Click here for prescribing information and AE reparting.
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Low dose, strong data

Pradaxa® 110 allows for Pradaxa® 110 has a
clinician-led prescribing high standard of safety
based on your patient's and efficacy evidence

A low-dose NOAC
with a specific
reversal agent
bleeding risk
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Pradaxa® 110 allows for
clinician-led prescribing
based on your patient's
bleeding risk

Pradaxa® 110 is the only low-dose non-vitamin K antagonist oral
anticoagulant (NOAC) for stroke prevention in adult patients with
NVAF that can be prescribed based on your own assessment of
your patient’s bleeding risk.™

Pradaxa® 110 provides flexibility to choose the right evidence-based
dose, giving you the confidence to dose reduce in your high bleed
risk NVAF patients.

Renal function should be assessed by calculating the creatinine
clearance (CrCL) prior to initiation of treatment. Pradaxa® is
contraindicated in patients with severe renal impairment (i.e. CrCL
<30mL/min).! Prior to prescribing Pradaxa® please ensure

that you have assessed the patient's risk of stroke, risk of bleeding
and their renal function. These will help you determine the
patient’s suitability for Pradaxa® and the appropriate dose for them.

Recommendations vary for the use of low-dose NOACs
for stroke prevention in adults with NVAF who have one
or more risk factors for stroke

Pradaxa® Apixaban Rivaroxaban Edoxaban
110mg b.d.! 2.5mg b.d.? 15mg o.d.? 30mg o.d.*

May be prescribed in Patient at Patient at Patient at

SEGELTER SRR BTl least two of the following  least one of the following  least one of the following

of bleeding* factors: factors: factors:
Patients who are + Age =80 years * Moderate renal + Creatinine clearance
>80 years old, or are » Body weight =60kg impairment: creatinine 15-50mL/min
receiving concomitant + Serum creatinine clearance 30-49mL/min  + Body weight <60kg
verapamil should be >1.5mag/dL (133 « Severe renal impairment:  « Receiving concomitant
dose reduced micromol/L) creatinine clearance P-glycoprotein inhibitors
15—-29mL/min (ciclospaorin,
Or the following factor: dronedarone,
erythromycin,
« Creatinine clearance ketoconazole)

15-29mL/min’

*Dose reduction should be considered based on your assessment of the patient’s bleeding risk. Examples of
increased bleeding risk may include: patients between 75-80 years, with rmoderate renal impairment (creatinine
clearance 30-50mL/min); with gastritis, cesophagitis or gastroesophageal reflux. For further details of factors
which may increase the bleeding risk please refer to the Summary of Product Characteristics. Pradaxa® is
contraindicated in patients with severe renal impairment {creatinine clearance <30mlbmin).

t Creatinine clearance should be calculated using the Cockcroft-Gault formula to determine dosage adjustments
for MOACS.

Pradaxa® 110 has a high
standard of safety and
efficacy evidence

With a robust safety profile supported by over 6,000 patients
and established efficacy results, Pradaxa® 110 s a low-dose
NOAC with strong data.'*”

Percentage of patients studied on an approved low-dose NOAC
for stroke prevention in NVAF in clinical trials:*>*

Pradaxa® Edoxaban Rivaroxaban Apixaban
110mg b.d. 30mg o.d. 15mg o.d. 2.5mgb.d.
RE-LY ENGAGE AF-TIMI ROCKET-AF ARISTOTLE
(n=6,015/12,091)57 (n=1,784/7,035) (h=1,474/7,131)%0 (n=428/9,120)"
49.7% 25.4% 20.7% 4.7%

fThese patient populations received low-daose treatment following dose reductions based on specific patient cnteria

As the only NOAC to have a similar number of patients with NVAF
studied in both licensed dosing regimens, and with over 6,000
patients-worth of data, Pradaxa® 110 has a well-established and proven
efficacy and safety profile.'>7

In adult patients with NVAF and at risk of stroke or systemic embolism,
Pradaxa® 110mg was non-inferior to warfarin for the prevention of
stroke and systemic embolism (primary outcome), and significantly
reduced the risk of major bleeding (primary safety outcome),
intracranial haemorrhage, and total bleeding vs. warfarin.’»”

Pradaxa® 110 is the only low-dose NOAC for stroke prevention in NVAF

that:

+ 1s clinically proven to show a significant reduction in intracranial
bleeding vs. warfarin®="

« demonstrated a similar risk of major GI bleeding vs. warfarin™=-1

i Rivaroxaban 15mg od. was associated with a similar risk of intracranial bleeding and a significantly higher risk of major Gl
bleeding vs. warfarin'™® No outcomes are available for low-dose apixaban and edoxaban as the studies were not powered to
shicney this, ar results have not been published

A low-dose NOAC that can
be reversed with its own
specific reversal agent

Pradaxa® is the only NOAC with a specific reversal agent, Praxbind®,
for emergency surgery/urgent procedures and life-threatening or
uncontrolled bleeding.

For your patients treated with Pradaxa® 110, Praxbind® offers
reassurance of iImmediate, complete and sustained reversal of the
anticoagulant effects of Pradaxa® when required in

emergency situations.'

As the specific reversal agent for Pradaxa, Praxbind® is on the National
Antidote List and must be available within 1 hour to all Emergency
Departments (i.e. within the hospital)*

Click here for more
information about

Pradaxa® 110 and Praxbind®

Pradaxa™ (150mg and 110mg hard capsules) is indicated for the prevention of stroke and systemic embolism in adult patients with
non-valvular AF, with one or more risk factors, such as prior stroke or transient ischemic attack (TIA) age =75 years; heart failure
IMNYHA Class =II); diabetes mellitus; hypertension,!

Fraxbind® (idaruczumab) 15 a specihc reversal agent for dabigatran and 15 indicated in adult patients treated wiath Pradaxa
[dabigatran etexilate) when rapid reversal of its anticoagulant effects 15 required

« For emergency surgery/urgent procedures
« [n life-threatening or uncontrolled bleeding®

For more information, or to access the current prescriber guide and summary of product charactenstics, please visit
wiww medicines.orguk/emc
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Anticoagulate With Confidence


https://www.boehringerconnect.co.uk/sites/default/files/uk_pradaxa_praxbind_combinedfuem_pi.pdf
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