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Combining ePTFE, PET and Heparin

The inner layer is comprised of ePTFE.! The Bioline heparin coating is bonded to this inner layer with
albumin, the main blood protein found in human blood.' The outer layer is a knit polyester textile.!
These two layers are fused together with a proprietary polycarbonate-urethane.!

e Smooth luminal surface of PTFE2

o Tissue ingrowth properties of PET!
« Reduced time to hemostasis'

e Reduced hemostatic agent usage®

« Enhanced thromboresistance of heparin?

Polycarbonate-urethane
Adhesive

Knitted Polyester

ePTFE

\ Bioline Coating

By adding the benefits of heparin to the unique
dual-layer construction, the Fusion Bioline Graft sets
a standard for peripheral bypass treatment.'3
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Enhancing Graft Performance3*°

Fusion Bioline Vascular Grafts:

Delivering benefits during and after surgery

e Minimal suture hole bleeding for improved hemostasis®

« Axial compliance designed to help reduce tension on the anastomosis'?
« High suture retention strength and durability’

The Fusion Bioline graft is available with a removable external support.’

Getinge Bioline coating

Bioline coating is composed of recombinant human albumin and heparin' R

— a substance widely known as a safe and effective anti-thrombogenic."® 2 % HePaaiN
The Bioline process includes 3 layers of heparin and albumin on the
graft which allows for a sustained effect.! Albumin, actingin a
complementary role of bonding agent and facilitator, is a
contributor to Bioline's exceptional performance.®’ Covalent
bonds between the heparin molecules and the albumin layer

provide stability of the coating!’
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FINEST Trial Data — Patency

The Fusion Bioline graft was developed to improve the patency rate associated
with standard prosthetic grafts. The FINEST Trial was designed to assess the clinical
outcome of heparin-coated and standard vascular grafts in a prospective, random-
ized, controlled, multicenter trial.?

e 209 patients
e Prosthetic femoral to above-knee or below-knee popliteal bypass surgeries
« Randomized to receive a standard ePTFE graft or the Fusion Bioline vascular graft

o Grafts were assessed at 30 days, 6 months, and 12 months.

Primary patency at 12 months

Patency 67.0% 76.5% 9.5% 0.05

Site of Proximal Anastomosis

External lliac 2 (2.0%) 2 (1.9%)
Common Femoral 94 (94.0%) 99 (96.1%)
Profunda Femoral 1(1.0%) 0(0.0%)
Superficial Femoral 2(2.0%) 2 (1.9%)
Other 1(1.0%) 0(0.0%)

Site of Distal Anastomosis
Above Knee (AK) 86 (86.0%) 88 (85.4%)
Below Knee (BK) 14 (14.0%) 14 (13.6%)

Other 0(0.0%) 1(%)



FINEST Trial Data — Hemostasis

Fusion Bioline Vascular Graft demonstrated significantly shorter time to hemostasis®

« Suture-hole bleeding times were significantly shorter with Fusion Bioline (P=<0.0001); observed mean
times to hemostasis were 3.5 minutes for Fusion Bioline Vascular Graft vs. 11.0 minutes for the Standard
ePTFE graft.
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Conclusions:

« Fusion Bioline Heparin Coated Vascular Graft demonstrated higher primary patency rates at 12 months
as compared to Standard ePTFE in a prospective randomized controlled trial

« Fusion Bioline Heparin Coated Vascular Graft demonstrated significantly shorter time to hemostasis as
compared to Standard ePTFE

« The percentage of subjects with any MALE (Major Adverse Limb Event) and POD (Periprocedural Death)
was significantly higher in the Standard ePTFE group than in the Fusion Bioline group. MALE/POD
occurred in 30.7% and 17.1% respectively for the Standard ePTFE and Fusion Bioline groups at
12 Months (P=0.033)
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Product Information

Straight I StraightExternally Supported 1 THHHHHHRP
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5mm 40cm M00201501045B0 5mm 40cm M00201503045B0
5mm 80cm M00201501085B0 5mm 80cm M00201503085B0
6 mm 20cm M00201501026B0 6 mm 40cm M00201503046B0
6 mm 40cm M00201501046B0 6 mm 60cm M00201503066B0
6 mm 60 cm M00201501066B0 6 mm 80cm M00201503086B0
6 mm 80cm M00201501086B0 7mm 40cm M00201503047B0
7mm 40cm M00201501047B0 7mm 80cm M00201503087B0
7 mm 80cm M00201501087B0 8 mm 40cm M00201503048B0
8mm 40cm M00201501048B0 8mm 60cm M00201503068B0
8mm 60cm M00201501068B0 8mm 80cm M00201503088B0
8mm 80cm M00201501088B0 10 mm 40cm M00201503041B0
10 mm 40cm M00201501041B0 10 mm 80cm M00201503081B0
10 mm 80cm M00201501081B0
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The Fusion Bioline vascular graft is manufactured by MaquetCardiovascular, 45 Barbour Pond Dr.- Wayne - NJ - 07470 - USA - Protected by the following
international and U.S. patent(s): http://patents.maquet.com.- Getinge, GETINGE 3¢, and Maquet are trademarks or registered trademarks of Getinge
AB, its subsidiaries or affiliates in the United States or other countries - Maquet is registered with the U.S. Patent and Trademark Office. - /\ Caution:
Federal law restricts this device to sale by or on the order of a physician.- Copyright 2021- All rights not expressly granted are reserved. - Refer to
Instructions for Use for current indications, warnings, contraindications, and precautions. - 05/2021 MCV00106164 REVA
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