"
Norepinephrine Vasopressin

is initiated at is initiated at

0.05 mcg/kg/min. 0.04 units/min.

START GIAPREZA® EARLY —rapidly stabilize MAP in a median of 5 minutes.?°

SELECTED IMPORTANT SAFETY INFORMATION
Drug Interactions

Angiotensin converting enzyme (ACE) inhibitors may increase response to GIAPREZA. Angiotensin Il receptor blockers (ARBs) may reduce
response to GIAPREZA.

Please see additional Important Safety Information throughout. Before administering, please see the Full Prescribing Information for GIAPREZA.
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WHEN MAP DROPS, ACT FAST WITH GIAPREZA

The first and only synthetic human ANG Il treatment, designed specifically to regulate RAAS and stabilize MAP fast'
o Initiate GIAPREZA early—survival
O

benefit was greater with lower
vasopressor doses?%”

Regulate RAAS to help increase
survival, reduce catecholamine use,
and shorten days in the ICU2?’

Rapidly achieve and sustain target
MAP in a median of 5 minutes?'

*Exploratory post hoc analysis.?

DON'T WAIT —
GIAPREZA is a catecholamine-sparing agent that can rapidly

stabilize MAP and may help save lives???

Available in a 0.5 mg/mL vial offering flexibility for patient treatment
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IMPORTANT SAFETY INFORMATION

Contraindications
None.

Warnings and Precautions

The safety of GIAPREZA was evaluated in 321 adults with septic or other
distributive shock in a randomized, double-blind, placebo-controlled
study, ATHOS-3. There was a higher incidence of arterial and venous
thrombotic and thromboembolic events in patients who received GIAPREZA
compared to placebo-treated patients in the ATHOS-3 study (13% vs. 5%).
The major imbalance was in deep venous thromboses. Use concurrent venous
thromboembolism (VTE) prophylaxis.

Adverse Reactions

The most common adverse reactions reported in greater than 10% of
GIAPREZA-treated patients were thromboembolic events. Adverse reactions
occurring in 24% of patients treated with GIAPREZA and 21.5% more often
than placebo-treated patients in the ATHOS-3 study were thromboembolic
events (including deep vein thrombosis), thrombocytopenia, tachycardia,
fungal infection, delirium, acidosis, hyperglycemia, and peripheral ischemia.

Drug Interactions

Angiotensin converting enzyme (ACE) inhibitors may increase response to GIAPREZA.
Angiotensin Il receptor blockers (ARBs) may reduce response to GIAPREZA.
You are encouraged to report negative side effects of prescription drugs

to the FDA. To report SUSPECTED ADVERSE REACTIONS, please contact:
La Jolla Pharmaceutical Company U.S. Food and Drug Administration
1-800-651-3861 1-800-FDA-1088
medicalinformation@Iljpc.com www.fda.gov/medwatch

Before administering, please see the Full Prescribing Information

for GIAPREZA.

GIAPREZA® is marketed by Innoviva Specialty Therapeutics, Inc. in
partnership with La Jolla Pharmaceutical Company. ©2024 Innoviva Specialty

Therapeutics™. All rights reserved. R
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