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INTRODUCTION

Contact Force during catheter ablation is a significant parameter for effective and safe lesion creation.
TOCCATA is the first multi-center trial to evaluate the clinical use of real-time tip-to-tissue Contact
Force during irrigated RF catheter ablation (TactiCath®, Endosense, Switzerland).

METHODS

The prospective study had two groups:
A) Right SVT (RSVT) including Atrial Flutter (AFL), AYNRT and WPW

B) Paroxysmal AF (PAF)

Contact Force and catheter positions during ablations were recorded throughout the intervention. Serious
adverse events (SAE) were analyzed for primary study endpoints at 7 day FU for RSVT and at 3 months
for AF. Chronic success was assessed by Holter (24h for RSV'T and 7-day for AF) at 6 and 12 months post
intervention. Re-intervention at any time was counted as a failure.

Operators were required to perform the procedure without adapting their practice to real-time Contact
Force measurements.

Caution: TactiCath® is not available in the US

TOCCATA MULTI-CENTER CLINICAL STUDY: LONG-TERM RESULTS

Irrigated RF ablation catheter with an embedded Contact Force sensor

RESULTS

Toccata's primary endpoints were reached.

Right-sided SVT group AF group
Fnrollment WPW AVNRT AFL PAF
Total: 76 2 13 27 34
Demographics 5/ +/-13 years 60 +/-8 vyears
Device-related SAE O 1 (tamponade)
Procedure-related SAE 1 (sinus bradychardia) 3 (sinus bradychardia, bleeding at
groin, stroke)

lable 1 - Toccata enrollment group and serious adverse events

Contact Force (g)

Patients Procedure 7-day success | 3 month 12 month
success success success

Right SVT 47 39 (93%) 38 (90%) 35/41 (85%) 31/38 (82%)

AF 34 34 (100%) 24/33 (71%) 20/33 (61%)

lable 2 - Patients free of symptomatic recurrences

12 month recurrence rate was respectively 56% and 31% for AF and RSV'T groups, counting as failures
withdrawn patients, reablation and both asymptomatic and symptomatic recurrences.

CONTACT FORCE MEASUREMENTS

Operators were required to perform the procedure without adapting their practice to real Contact Force
measurements.

Patients Number of Average Variability Coef. of
ablations contact force | between variance Intra-
operators operator
Right SV'T 4) 297 13,7 +/-13¢ P<0.0001 74.05
AF 34 1028 17,1 +/-13¢ P<0.0001 12.09

fable 3 - Average Contact Force during RF ablations
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Figure 1 - AF group: Contact Forces during RF ablations per operator (mean, std deviation, min, max)
High variability was also reported in the RSV T group, not represented here.
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Figure 2 - Contact Force during ablations in recurrent and non-recurrent AF groups (median, 25%, 75%, min, max)

A trend between Contact Force applied during ablation procedures and chronic success was identified

CONCLUSION

Toccata demonstrated safe and effective use of the TactiCath RF ablation
catheter with contact force sensor.

Real-time Contact Force measurements showed high variability of contact
forces during ablation, suggesting room for safer and more effective
treatment in the future.

A trend between Contact Force applied during ablation procedures and
chronic success was identified.




