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PFLEX STUDY 1 YEAR RESULTS (Pipeline™ Flex with SHIELD Technology™)
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STUDY OBJECTIVE STUDY DESIGN

= Toassess the technical success and safety of the Pipeline™ Flex * Prospective, single-arm, multicenter clinical study

Embolization Device with Shield Technology™ = Up to0 50 patients

* Follow-up at 30 days, 6 months, 1 year
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PROCEDURE AND PERI-PROCEDURE
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PRIMARY TECHNICAL PRIMARY SAFETY ENDPOINT SECONDARY
ENDPOINT ENDPOINTS

= Rate of device deployment success supplied by the treated artery or = Rate of device resheathability and

= |ncidence of major stroke in the territory

neurological death at 30 days post- redeployment success
procedure due to procedural complications S R tievice-ralated netrelogical
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Device with Shield Technology™ procedure
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TARGET ANEURYSM CHARACTERISTICS
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Giant (225 mm)

Neck width (mm) 5.06+2.120

Dome-to-neckratio 1.52+0.852
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PFLEXSTUDY |
TARGET ANEURYSM CHARACTERISTICS

Aneurysm Characteristic

Saccular
Sidewall
Terminus
Side Branch

Fusiform

Internal Carotid Artery
Vertebral Artery
Parent artery diameter (distal)
Parent artery diameter (proximal)

Result
(N=50 aneurysms)

47 (94.0%)
39 (78.0%)
1 (2.0%)
7 (14.0%)
3 (6.0%)

47 (94.0%)
3 (6.0%)
3.44 £ 0.549
3.94 + 0.595
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TARGET ANEURYSM TARGET ANEURYSM

0%

0%

Overall, 54 devices were used in this study, of which 53 (98.1%)
were successfully deployed to the target site.

=

TARGET ANEURYSM

TO
WALL APPOSITION

98%

All 50 cases the aneurysm neck was successfully covered by the
Pipeline Shield device, with complete wall apposition in 48
patients (96.0%). In the remaining two patients, complete wall
apposition could not be achieved. Poor apposition to the
cephalad

wall of the parent artery at the proximal margin was

observed in one patient.
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No neurological death due to procedural complications

related to the Pipeline™ Shield device.
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Thank youl!

Medtronic
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