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Anticoagulation Considerations for 
Choosing a Tissue or Mechanical 

 Non-vitamin K oral anticoagulants are not approved for patients who have mechanical valves1,2

 All major valvular heart disease (VHD) societal guidelines recommend lifelong therapy with 
vitamin K antagonists (VKAs), which, to be successful, require patient education and patient 
adherence to attain and maintain a therapeutic international normalized ratio (INR)1-4

 Vitamin K antagonists may not be appropriate for specifi c patient populations, as shown 
in the tables below

Vitamin K antagonists such as warfarin are the recommended anticoagulation therapy for 
patients who have mechanical valves1

Chronic warfarin therapy may not be 
appropriate for5:

Predictors of nonadherence to VKA 
therapy, such as warfarin, include6-7: 

• Women who are pregnant

• Noncompliant patients

• Patients undergoing or expecting procedures 
with the potential for uncontrolled bleeding

• Patients with lifestyles prone to injury or at
high risk for falls

• Patients with cerebrovascular disease, 
gastrointestinal injury, or severe renal impairment

• Being single

• Education beyond high school

• Being disabled and 55 years of age or older

• Having to adhere to a drug regimen

• Not owning a vehicle for transportation

• Lower level of mental health functioning

• Poor cognitive functioning 

The challenges of lifetime anticoagulant therapy for mechanical valve patients may include1:

more frequent physician visits
monitoring of INR with routine 
blood tests

dietary restrictions medication interactions

lifestyle and activity limitations
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Important Safety Information

Carpentier-Edwards PERIMOUNT Aortic Bioprostheses 

Indications: For use in patients whose aortic valvular disease warrants replacement of their natural or previously placed prosthetic aortic valve. 

Contraindications: Do not use if surgeon believes such would be contrary to the patient’s best interests.

Complications and Side E� ects: Stenosis, regurgitation, endocarditis, hemolysis, thromboembolism, valve thrombosis, nonstructural dysfunction, structural 
valve deterioration, anemia, arrhythmia, hemorrhage, transient ischemic attack/stroke, congestive heart failure, myocardial infarction, angina, any of which 
could lead to reoperation, explantation, permanent disability, and death. 

CAUTION: Federal (USA) law restricts these devices to sale by or on the order of a physician. See instructions for use for full prescribing information.

References
1. Otto CM, Nishimura RA, Bonow RO, et al. 2020 ACC/AHA guideline for the management of patients with valvular heart disease: a report of the American 

College of Cardiology/American Heart Association Joint Committee on Clinical Practice Guidelines. J Am Coll Cardiol. 2021;77(4):e25-e197.
2. Vahanian A, Beyersdorf F, Praz F, et al. 2021 ESC/EACTS Guidelines for the management of valvular heart disease. Eur J Cardiothorac Surg. 2021;60:727-800. 
3. Schein JR, White CM, Nelson WW, Kluger J, Mearns ES, Coleman CI. Vitamin K antagonist use: evidence of the di�  culty of achieving and maintaining target INR 

range and subsequent consequences. Thromb J. 2016;14(1):14.
4. Izumi C, Eishi K, Ashihara K, et al. JCS/JSCS/JATS/JSVS 2020 guidelines on the management of valvular heart disease. Circ J. 2020;84(11):2037-2119.
5. Bristol Myers Squibb. Coumadin (Warfarin Sodium) [package insert]. U.S. Food and Drug Administration website. https://www.accessdata.fda.gov/

drugsatfda_docs/label/2017/009218s118lbl.pdf. Accessed November 4, 2021.
6. Orensky IA, Holdford DA. Predictors of noncompliance with warfarin therapy in an outpatient anticoagulation clinic. 

Pharmacotherapy. 2005;25:1801-1808.
7. Platt AB, Localio AR, Brensinger CM, et al. Risk factors for nonadherence to warfarin: results from the in-range study: risk factors for 

nonadherence to warfarin. Pharmacoepidemiol Drug Saf. 2008;17(9):853-860.

Edwards, Edwards Lifesciences, the stylized E logo, Carpentier-Edwards, Carpentier-Edwards PERIMOUNT, PERI, and PERIMOUNT 
are trademarks or service marks of Edwards Lifesciences Corporation or its a�  liates. All other trademarks are the property of their 
respective owners.

© 2022 Edwards Lifesciences Corporation. All rights reserved. PP--US-6635 v1.0

Edwards Lifesciences • One Edwards Way, Irvine CA 92614 USA • edwards.com

However, tissue valves do not require lifelong anticoagulation1,2,4

United States and EU VHD guidelines recommend implantation of a tissue valve in 
patients who have a desire to avoid anticoagulation therapy, regardless of age.1-2

In addition, all major VHD societal guidelines recommend tissue valves when good-quality 
anticoagulation is unlikely to be achieved, owing to factors such as patient adherence, 
availability, previous major bleeding, comorbidities, unwillingness, lifestyle, and occupation.1,2,4

*Analysis of CoagClinic™ database showing patients outside of the therapeutic range 
with either INR <2 or INR >3. Note that some patients could be represented in multiple 
categories depending on the INR levels achieved over time.
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Figure: Percentage of patients with one or more INR 
values outside the normal therapeutic range*

The 2020 ACC/AHA VHD guidelines recommend 
an INR goal of 3.0 (2.5-3.5) for patients who 
have a mitral mechanical valve and for those 
who have an aortic mechanical valve and higher 
thromboembolic risk. For current-generation 
mechanical valves in the aortic position, an INR 
of 2.5 (2.0-3.0) is recommended. Maintaining a 
stable INR, however, is challenging for patients 
on VKA therapy. When the INR value is above 
the therapeutic range, patients are at a higher 
risk of major bleeding events, and when the INR 
value is below the therapeutic range, patients 
are at a higher risk of thrombotic events, 
such as stroke.

In a retrospective analysis of 9433 patients 
who had been using warfarin for more than 
6 months (for a target INR of 2-3), 90% had 
at least one INR measurement lower than 2 
and approximately 8% to 79% had at least one 
in the range of 3 to 6 or higher (Figure).
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