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 RAPID 

CONTINUOUS 
CONFIDENT LESION CREATION.

LESION CREATION AT  
THE SPEED OF LIGHT. 

THE HEARTLIGHT X3 SYSTEM 

A NEW LEVEL OF PVI PRECISION.
With direct visualization, titratable energy, and a universal balloon design, HeartLight empowers 
electrophysiologists with new levels of precision and control. 
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CardioFocus® HeartLight® Endoscopic Ablation System
Indication: The HeartLight Endoscopic Ablation System is indicated for the treatment of drug refractory recurrent symptomatic paroxysmal atrial fibrillation Contraindications: 
The HeartLight System should not be used: 1. In patients who have had a ventriculotomy or atriotomy within the preceding four weeks as the recent surgery may increase 
the risk of perforation; 2. In patients with prosthetic valves as the catheter may damage the prosthesis; 3. In patients with an active systemic infection as this may increase 
the risk for cardiac infection; 4. In patients with unstable angina; 5. In patients with an interatrial baffle or patch because the opening could persist and produce an iatrogenic 
atrial shunt following transseptal puncture; 6. In the ventricle because of the danger of catheter entrapment in the chordae tendineae; 7. In patients with conditions where the 
manipulation of the catheter within the heart would be unsafe (for example, presence of intracardiac thrombus and myxoma); 8. In patients with one or more pulmonary vein 
stents. Warnings: Only adequately trained personnel in a fully equipped electrophysiology laboratory should perform cardiac ablation procedures. This device should be 
used only by physicians fully trained in cardiac electrophysiology procedures. Prospective physician operators of the HeartLight Endoscopic Ablation System must complete 
specific training provided by CardioFocus prior to the first clinical procedure. Operation Manual/Instructions for Use – Do not attempt to use the HeartLight System before 
reading and completely understanding the HeartLight Endoscopic Ablation System Operation and Maintenance Manual. Potential Complications: Adverse reaction to 
anesthesia, air embolism, anemia, anxiety, aspiration pneumonia, atrio-esophageal fistula, esophageal ulceration, 
esophageal tear, arteriovenous (AV) fistula, back pain, bleeding from puncture site, blood clot/thromboembolic 
event/deep vein thrombosis, blurred vision or vision changes, bradycardia, bronchitis, bruise, cardiac perforation/
tamponade/tear, cardiopulmonary arrest, chest pain/discomfort/pressure, complete heart block, coronary artery 
spasm, dissection thrombosis, cough, death, diarrhea, dizziness/vertigo, dysphagia, esophago-mediastinal 
fistula, fatigue, fever, headache, hematoma, hemothorax, hemorrhage, hemoptysis, hypertension/hypotension, 
incision site pain/tenderness, infection, major bleeding, myocardial infarction, nausea/vomiting, nerve injury, 
neurological deficits, pain or severe coughing during energy delivery, pericardial effusion, pericarditis, phrenic 
nerve damage leading to diaphragmatic paralysis, phrenic nerve palsy, pneumothorax, pleural effusion, pseudo-
aneurysms, pulmonary edema, pulmonary vein stenosis/occlusion, pyrogenic reaction, scarring, sepsis, shortness 
of breath, stroke/transient ischemic attack (TIA)/cerebrovascular accident, tachyarrhythmia, ulceration, urinary 
infection,wound healing difficulties, valvular damage, vascular complication requiring surgery, vascular damage/
tear, vasovagal reactions.
Refer to the device technical manual for detailed information regarding the procedure, indications, 
contraindications, warnings, precautions, and potential complications/adverse events. For further information, 
please consult the CardioFocus website at: www.cardiofocus.com
Caution: Rx Only Federal Law (USA) restricts this device to sale by or on the order of a physician.
HeartLight is a registered trademark of CardioFocus, Inc.
©2020 CardioFocus, Inc. All rights reserved. 21-5150 Rev. B

IN SIGHT 

ON TARGET 
EMPOWERING CONTROL.
Electrophysiologists treating atrial fibrillation know how important 
procedural control is to patient outcomes. That’s why the HeartLight 
X3 System’s direct anatomic visualization, titratable laser energy, and 
universal balloon design—along with new RAPID mode ablation—make 
it the ultimate PVI tool for atrial fibrillation ablation. 

DIRECT VISUALIZATION   
SEE IT. BELIEVE IT.
With a direct, “catheter-eye’s” view of the anatomy, HeartLight provides unmatched real-time 
assurance that lesions are on target.  

   Full-color endoscopic image enables precise laser energy delivery

   True view of tissue exposure eliminates reliance on tissue contact estimations like force 
sensing technologies

   Endoscopic visualization reduces reliance on 3D maps, fluoroscopy and other surrogate 
visualization methods
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RF Cryo HeartLight X3

Ablation Therapy

Laser Energy Source

Direct Anatomical Visualization

Localized Energy Titration

Electro-anatomical Mapping Independent

Dynamic Capacity to Fit All Anatomies

Capable of 3 Minute PV Isolation

Continuous Axial Lesion Creation

   Product Code Product Description Length (cm) Diameter (F) Quantity

18-5000 HeartLight® X3 Catheter 110 12 5/box

18-3356 HeartLight® Sheath 75 16 5/box

18-1447 HeartLight® Endoscope 300 2 5/box

18-1342 Balloon Fill Media NA NA 5/box

18-4952 HeartLight® X3 Console NA NA 1

*Comparison based on procedure methods outlined in the IDE Pivotal Trials3,4,5



UNIVERSAL BALLOON DESIGN   
EVERY VEIN, EVERY TIME.
The ultra-compliant Excalibur Balloon expands to fit 
a wide range of patient anatomies and optimizes vein 
contact, providing ease of use and control throughout 
the procedure.  

   Maximal circumferential tissue contact empowers 
physicians with choice over lesion positioning and 
enables wide area lesion sets 

   Compliant balloon design helps maintain 
continuous, stable contact throughout cardiac and 
respiratory cycles

CREATE THE LESION 
YOU’VE ALWAYS ENVISIONED.
The HeartLight® X3 System™ introduces a breakthrough mode of ablation—
RAPID mode for continuous, controlled lesion creation.

CONTINUOUS  
CIRCUMFERENTIAL LESION u  
CONTROLLED LESION CREATION. 
The HeartLight X3 System’s new RAPID mode  
enables high-power, short-duration dosing through 
precise, continuous energy delivery. 

 u  Reduce the need for manual overlap of  
individual lesions for more confident isolation 

 u  Full z-axis control for optimal lesion  
location selection 

 u  Potential for less edema creation1
Continuous Circumferential Lesion

TITRATABLE LASER ENERGY u  
MAXIMUM PRECISION. 
HeartLight delivers precise laser energy, enabling 
lesions optimized for variations in anatomy. 

 u  Titratable energy delivery enables isolation 
of veins with six proven, effective manual 
therapies. RAPID mode doses deliver  
therapies consistent with two commonly  
used manual doses 

 u  Allows full rotational and axial energy 
positioning capabilities—in real-time and 
without moving the balloon 

 u  Flexibility to switch between RAPID  
mode and manual point-by-point ablation  
as desired

The HeartLight Excalibur Balloon™ enables clinicians to secure fast, 
stable contact for a wide range of pulmonary veins.

Ultra-compliant Excalibur Balloon 
conforms to any patient anatomy

DYNAMIC RESPONSE™ TECHNOLOGY   
RAPID ANTRAL CONTACT.
Proprietary Dynamic Response technology empowers  
optimal tissue contact and streamlined procedures.  

   Graduated Balloon Remote enables real-time balloon  
sizing for rapid engagement with all pulmonary vein  
sizes and shapes

   Balloon Remote is placed in the physician’s hands,  
providing direct control of sizing Area Ablation2

   Advanced, proprietary balloon filling mechanism  
balances ‘beat-to-beat’ balloon stability with significant 
pulmonary vein conformity

DURABLE FREEDOM FROM AF u  
LONG-TERM EFFECTIVENESS. 

 u  Long-term data from the X3 Pivotal Confirmatory Trial 
found that 71.9 percent of patients treated with the 
HeartLight X3 System were free from atrial fibrillation 
(AFib) twelve months after treatment.2

ESTABLISHING A NEW STANDARD u  
FOR PULMONARY VEIN ISOLATION.
Data demonstrates a safe, efficient procedure that results in durable positive clinical outcomes.

RAPID ENERGY DELIVERY u  
EFFICIENT ISOLATION.  
The HeartLight X3 System’s RAPID mode empowers faster lesion creation—requiring less user manipulation 
and lower overall energy delivery for optimized procedures.* 

7
minute

Fluoroscopy time†
hour

Procedure times†

1
minute

Vein isolation‡

3As few as

* Compared to HeartLight and Excalibur Balloon generations. Overall energy (kJ).
† Average values from Pivotal Confirmatory Study. LA Procedure time excluding 30 minute wait period with the operators out of the learning curve.
‡ The HeartLight X3 System is capable of isolating a pulmonary vein in as few as three minutes.
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