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RESULTS

Histology

For each sample, the image is a low magnification (10x) representative scan of the
entire thickness of the tissue sample. In all images, the epidermal side is on the upper
part of the scan.

As expected, FlexHD Structural shows a dense structure with an even topography on
the epidermal side. Towards the dermal side, the structure becomes less dense, with
the tissue directly adjacent to the cut edge showing a more open architecture. FlexHD
Pliable exhibits a more uniform and open collagen matrix throughout the thickness of
the graft with no distinguishable differences between the epidermal and dermal sides.
(See Figure 2)
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Figure 2: Histological (H&E) depiction of FlexHD structural
(superficial papillary/reticular layer) and FlexHD Pliable (deeper/reticular layer)









In vitro Fibroblast Attachment

No.of No.of Statistical
Donors Samples Cells Grouping
FlexHD Structural
Epidermis 8 60 2620/270 D
Dermis 60 6047/242 BC
FlexHD Pliable
Epidermis 8 78 7246/359 AB
Dermis 77 8379/308 A
AlloDerm
Epidermis 6 42 1548/379 DE
Dermis 42 4568/476 C
AlloDerm RTM Ready to Use
Epidermis s 36 1039/278 E
Dermis 36 2028/259 DE
Table 1:

Data presented as fluorescence units: Mean/standard error of the mean, SEM.
Statistically similar groups as determined by the Bonferroni Method (95% Confidence);
means that do not share a letter are statistically different.
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Figure 4:

Invitro fibroblast attachment. Values represent cell fluorescence units.
Error is represented as standard error of the Mean.




Tensile properties

As aresult of the more open structure and greater porosity of FlexHD Pliable as
contrasted with FlexHD Structural, FlexHD Pliable has an expected reductionin
tensile strength: 15.36 vs.10.97MPa. However, FlexHD Pliable has a significantly higher
tensile strength than that of either AlloDerm or AlloDerm RTM Ready to Use: 10.97 vs.
9.22and 9.46MPa. See Table 2, Figure 5.

Modulus of elasticity is ameasure of flexibility. The greater the modulus of elasticity,
the stiffer the material. The modulus of FlexHD Pliable is 38% lower than that of
FlexHD Structural: 7.30 vs.10.14MPa, rendering a more flexible material. The modulus
of elasticity of FlexHD Pliable is statistically equivalent to that of AlloDerm: 7.30 vs.
6.98MPa. AlloDerm RTM Ready to Use, however, demonstrates a higher modulus

of elasticity, or greater stiffness, than either AlloDerm or FlexHD Pliable. These
differences are statistically significant. See Table 2, Figure 6.

Based on the modulus of elasticity results, AlloDerm RTM Ready to Use is 19% stiffer
than the original AlloDerm.

Tensile Properties*
Tissue No.of No.of Ultimate Tensile Grouping** MODULUS Grouping  Elongation-At-  Grouping
Donors  Samples Strength mean/SEM Break mean/
mean/SEM (MPa) (MPa) SEM (%)
Flex HD Structural 5 154 15.36/0.34 A 10.14/0.25 A 1.73/0.04 A
Flex HD Pliable 6 300 10.97/0.21 B 7.30/0.13 C 1.62/0.02 AB
AlloDerm 11 88 9.22/0.54 C 6.98/0.38 C 1.48/0.05 B
AlloDerm RTM 6 100 9.46/0.22 C 8.31/0.22 B 1.22/0.02 C
Ready to Use
* Data presented as mean/standard error of the mean, SEM.
** Statistically similar groups as determined by the Bonferroni Method (95% Confidence); means that do not share a letter are statistically different.

Table 2: Tensile Properties
*Data presented as mean/standard error of the mean, SEM.
**Statistically similar groups as determined by the Bonferroni

Method (95% Confidence): means that do not share a letter are
statistically different.
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Figure 5:

Ultimate tensile strength.
Errorisrepresented as
standard error of the mean.

Figure 6é:

Modulus of elasticity.
Erroris represented
as standard error of
the mean.

Figure 7:
Elongation at break.
Errorisrepresented
as standard error of
the mean.



Suture Retention

The suture retention strength of FlexHD Pliable is statistically higher than for

AlloDerm (4.1vs. 3.2MPa). FlexHD Structural and AlloDerm are equivalent in suture

retention strength property; 3.4 vs. 3.2MPa. AlloDerm RTM Ready to Use has not yet

been tested for this parameter.

Suture Retention Statistical
Tissue No.of Donors No.of Samples Strength (MPa) Grounin
Mean/SEM ping
FlexHD Structural 40 709 3.40/0.03 B
FlexHD Pliable 9 214 4.10/0.07 A
AlloDerm 10 121 3.20/0.9 B

Table 3: Suture retention strength

Data presented as mean/standard error of the mean, SEM. Statistically, similar groups as determined by the
Bonferroni Method (95% Confidence); means that do not share a letter are statistically different.
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Figure 8: Suture retention strength (MPa)




Complaint monitoring prior and post-implementation of endotoxin testing

Complaints of sterile inflammation expressed as non-infectious erythema
(blue) as well as overall medical complaint occurrence rates were monitored
from January 2017 to June 2019. After implementation of endotoxin

testing in January 2018, no sterile inflammation/non-infectious erythema
complaints were recorded until the end of the monitoring period ™"
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Figure 9: Sterile Inflammation and overall medical complaint
occurrence rates for FlexHD and BellaDerm acellular dermal matrix by
allograft packaging date, MTF Biologics, Jan 2017 - June 2019.
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HISTIOLOGY IMAGES

FlexHD Structural FlexHD Pliable

Figure 2

FIGURES
PREVIOUS | NEXT



FlexHD Structural

FlexHD Pliable

AlloDerm

AlloDerm RTM
Ready to Use

SEM IMAGES

EPIDERMAL

DERMAL




IN VITRO FIBROBLAST ATTACHMENT CHART
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Figure 4:

In vitro fibroblast attachment. Values represent cell fluorescence units.
Error is represented as standard error of the mean.




TENSILE STRENGTH CHART
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Figure 5:

Ultimate tensile strength. Error is represented as standard error of the mean.




MODULUS OF ELASTICITY CHART
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Figure O:

Modulus of elasticity. Error is represented as standard error of the mean.




ELONGATION AT BREAK CHART
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Figure 7:

Elongation at break. Error is represented as standard error of the mean.




SUTURE RETENTION STRENGTH CHART
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Figure &:

Suture retention strength (MPa)




STERILE INFLAMMATION OCCURANCE
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Figure 9:

Sterile Inflammation and overall medical complaint
occurrence rates for FlexHD and BellaDerm acellular dermal matrix by

allograft packaging date, MTF Biologics, Jan 2017 — June 2019.
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IN VITRO FIBROBLAST ATTACHMENT

In vitro fibroblast attachment

No. of No. of Statistical
Donors Samples Cells Grouping
FlexHD Structural
Epidermis g 60 2620/270 D
Dermis 60 6047/242 BC
FlexHD Pliable
Epidermis g 78 7246/359 AB
Dermis 77 8379/308 A
AlloDerm
Epidermis ¢ 42 1548/379 DE
Dermis 42 4568/476 C
AlloDerm RTM Ready to Use
Epidermis 360 1039/278 E
Dermis ° 36 2028/259 DE
Table 1:

Data presented as fluorescence units: mean/standard error of the mean, SEM.

Statistically similar groups as determined by the Bonferroni Method (95% Confidence);
means that do not share a letter are statistically different.




TENSILE PROPERTIES

Tissue No. of No. of
Donors Samples

Flex HD Structural 5 154
Flex HD Pliable 6 300
AlloDerm 11 88
AlloDerm RTM 6 100
Ready to Use

Ultimate Tensile Grouping™*
Strength
mean/SEM (MPa)
15.36/0.34 A
10.97/0.21 B
9.22/0.54 C
9.46/0.22 C

Tensile Properties*

* Data presented as mean/standard error of the mean, SEM.
** Statistically similar groups as determined by the Bonferroni Method (95% Confidence); means that do not share a letter are statistically different.

MODULUS
mean/SEM
(MPa)
10.14/0.25
7.30/0.13

6.98/0.38

8.31/0.22

Grouping Elongation-At-  Grouping
Break mean/

SEM (%)
A 1.73/0.04 A
C 1.62/0.02 AB
C 1.48/0.05 B
B 1.22/0.02 C

Table 2:

Tem estiis remquis aut plitem faciis maximin ullecep.




SUTURE RETENTION STRENGTH

Suture Retention

Tissue No. of Donors No. of Samples Strength (MPa) i}ts(ilslt)lfnagl
Mean/SEM
FlexHD Structural 40 709 3.40/0.03 B
FlexHD Pliable 9 214 4.10/0.07
AlloDerm 10 121 3.20/0.9 B
Table 3:

Data presented as mean/standard error of the mean, SEM. Statistically, similar groups as determined by

the Bonferroni Method (95% Confidence); means that do not share a letter are statistically different.
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