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- (R B EBRE O F% E)
2 OO T IL VF(320ms, NID24/30), VT(370ms, NID26, Smart Detection on, Onset
20%, Stability 12%) T 7=,

Parameters - Tachycardia (1st interrogation)
AT/AF interval [ms] 300
Tachycardia detection Enabled
Ventricular detection VT1 VT2 VF

Interval [ms) OFF 370 320
Detection 26 24 out of 30
Redetection counter 26
SMART detection ON
Onset [%] 20
Stability [%] 12
Sustained VT [min]
Forced termination [min)
VT/VF therapy 1st shock 2nd shock 3rd-nth shock
VTl [J1]
VT2 [J] 10 40 6*40)
VF [J] 40 40 6%*40)
ATPs VT1 1. ATP VT1 2. ATP VT2 1. ATP VT2 2. ATP
Attempts 3 6
ATP type Burst Ramp
Number S1 8 8
Add S1 ON ON
R-S1 interval [%] 90 90
S1 decrement [ms] 10
Scan decrement [ms] OFF 10
VF therapy: ATP
ATP type Burst
Number S1 8
R-S1 interval [%)] 85
S1 decrement [ms]
ATP optimization ON
Shock details Individual
Shock details VT1 VT2 VF
Confirmation ON ON
Polarity Alternating Alternating
Waveform Biphasic Biphasic
Shock path RV = Can



Smart Detection (2T SVT & 5Bl & 415137 23, Sinus tachycardia H 202 HISMIHE 23
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SMART Detection

v RYE (sensitivity) 100% 4FEE (Specificity) 94% !
v VT1-VT2ZNTNOSEIAY -0 5 LR]RE
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Constant  No constant
PRchange PR change

Summary of Safety and Effectiveness Data, PMA #P000009, Phylax AV, September 29, 2000.




VT {BBICBE L CULTF DO L D ICEE L=, VI2(350ms, NID26, Smart Detection on).
VT1(370ms, NID28, Smart Detection off),

(EFH%ORTE)

Parameters - Tachycardia

AT/AF interval [ms] 300
Tachycardia detection Enabled
Ventricular detection VTl VT2 VF
Interval [ms) 370 350 320
Detection 28 26 24 out of 30
Redetection counter 28 26
SMART detection OFF ON
onset (%) 20 20
Stability [%] 12 12
Sustained VT [min)
Forced termination [min] 1
VT/VF therapy 1st shock 2nd shock 3rd-nth shock
VT1 )] 10 30 OFF
VT2 () 10 40 4*40)
VF 1] 40 40 6%40)
ATPs VT1 1. ATP VT1 2. ATP VT2 1. ATP VT2 2. ATP
Attempts 10 10 9 3
ATP type Burst Burst Burst Ramp
Number S1 8 8 8 8
Add S1 ON ON ON ON
R-S1 interval [%] 90 80 90 90
S1 decrement [ms]) 10
Scan decrement [ms) OFF OFF OFF 10
VF therapy: ATP
ATP type Burst
Number S1 8
R-S1 Interval [%] 85
S1 decrement [ms]
ATP optimization ON
Shock details Individual
Shock details VT1 VT2 VF
Confirmation ON ON ON
Polarity Alternating Alternating Alternating
Waveform Biphasic Biphasic Biphasic
Shock path RV = Can
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