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JIN ET AL: INDEPENDENTLY FUNDED

PRIMARY OUTCOME Real-world data analysis

IN TRACRANIAL AND NON-INTRACRANIAL HEMORRHAGE
FOR ELIQUISAND XARELTO**
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FAVORS ELIQUIS FAVORS XARELTO

ELIQUIS increases the risk of bleeding and can cause serious, potentially fatal, bleeding.!

Retrospective, observational analyses are not intended for direct comparison with clinical trials and are designed to evaluate associations among variables;

causality cannot be established in observational analyses.'?
The definitions of hemorrhage, recurrent VTE, follow-up period, and the patient population in AMPLUFY were dillerent than in this analysis.2*

Unlike in AMPLFY, no enoxaparin/warfarin comparator arm was included in this analysis.>*

Other studies (including RCT and RWD analyses) in adult patients comparing ELIQUIS with other DOACs, which may have used different methods, populations, and outcome definitions,

have shown different findings.

*Ay er cohort matching and a Hne-Qay statistical model accounting for death as a competing risk.
"Hazard ratios shown are derived from the Ane-Gay statistical model.

*Jatistical note: relative risk reduction was calculated as (1-HRx100 and is shown where the 95% A did not include 1.
|ICH=intracranial hemorrhage; non-IGH=non-intracranial hemorrhage.

SELECTED IMPORTANT SAFETY INFORMATION
ADVERSE REACTIONS

* The most coommon and most serious adverse reactions reported with ELIQUIS were related to bleeding in adult patients.
TEMPORARY INTERRUPTION FOR SURGERY AND OTHER INTERVENTIONS

* ELIQUIS should be discontinued at least 48 hours prior to elective surgery or invasive procedures with a moderate or high risk of unacceptable or clinically significant bleeding.
ELIQUIS should be discontinued at least 24 hours prior to elective surdery or invasive procedures with a low risk of bleeding or where the bleeding would be noncritical in
location and easily controlled. Bridging anticoadqulation during the 24 to 48 hours after stopping ELIQUIS and prior to the intervention is not generally required. ELIQUIS should

be restarted after the surgical or other procedures as soon as adequate hemostasis has been established.

Please see Important Safety Information throughout and click here for U.S. FULL PRESCRIBING INFORMATION, including Boxed WARNINGS.
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SUMMARY OF JIN ET AL: INDEPENDENTLY FUNDED @ ElquIS
.

Real-world data analysis
FOR PATIENTS WITH VTE y (apmaban )tablets 322,

PRIMARY OUTCOMES FROM A REAL-WORLD DATABASE ANALYS S OF
COMMERCIALLY-INSURED AND MEDICARE ADVANTAGE PATIENTS?

The lardest study comparing effectiveness and safety of ELIQUIS vs XARELTO for commercially insured and Medicare Advantade
patients with DVT/PE

This retrospective, observational real-world database analysis was independently funded by Sanford University. This analysis included 41,830 patients with DVT or PEwho
initiated treatment with BIQUISor XARHTOand met study inclusion and exdusion criteria.

Real-world effectiveness and safety outcomes for ELIQUIS vs XARELTO"

4 N\ [ B 4 )
i Recurrent VTE Intracranial hemorrhage Non-intracranial hemorrhage
HR=0.802 HR=0.785 HR=0.560
[95% CI: 0.651-0.988]" [95% Cl: 0.239-2.580]" [95% Cl: 0.423-0.741]"
20% relative risk reduction? 44% relative risk reduction?
\_ /' J

ELIQUIS increases the risk of bleeding and can cause serious, potentially fatal, bleeding.!

Retrospective, observational analyses are not intended for direct comparison with clinical trials and are designed to evaluate associations among variables;
causality cannot be established in observational analyses.’

The definitions of hemorrhage, recurrent VTE, follow-up period, and the patient population in AMPLFY were dillerent than in this analysis.2*
Other studies (including RCT and RWD analyses) in adult patients comparing ELIQUIS with other DOACs, which may have used

different methods, populations, and outcome definitions, have shown different findings. LIMITATIONS
*Ay er cohort matching and a Hne-Qay statistical model accounting for death as a competing risk.
"Hazard ratios shown are derived from the Fne-Gray statistical model. . . .
*Qatistical note: relative risk reduction was calculated as (1-HR)x100 and is shown where the 95% A did not include 1. Rease click here to review study limitations.

SELECTED IMPORTANT SAFETY INFORMATION

WARNING: (A) PREMATURE DISCONTINUATION OF ELIQUIS INCREASES THE RISK OF THROMBOTIC EVENTS, (B) SPINAL/EPIDURAL HEMATOMA

(A) Premature discontinuation of any oral anticoadqulant, including ELIQUIS, increases the risk of thrombotic events. If anticoaqulation with ELIQUIS is discontinued for a
reason other than pathological bleeding or completion of a course of therapy, consider coverage with another anticoagqulant.

(B) Epidural or spinal hematomas may occur in patients treated with ELIQUIS who are receiving neuraxial anesthesia or underdoing spinal puncture. These hematomas may
result in long-term or permanent paralysis. Consider these risks when scheduling patients for spinal procedures. Factors that can increase the risk of developing epidural or
spinal hematomas in these patients include:

- use of indwelling epidural catheters

- concomitant use of other drugs that affect hemostasis, such as nonsteroidal anti-inflammatory drugs (NSAIDs), platelet inhibitors, other anticoaqulants

- a history of traumatic or repeated epidural or spinal punctures

- a history of spinal deformity or spinal surgery

 optimal timing between the administration of ELIQUIS and neuraxial procedures is not known

Monitor patients frequently for signs and symptoms of neurological impairment. If neurolodgical compromise is noted, urdent treatment is necessary.

Consider the benefits and risks before neuraxial intervention in patients anticoadqulated or to be anticoaqulated.

Please see Important Safety Information throughout and click here for U.S. FULL PRESCRIBING INFORMATION, including Boxed WARNINGS.
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Please see Important Safety Information throughout and click here for U.S. FULL PRESCRIBING INFORMATION, including Boxed WARNINGS.
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