Medtronic Announces First Patient Treated in TERMINATE AF Clinical Trial
December 3, 2018 9:31 AM ET
Study Will Evaluate Simultaneous Use of Radiofrequency and Cryo Surgical Ablation Devices in Cardiac Surgery Patients
with Atrial Fibrillation
DUBLIN - December 3, 2018 - Medtronic plc (NYSE:MDT) today announced the first patient treated in the
TERMINATE AF trial, a multi-center study evaluating two surgical ablation devices - the Cardioblate(TM) Irrigated RF
(IRF) System and the CryoFlex(TM) Surgical Ablation System - for the treatment of non-paroxysmal (persistent or
longstanding persistent) atrial fibrillation (AF) in patients undergoing open-heart surgical procedures. Following
investigational device exemption (IDE) approval by the U.S. Food and Drug Administration (FDA), the first patient was
treated in the study by the heart team led by Ralph Damiano, M.D., at Washington University School of Medicine in St.
Louis. In the U.S., use for treatment of AF is investigational use only.
During the surgical ablation procedure, surgeons will use the two ablation devices - deploying both "heat" (Cardioblate
Irrigated Radio Frequency ablation) and "cold" (CryoFlex cryoablation) as needed - to make a pattern of lesions in the
heart muscle, which are intended to help the heart to return to its normal rhythm. The investigational procedure will be
conducted to evaluate the treatment of atrial fibrillation in patients during other surgical heart procedures, such as bypass
surgery, heart valve repair or replacement.
"The Terminate AF trial provides a unique opportunity to study the combined use of two surgical ablation technologies to
treat surgical patients who suffer from AF," said Ralph J. Damiano, M.D., chief of the Division of Cardiothoracic Surgery
at Washington University School of Medicine and Barnes Jewish Hospital, and national principal investigator of the
Terminate AF trial. "We anticipate the trial will help us uncover important procedural insights and potentially help
surgeons and heart teams treat more patients with this widespread disease."
An estimated 2.7 - 6.1 million people in the U.S. have AF, which contributes to an increased risk of stroke and an annual
healthcare cost of $6 billion.[1]
The study, which will be conducted at up to 15 centers in the U.S., will evaluate the safety and efficacy of the Cardioblate
iRF and CryoFlex devices in up to 160 patients with a history of non-paroxysmal AF who are undergoing concomitant
cardiac surgery. The primary efficacy endpoint is the absence of AF after the removal of antiarrhythmic drug therapy
(three months post-procedure). Patients will be assessed at one, three, six and 12 months.
"The commencement of the TERMINATE AF trial furthers our continued commitment to cardiac surgery," said John
Mack, vice president and general manager of the Cardiac Surgery business, which is part of the Cardiac and Vascular
Group at Medtronic. "An indication for the surgical treatment of AF would enable physician training and education and
would serve as the basis for ongoing clinical evidence generation."
The Cardioblate Irrigated RF (IRF) and CryoFlex Surgical Ablation Systems received 510(k) clearance from FDA in 2000
and 2004, respectively, with a general indication to ablate cardiac tissue during cardiac surgery. Neither device is FDA
cleared or approved for the treatment of AF.
About Medtronic
Medtronic plc (www.medtronic.com), headquartered in Dublin, Ireland, is among the world's largest medical technology,
services and solutions companies - alleviating pain, restoring health and extending life for millions of people around the
world. Medtronic employs more than 86,000 people worldwide, serving physicians, hospitals and patients in more than
150 countries. The company is focused on collaborating with stakeholders around the world to take healthcare Further,
Together.
Any forward-looking statements are subject to risks and uncertainties such as those described in Medtronic's
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periodic reports on file with the Securities and Exchange Commission. Actual results may differ materially from
anticipated results.
-end-
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https://www.cdc.gov/dhdsp/data_statistics/fact_sheets/fs_atrial_fibrillation.htm
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