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~LETRIC Super Scaffold™

Intramedullary Fixation Scaffold (IFS™) System

Unique Design

26.8mm
Images not to scale

Forces averaged from data submitted to FOA
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Data submitted to FDA for 510(k) A02-007-01 (IR)
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~LETRIC Super Scaffold™

Intramedullary Fixation Scaffold (IFS™) System

Continuous Compression
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Data submitted to FDA for 510(k) A02-007-01 (IR)
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Intramedullary Fixation Scaffold (IFS™) System

Biocompatibility

ASTM F2129-08 Cyclic Polarization
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Data submitted to FDA for 510(k) A02-007-01 (IR)
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Metric’s Super Staple™
Classic exhibits 7-113%
greater compressive force
than body temperature and
electrically activated nitinol
bone staples.

Metric’s Super Staple™
Classic exerts high
instantaneous compressive
forces that increase 14 to
35% at body temperature.

Force Created at room
temperature and additional
force exerted with body heating

Data submitted to FDA for 510(k)

Maximum Force (Ibf)

Maximum Force (Ibf)

Nitinol Staple Compressive Force Comparison

ASTM F564-10
n=19

9x7-1.5mm 15x12-1.5mm 20x20-2x3mm

m Super Staple™ Classic ® Body Temperature Activated Staples Electrically Activated Staples

Super Staple™ Classic Bone Compressive Force
ASTM F564-10
Room and Body Temperature n=19

H Force at Room Temperature (~25°C) B Force at Body Temperature (37°C)

A01-011-01 (IR)
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Metric's Su per Sta p|eT"" Nitinol Staple Pull-out Force Comparison
ASTM F564-10

Classic has two to six times
(2x-6x) higher pull-out force
than body temperature
activated or electrically
activated nitinol staples.
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Metric’s Su per Sta ple”‘" Super Staple™ Classic Pull-out Force by Implant Size
. . ASTM F564-10
Classic has high pull-out

forces that increase with
implant size.
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Data submitted to FDA for 510(k) A01-011-01 (IR)
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Metric’s Super Staple™
Classic contracting bridge
and converging leg design
exerts uniform and near
constant compressive force
over a wide range of shape
change.

Metric's Super Staple™
Classic (blue ) is stiffer, has
more shape change and
fails at a higher force than
electrically activated (red )
nitinol staples.

Data submitted to FDA for 510(k)
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Continuous Compression
15x12-1.5mm SuperStaple”

Region of Near
Constant
Compression

Bone Displacement (mm)

Compiled Static Bending
ASTM F564-10
15x12-1.5mm Test Data

Displacement (mm)

A01-011-01 (IR)
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Metric’s Super Staple™ Classic
(blue )ontheaverage
withstood 87% more cyclic
force (99 Ibf) at 10,000 cycles 600
than the electrically activated
(red ) staples as illustrated
in the fatigue testing curves
shown.
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Metric’s Super Staple™ Classic (6

Axial Tension Fatigue

Super Staple™ Classic and Electrically Activated Staples
my=a +blnx a=920.7766 b=-76.8097 r?=0.9625; My=a + binx a=612.1084 b=-54.1313 r*=0.9979

M Super Staple™ Classic
M Electrically Activated
Run-out

A Run-out

100000
Cycles (n)

hue curves) biocompatibility is enhanced

and nickel ion release is impeded through the use of a titanium rich oxide
formed on the implant which provides higher corrosion resistance than tested
electrically activated (5 hue curves) nitinol staples. All six Super Staple™
Classic implants tested were biocompatible having a breakdown potential over
300 millivolts. Only two of the five electrically activated nitinol staples tested
were over the 300 millivolts threshold for biocompatibility.

ASTM F 2129-08 Cyclic Polarization
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Data submitted to FDA for 510(k)
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