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REFERENCES :

1.During Pleasure-S Clinical Study, 99% of clinical evaluation investigators concluded that BEFLEX leads had either “equal”, “better’
or“the best”x-ray visibility of the lead body in the atrium when compared to other similar models typically used by investigators;
97% of investigators concluded that BEFLEX leads had either “equal’; “better”or “the best"maneuverability in the ventricle; 95% of
investigators concluded thatBEFLEX leads had either “equal’; “better”or “the best”overall ease of lead placement in the ventricle;
94% of investigators concluded that BEFLEX leads had either “equal’; “better”or “the best”ease of extension/retraction of helix in
the ventricle. Sorin data on file.

2.During Pleasure-S Clinical Study, 99% of clinical evaluation investigators concluded that BEFLEX leads had either “equal’; “better”
or “the best” ease of use with recommended introducer without guidewire when implanted in the atrium when compared to other
similar models typically used by investigators; 91% of investigators concluded thatBEFLEX leads had either “equal’; “better”or “the
best” ease of use with recommended introducer with guidewire. Sorin data on file.
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.During Pleasure-S Clinical Study, 97% of clinical evaluation investigators concluded that BEFLEX leads had either “equal ; “better”or
“the best” lead advancement through the vein in the atrium when compared to other similar models typically used by investigators;
96% of investigators concluded thatBEFLEX leads had either “equal’; “better”or “the best” lead tip positioning in the ventricle; 94%
of investigators concluded that BEFLEX leads had either “equal} “better”or “the best” lead placement time in both the atrium and
the ventricle. Sorin data on file. Sorin data on file.

.During Pleasure-S Clinical Study, it has been demonstrated that the BEFLEX leads provided low acute pacing thresholds and
satisfying impedance values in both chambers. The amplitudes, impedance values and thresholds were stable during the onemonth
follow up.In the clinical evaluation, the sponsor noted that the preliminary clinical data has provided sufficient proof that the Beflex
lead is safe and effective for its intended use. Sorin data on file.

5.Sorin Group Product Performance Report Ed. Nov 2009 shows that in more than 16000 leads with the same length depth (Stelix
and Stelix I models) commercially implanted since 1999, only 1 displacement occurred and no perforations occurred.
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.During Pleasure-S Clinical Study, electrical performances were stable and clinically acceptable in all patients as expected. Sorin data
on file.
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01 02 03 04 05 06 07 08 09 10 11 (%)

£5F7E (%) 99.95 9991 99.87 99.79 99.77 99.76 99.73 99.73 99.73

EfSKiELER (+)% 0.01 0.02 0.02 0.02 0.02 0.03 0.03 0.03 0.04 0.04 0.04

EEXETR(-)% 0.01 0.02 0.02 0.02 0.03 0.03 0.04 0.04 0.05 0.05 0.05
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