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CGCI

e 8 Electromagnets

e Catheter pushing and pulling device
(CISD)

e Console:

¢ 3D electroanatomical system
¢ 2 Joysticks

e Disposables:

¢ Magnetic catheter
¢ Electrode sheath
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CGCI

e 0.14 Tesla

e Magnetic shielding and lenses:

Focused magnetic field
¢15cm3

¢ 25 g force

¢<25gauss at 60 cm

¢ Room shielding not needed
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CGCI Disposables

e Agilis ES sheath (3 electrodes)

e Maxwell catheter
o7TF
¢ Very soft
¢ Magnetic pellet at its tip
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CGCI Console
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CGCI Console
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CGCIl Console

e 3D electroanatomical system (Ensite-NavX)
with embebed CGCI

e EP recording system (EP-Med)
e Fluroscopy (Ziehm)
e ICE
e Auxiliary equipment:
¢ Stimulator
¢ RF generator
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711 ’ Home Search Study Topics Glossary
ClinicalTrials.gov
A service of the U.S. National Institutes of Health [ Search |

Study 1 of 1 for search of: magnetecs
Previous Study Return to Search Results Next Study

Full Text View Tabular View No Study Results Posted Related Studies

Accuracy and Safety Study of the Magnetecs CGCl System for Intracardiac Mapping (RICTAM)

This study is currently recruiting participants.
Verified by Magnetecs Corporation, October 2010

First Received: October 14, 2010 Last Updated: October 15, 2010 History of Changes

Sponsor: | Magnetecs Corporation

Information provided by: | Magnetecs Corporation

Clinical Trials.gov Identifier: | NCT01222156
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RICTAM Trial

e Pts to enroll: 40

e Primary objective: Mapping accuracy
¢ Manual mode
¢ Automatic mode

e Primary safety objective: no SAE

e Inclusion criteria:
¢SVT & VT for ablation
¢ No AF or Ischemic VT
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RICTAM Trial

Preliminary results

e N=19 pts

e Chambers mapped:
¢ RA (9 sites) =9 pts
¢ RV (9 sites) = 6 pts
¢ LA (5 sites) = 5 pts
oLV (5 sites) = 2 pts
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RICTAM Trial
Preliminary results

e Geometrical reconstruction
¢ Better than conventional:
more degrees of freedom, no stretching

e Manual mode site acquisition: 100%

e Automatic mode site acquisition: 95%
¢ Time to target: 16.5 £ 7.3 sec
¢ Accuracy: 2.1 £1.5 mm

e No SAE
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Conclusions

e Focused Magnetic Field &
powerful magnetic catheter

e Electromagnets
¢ Fast response
¢ Servo loop control

e Integrated console for full control of all
EP systems

e Preliminary results: promising
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