
ABBOTT'S XIENCE™ STENT RECEIVES EUROPEAN APPROVAL FOR
ONE-MONTH DUAL ANTI-PLATELET THERAPY (DAPT) FOR HIGH
BLEEDING RISK PATIENTS
- New shorter duration of dual anti-platelet therapy (DAPT) post XIENCE stent implant provides physicians with
additional options to treat patients at high risk of bleeding
- XIENCE is the most used drug eluting stent in the world, and European approval for shorter DAPT is supported
by two studies that demonstrated safe treatment of stented patients with one-month or three-month use of
DAPT
- Recent data demonstrate XIENCE with short DAPT does not increase cardiac events and reduces severe
bleeding, further confirming the leading safety profile of the XIENCE stent
ABBOTT PARK, Ill., April 6, 2021 /PRNewswire/ -- Abbott (NYSE: ABT) today announced its XIENCE stent has
received CE Mark in Europe for shorter duration of dual anti-platelet therapy (DAPT) – as short as 28 days, the
shortest indication available in the world – for patients with high bleeding risk (HBR). The approval follows recent
results from two studies that demonstrated both one-month or three-month DAPT followed by aspirin
monotherapy is safe in HBR patients and is intended to improve patient outcomes and provide physicians more
options to treat their patients. XIENCE is the most widely used stent worldwide and is the only stent to have
evidence and data for both one-month and three-months DAPT followed by two different types of blood-thinning
medication in HBR patients.
Patients who receive stents are typically on DAPT regimens (aspirin and antiplatelet drugs known as P2Y12
inhibitors to prevent blood clots) for six to 12 months to support vessel healing and prevent clotting from
blocking the stented vessel. However, HBR patients can experience side effects such as bleeding during
prolonged courses of DAPT. Abbott's XIENCE 28 and XIENCE 901 studies show that DAPT can be safely
discontinued early – as short as 28 days – with no increased risk in patient adverse events, further confirming
the industry-leading safety profile of the XIENCE stent.
"The results of the studies examining the XIENCE stent in high bleeding risk patients with shorter durations of
dual anti-platelet therapy were highly consistent – with no increase in cardiac events and significant reduction in
severe bleeding. To see such consistency is important for physicians seeking the best possible outcome for our
patients," says Marco Valgimigli, M.D., Ph.D., deputy chief of CardioCentro Ticino, Lugano, Switzerland and
professor of cardiology at the University of the Italian Switzerland (USI).
The XIENCE 28 and XIENCE 90 clinical trials enrolled more than 3,600 participants from Europe, the Americas
and Asia. The studies monitored two different DAPT durations – one-month and three-months – in exclusively
HBR patients. The results are consistent and conclusive: patients who receive the XIENCE stent with shorter
DAPT durations do not have an increase in cardiac events and showed a reduction in severe bleeding, proving
short DAPT strategies with the XIENCE stent are safe in HBR patients.
"In patients with high bleeding risk, the XIENCE stent has proven that it can ensure patient safety without
compromising efficacy when duration of blood-thinning medications is shortened," says Nick West, M.D., chief
medical officer and divisional vice president of global medical affairs at Abbott's vascular business. "These
findings build on the unrivalled volume of research confirming the XIENCE stent's leading performance across a
range of patient and clinical situations."
For years, the global interventional cardiology community has focused on research and innovation to support
shorter DAPT treatments for patients requiring stents but who may be at a higher risk of bleeding. Abbott has
conducted the clinical research needed to evaluate the safety of the XIENCE stent in patients using a shorter
DAPT duration. These investments in clinical research have built a body of evidence that has impacted what has
long been the standard of care for patients after coronary stenting. The XIENCE stent is used in life-saving
treatments that can help prevent or treat heart attacks and has now consistently been proven safe with short
DAPT strategies for HBR patients. Abbott is also seeking an indication for HBR for the XIENCE stent in the U.S.
About Abbott:
Abbott is a global healthcare leader that helps people live more fully at all stages of life. Our portfolio of life-
changing technologies spans the spectrum of healthcare, with leading businesses and products in diagnostics,
medical devices, nutritionals and branded generic medicines. Our 109,000 colleagues serve people in more than
160 countries.
Connect with us at www.abbott.com, on LinkedIn at www.linkedin.com/company/abbott-/, on Facebook
at www.facebook.com/Abbott and on Twitter @AbbottNews and @AbbottGlobal.
1 https://www.cardiovascular.abbott/int/en/hcp/products/percutaneous-coronary-intervention/xience-
family/xience-trial-results.html
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