REPLACEMENT GUARANTEE FORM User Comments:

Dr. (Name Printed)
implanted an Atrium FLIXENE vascular graft, ‘ FIXEN E
Code # Lot # Vascular Graft

Date of use

Affix Product Tracking Label

Verification of request:

: _ The No Weep
Implantation of the FLIXENE graft did not meet my
expectations regarding “non-sutureline” weeping Guar‘antee"‘"

or strikethrough, as defined as fluid sweating or
blood passing through the wall in an area other
than that caused by needle-hole formation, or
needle elongation or tissue disruption immediately
following clamp release.

By completing this form, you acknowledge and
certify that the following conditions are true: Hospital Contact Info/Address:

Please check each box.

1 No liquids were forced through the graft wall
with a syringe or other mechanical infusion
means before, during or after implant.

0 The proximal clamp was not released first,
instead the distal clamp was released first
back bleeding the graft to check anastomotic

integrity.
0 The implanted graft was not pre-wetted or ?Tvrv‘:,ﬂmt?éﬁﬁt CORPORATION
contacted with any organic solvents or liquids Hudson, New Hampshire 03051 U.S.A.

T 603-880-1433 =y 603-880-6718

such as alcohol or betadine type solutions.

Rendementsweg 20 B
3641 SL Mijdrecht, The Netherlands

Physician’s Signature /\TR’UM T +31-297-230-420 1 +31-297-282-653

ATRIUM AUSTRALIA-PACIFIC RIM PTY. LTD.

., - L 1 Bridgepoint, 3 Brady Street
Sales Representative’s Signature Mosman NSW 2088 Australia

T +61-2-9960-0169 & +61-2-8969-2735

*Data on file at Atrium

Date of report submission
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Atrium and Flixene are trademarks of Atrium Medical Corporation.




The No Weep Guarantee™
> An Industry First

The all new FLIXENE “next generation”
composite vascular graft. Utilizing Atrium’s
state-of-the-art Trilaminate Composite
Construction (TCC), FLIXENE has been
engineered to surpass the toughest clinical
demands required in today’s more challeng-
ing vascular procedures. Whether for
extreme dialysis access conditions or lower
limb reconstructions, FLIXENE provides
unmatched strength, durability, weep
protection and security.

FLIXENE'’s exclusive hydrostatic protection
membrane minimizes hydrostatic pressure,
thereby eliminating blood strikethrough. This
hydrostatic protection membrane provides
FLIXENE with the highest water entry pres-
sure of any vascular graft commercially avail-
able. The result is a product that is the least
likely of any vascular graft to experience
weeping through the graft wall after implan-
tation.

Trilaminate Composite Construction

Tissue Surface

Hydrostatic
Protection
Membrane

Flow surface
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FLIXENE'’s unique 3-layer construction pro-
vides the best “mechanical solution” for your
most challenging vascular repairs. Atrium’s
proprietary structure is designed to withstand
the rigors of multiple needle cannulations, kink
and torque compression resistance, aneurysm
formation and/or diameter creep following
implantation. At installation, FLIXENE is twice
as strong as the nearest competitor. After 20
needlesticks per cm with a 14 gauge needle,
testing demonstrates FLIXENE is 3 times
stronger than most PTFE products. FLIXENE
is designed to take the wear and tear that
today’s vascular grafts require from dialysis
access to lower limb reconstruction.

FLIXENE is one of the the most durable
vascular implants available. By implanting
FLIXENE, you will have the confidence that
you are providing the best surgical intervention
solution for your patient.

Guarantee Requirements

Atrium is so confident in your experience with
the FLIXENE vascular graft that it is providing
a NO WEEP SATISFACTION GUARANTEE. Itis
guaranteeing your satisfaction that the prod-
uct will not weep when used as directed. If
the product does weep, Atrium will provide
the hospital with a no charge replacement.

Conditions:

The only conditions are the following:

1) Fluid must not be forced through the graft
wall using a syringe or other method.

2) The physician must release the distal
clamp first to “back bleed” the graft then
release the proximal clamp. This prevents
the “hammer effect” which is a common
cause of weeping in vascular grafts.

3) The graft must not be pre-wet by expo-
sure to organic solvents such as alcohol.

Fulfillment of the Guarantee

The implanting physician must complete and
sign the FLIXENE Guarantee form. Once the
form is completed and provided to the Atrium
territory representative, Atrium will provide
one free replacement graft, not cash or credit
to the hospital, for the physician’s next case
after receipt of the corresponding implant
tracking card. Replacement product will only
be applicable for those graft items that have
been purchased by the hospital.

////// NTRIUM
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