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Acute TactiSense  
Trial Data

TALKING POINTS ON THE 

TRIAL DESCRIPTION:

• The TactiSense investigational device exemption 
(IDE) trial is a prospective, multicenter, single-
arm clinical trial to demonstrate the acute safety and 
effectiveness of the TactiCath™ Contact Force Ablation 
Catheter, Sensor Enabled™ (SE), catheter for the 
treatment of paroxysmal atrial fibrillation. 

THE PRIMARY ENDPOINTS ARE:

–  The rate of device- or procedure-related serious 
adverse events (SAEs) within seven days of the index 
procedure (up to 30 days for specific events).

–  The acute procedural success defined as confirmation 
of entrance block in all pulmonary veins.

– Measured against predefined performance goals.

• The TactiSense trial will follow all patients for  
12 months. At this time, the trial is ongoing and  
patients are in the long-term follow-up period.

• Upon completion of the 12-month endpoint and data 
analysis, there will be another update to the Instructions 
for Use with these results. At this time, the full study 
results will also be published.

ACUTE RESULTS:

SAFETY RESULTS: 
The primary SAE  
rate was 4.7%

STATISTICALLY  
SIGNIFICANTLY LOWER 
than the performance goal  
of 16.2% (p < 0.0001)
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there was anything about the catheter characteristics of 
the TactiCath Contact Force Ablation Catheter, SE, that 
contributed to the fistula.

– No other fistulas have been reported for the 
TactiCath™ Contact Force Ablation Catheter, SE, since 
initial launch in May 2017. Calculated specifically for the 
TactiCath Contact Force Ablation Catheter, SE, to date,  
the A-E fistula rate is approximately 0.0032%2 or 0.3 per 
10,000 patients.

– For reference, the reported rate for the TactiCath™ 
Quartz Contact Force Ablation Catheter was 0.024%, 
dropping to 0.01%, or 1 per 10,000 patients, following 
U.S. market release in 2015 as published by Mansour, et al.3

– These rates are lower when compared with previously 
published data for conventional radio frequency 
(RF) catheters including the Cappato, 2010, worldwide 
survey (0.04%1), the 2017 Heart Rhythm Society (HRS) AF 
Ablation Expert Consensus Statement (0.02% to 0.11%4) 
and the recent European Society of Cardiology (ESC)-
European Heart Rhythm Association (EHRA) Registry 
study (0.03%5).

• The TactiSense IDE met the primary acute safety and 
effectiveness performance goals.

– Safety results: The primary SAE rate was 4.7% — 
statistically significantly lower than the performance 
goal of 16.2% (p < 0.0001).

– The primary effectiveness (acute success) rate was 98% 
— statistically significantly above the performance goal 
of 90% (p = 0.0001).

• Of the SAEs, there was one fistula observed in the trial; 
however, the overall rates of A-E fistula with TactiCath 
Contact Force Ablation Catheter, SE, are extremely 
low, as compared to other published rates. Furthermore, 
the operator noted that the patient’s esophagus was in an 
unusual location that may have contributed to the event.

SAE TALKING POINTS:
• The overall SAE rate in TactiSense was 4.7%, which  

is similar to the worldwide atrial fibrillation (AF) series  
data of 4.54%.1

• The definition used in TOCCASTAR was different, so a 
direct comparison is not possible.

– However, if adjusting the TactiSense rate to be  
device only, similar to TOCCASTAR, the rates are  
1.3% (TactiSense) and 2.0% (TOCCASTAR).

• There was one atrial esophageal (A-E) fistula in the 
TactiSense trial. The fistula was repaired surgically  
and the patient has recovered.

– Upon review of the case data, the operator noted 
that there was an unusual posterior lateral location 
of the esophagus. The operator stated this may have 
contributed to the esophageal injury and did not believe 

TALK TRACK AROUND THE TACTISENSE IDE TRIAL:

0.3 PER 10,000
PEOPLE

A-E FISTULA RATE

• Interestingly, it appears that use of contact force is 
being modified with increasing adoption and operator 
experience, including:

– Potential variation in power settings, as physicians 
reported use of 10–30 W in approximately 59% of cases.

– Generally lower levels of contact force being used, 
aligning with the 2017 HRS Consensus Statement 
suggesting a target range starting as low as 5 grams of 
force.

• While the TOCCASTAR and TactiSense studies are not 
directly comparable, observations in TactiSense included:

– Reduction in RF times.

– Reduction in fluoroscopy times.

• The TactiSense study is ongoing as long-term (12-month) 
data will be collected on all patients.

1.3%

TACTISENSE



Abbott Confidential. Internal use only. Not to be distributed, reproduced or excerpted.

1. Cappato R, Calkins H, Chen SA, Davies W, Lesaka Y, Kalman J, Kim YH, Klein G, Natale A, Packer D, Skanes A, Ambrogi F, Biganzoli E. Updated worldwide 
survey on the methods, efficacy, and safety of catheter ablation for human atrial fibrillation. Circ Arrhythm Electrophysiol. 2010 Feb;3(1):32-8. doi:10.1161/
CIRCEP.109.859116. 

2. Based on sales from May 2017 through December 2018; one reported A-E fistula from the TactiSense IDE trial.

3. Mansour M, Lakkireddy D, Packer D, Day JD, Mahapatra S, Brunner K, Reddy V, Natale A. Safety of Catheter Ablation for Atrial Fibrillation Using Fiber Optic 
Based Contact Force Sensing. Heart Rhythm. 2017 Jul 19. doi: http://www.heartrhythmjournal.com/article/S1547-5271(17)30891-3/fulltext. [Epub ahead of 
print].

4. Calkins H, Hindricks G, Cappato R, et al. 2017 HRS/EHRA/ECAS/APHRS/SOLAECE Expert Consensus Statement on Catheter and Surgical Ablation 
of Atrial Fibrillation. Heart Rhythm. 2017. doi:10.1016/j.hrthm.2017.05.012. Available at: http://www.hrsonline.org/Policy-Payment/Clinical-Guidelines-
Documents/2017-HRS-EHRA-ECAS-APHRS- SOLAECE-Expert-Consensus-Statement-on-Catheter-and-Surgical-Ablation-of-Atrial-Fibrillation.

5. Arbelo E, Brugada J, Lundqvist CB, et al; on the behalf of the ESC-EHRA Atrial Fibrillation Ablation Long-term Registry Investigators. Contemporary 
management of patients undergoing atrial fibrillation ablation: in-hospital and 1-year follow-up findings from the ESC-EHRA atrial fibrillation ablation long-
term registry. Eur Heart J. 2017 Jan 18. doi:10.1093/eurheartj/ehw564. [Epub ahead of print]. 

Abbott 
One St. Jude Medical Dr., St. Paul, MN 55117 USA, Tel: 1 651 756 2000
Abbott.com

Two clinical studies support TCSE. The TOCCASTAR clinical study conducted for the TactiCath™ Set, which also supports the TactiCath™ Quartz Set. These 
clinical data are also applicable to the TactiCath™ Contact Force Ablation Catheter, Sensor Enabled™ as mechanical/functional testing and preclinical studies 
have demonstrated equivalent performance and safety to the TactiCath™ Quartz Contact Force Ablation Catheter. The TactiSense study was conducted to 
demonstrate the acute safety and effectiveness of ablation with the TactiCath™ Contact Force Ablation Catheter, Sensor Enabled™, for the treatment of drug 
refractory recurrent symptomatic paroxysmal atrial fibrillation. 

Rx Only
Indications: The TactiCath™ Quartz Contact Force Ablation Catheter is indicated for use in cardiac electrophysiological mapping and for the treatment of drug 
refractory recurrent symptomatic paroxysmal atrial fibrillation, when used in conjunction with a compatible RF generator and three-dimensional mapping system. 
Contraindications: Do not use for any of the following conditions: certain recent heart surgery; prosthetic valves; active systemic infection; use in coronary 
vasculature; myxoma or intracardiac thrombus, or an interatrial baffle or patch; retrograde trans-aortic approach in patients with aortic valve replacement. 
Warnings: It is important to carefully titrate RF power; too high RF power during ablation may lead to perforation caused by steam pop. Contact force in excess 
of 70 g may not improve the characteristics of lesion formation and may increase the risk for perforation during manipulation of the catheter. Patients undergoing 
septal accessory pathway ablation are at risk for complete AV block which requires the implantation of a permanent pacemaker. Implantable pacemakers and 
implantable cardioverter/defibrillator may be adversely affected by RF current. Always verify the tubing and catheter have been properly cleared of air prior to 
inserting the catheter into the vasculature since entrapped air can cause potential injury or fatality. The temperature data transmitted by the sensor in this catheter 
is representative of the irrigated electrode only and does not provide tissue temperature data. Precautions: The long-term risks of protracted fluoroscopy and 
creation of RF induced lesions have not been established; careful consideration must be given for the use of the device in prepubescent children. When using the 
catheter with conventional EP lab system or with a 3-D navigational system, careful catheter manipulation must be performed, in order to avoid cardiac damage, 
perforation, or tamponade. Always maintain a constant saline irrigation flow to prevent coagulation within the lumen of the catheter. Care should
be taken when ablating near structures such as the sino-atrial and AV nodes. Potential Adverse Events: Potential adverse events include, but are not limited 
to, cardiovascular related complications, including groin hematoma, pericardial effusion and infection. More serious complications are rare, which can include 
damage to the heart or blood vessels; blood clots (which may lead to stroke); tamponade; severe pulmonary vein stenosis; heart attack; esophageal fistula, or death. 
Prior to using these devices, please review the Instructions for Use for a complete listing of indications, contraindications, warnings, precautions, potential adverse 
events and directions for use.
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