Orthopedic Experts Identify Best Practices
for Wound Closure & Dressing Management in Total Knee
and Total Hip Arthroplasty.

Two 2024 studies published in The Journal of Arthroplasty reported expert consensus from 20
international orthopedic surgeons on intraoperative aspects of optimal wound closure and dressing
management strategies.
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Arthroplasty. The Journal of arthroplasty. Published online February 5, 2024. doi:101016/j.arth.2024.01.047

e Conclusion'?
J_ These studies provide an evidence based framework of best practices to establish international standard
of care for wound closure and dressing management across total knee arthroplasty (TKA) and total hip
J- arthroplasty (THA).
The panel of experts identified key interventions in both TKA and THA that are most focused on patient safety
and improved outcomes, including:
- Use of barbed sutures over non-barbed sutures (lower wound complications, better cosmetic
appearances, shorter closing times, and overall cost savings)
- Use of triclosan-coated sutures over non-antimicrobial-coated sutures (lower risks of
surgical site infection)

- Use of mesh-adhesives over other skin closure methods (lower wound complications,
higher patient satisfaction scores, lower rates of readmission)

Method'?

The published studies were conducted using the modified Delphi technique, an iterative
process used to collect opinions and achieve agreement among a panel of experts.

The iterative process included multiple rounds of evidence review, discussion and consensus development.
After 3 rounds of anonymous voting, 40 statements across knee and hip achieved consensus*

To date, the current standards of care in TKA and THA have been derived with little
consensus from the literature and a lack of evidence generated in systematic reviews.

- Relevant evidence complied from consensus studies can serve as a foundation for knowledge
and education

- Help to identify important gaps in the existing evidence that require further research

Results
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o STRATAFIX™ Spiral Knotless Tissue e PLUS Antibacterial Technology o DERMABOND™ PRINEQO™ Skin
Control Devices Closure Systems

o STRATAFIX™ Symmetric Knotless
Tissue Control Device

*A predetermined threshold of 75% or greater agreement was necessary for a statement to be accepted.



STRATAFIX™ Spiral Knotless Tissue Control Devices
STRATAFIX™ Symmetric PDS™ Plus Knotless Tissue Control Device

Barbed Sutures: TKA

Level of Consensus,
Consensus Statement’ % (N/n)

TKA  There appears to be a lower risk of wound complications with barbed sutures 80% (16/20)
compared with interrupted closure with non-barbed sutures for total knee
arthroplasty

TKA  There are significant closing time reductions with the use of barbed sutures 100% (20/20)
vs interrupted closure with non-barbed sutures for total knee arthroplasty

TKA  While barbed sutures may cost more than interrupted closure with non- 85% (17/20)
barbed sutures, closure with barbed sutures saves costs due to faster closing
times and reduced operating room time in total knee arthroplasty

TKA  There is better cosmesis with barbed sutures versus subcuticular 90% (18/20)
sutures/staples in total knee arthroplasty

Barbed Sutures: THA

Level of Consensus,
Consensus Statement? % (N/n)

THA  There are shorter closing times with the use of barbed sutures versus 100% (20/20)
interrupted closure with non-barbed sutures for the closure of the deep fascial
layer in total hip arthroplasty

THA  While barbed sutures may cost more than interrupted closure with non-barbed ~ 85% (17/20)
sutures, closure with barbed sutures may save costs due to faster closing times
and reduced operating room time in total hip arthroplasty

STRATAFIX™ provides:

Strength and Security: STRATAFIX™ Knotless Tissue Control Devices
provided stronger*, fastertf, more secure* closure than traditional
suturing.”

Strong hold: With a unique** anchor design, STRATAFIX™ Symmetric
PDS™ Plus Knotless Tissue Control Device is the only barbed suture
appropriate for high-tension areas, such as fascia.#38

Stratafiy. =

Faster Closure: With significantly more points of fixation than =
traditional sutures, STRATAFIX™ Knotless Tissue Control Devices
allowed for more consistent tension control over every pass and
combined the strength® and security* of interrupted closure with the
speedt’ of continuous closure.”37

*Refers to STRATAFIX™ Symmetric PDS™ Plus Knotless Tissue Control Device only. Benchtop assessment using # Based on benchtop testing and clinical effect is unknown
porcine fascia, greater maximum tissue holding strength compared to Looped PDS™ or VICRYL™ interrupted
closures (p<0.05). Pre-clinical test data are not necessarily indicative of clinical performance T1Comparing STRATAFIX™ symmetric polydioxanone Plus to interrupted closure (p < 0.001); and STRATAFIX™ Spiral

to VICRYL™ (first layer continuous closure, second layer interrupted closure, p<0.001)

tShorter closure time for STRATAFIX™ symmetric polydioxanone Plus compared to interrupted closure (p < 0.001);

and STRATAFIX™ Spiral to VICRYL™ (first layer continuous closure, second layer interrupted closure, p<0.001) F1Benchtop testing in porcine tissue. Security refers to the ability to maintain optimal tissue approximation when
damage to the closure device occurs.

1Benchtop testing in porcine tissue. STRATAFIX™ was better able to maintain optimal tissue approximation when

damage to the closure device occurred. (STRATAFIX™ Spiral compared to MONOCRYL™ interrupted and continuous  ®Refers to STRATAFIX™ Symmetric PDS™ Plus Knotless Tissue Control Device only. Benchtop assessment using

closure and STRATAFIX™ Symmetric PDS™ compared to PDS™ Plus continuous closure). Pre-clinical test data are porcine fascia, greater maximum tissue holding strength compared to Looped PDS™ or VICRYL™ interrupted

not necessarily indicative of clinical performance closures (p<0.05).

**Data on File



Plus Antibacterial Sutures

Triclosan-coated sutures: TKA and THA

Consensus Statement'?

Level of Consensus,
% (N/n)

TKA / Based on the available evidence, triclosan-coated sutures are likely to reduce

95% (19/20)

THA  therisk of surgical site infection in total hip and total knee replacement

Coated VICRYL™ Plus
Antibacterial (polyglactin 910)
Suture inhibits Staphylococcus
aureus colonization for a minimum
of 7 dayst®

MONOCRYL™ Plus Antibacterial
(poliglecaprone 25) Suture
inhibits Staphylococcus aureus
for 11 days in vitrot™©

PDS™ Il Plus Antibacterial
(polydioxanone) Suture inhibits
bacterial colonization for 17 days
against Escherichia coli (E. coli) and
23 days against Staphylococcus
aureus (S. aureus), when tested
in vitro#"

*Triclosan has in vitro activity that inhibits bacterial colonization of the suture. For illustration purposes only.

Triclosan-coated sutures
have been shown in multiple
meta-analyses to reduce
the risk of SSls by 28%'2'

Plus Sutures have been shown
in vitro to inhibit bacterial
colonization of the suture for

7 days or more##9-15

tBased on benchtop testing and clinical effect is unknown

coatad

VICRYL

i1 PLUS

Frr1coN

tPre-clinical test data are not necessarily indicative of clinical performance

#The following bacteria have been evaluated: Staphylococcus aureus, Staphylococcus epidermidis, Methicillin-resistant Staphylococcus aureus (MRSA),
Metbhicillin-resistant Staphylococcus epidermidis (MRSE), Escherichia coli, Klebsiella pneumoniae



DERMABOND™ PRINEO™ Skin Closure

Mesh-adhesive dressings: TKA

Level of Consensus,
Consensus Statement’ % (N/n)

TKA Mesh-adhesives or staples are associated with faster closing times compared 95% (19/20)
to subcuticular sutures in total knee arthroplasty

TKA  There may be a lower risk of wound complications with mesh-adhesive 80% (16/20)
dressings versus other skin closure methods in total knee arthroplasty

TKA Patients are more satisfied with wound closure using mesh-adhesive compared  90% (18/20)
to staples in total knee arthroplasty

TKA  Closure with mesh-adhesives dressings may be associated with decreased rates 95% (19/20)
of readmission compared to skin closure with staples in total knee arthroplasty

Mesh-adhesive dressings: THA

Level of Consensus,
Consensus Statement? % (N/n)

THA  There may be a lower rate of wound complications with mesh-adhesives vs 80% (16/20)
silver-impregnated dressings in total hip arthroplasty

THA  There is insufficient evidence to determine if mesh-adhesive dressings lead to 95% (19/20)
less wound complications than other dressings in total hip arthroplasty

DERMABOND PRINEO provides:

Stronger Closure: Incisions closed with DERMABOND™ S
PRINEO™ Closure System (22 cm) were significantly stronger
when compared with the average strength of staples.” 6

PRINEO®

SKIN CLOSURE SysTep

Reduced SSI Risk: DERMABOND™ PRINEO™ Skin Closure
System provided a flexible microbial barrier with 98.43%
protection in vitro for 72 hours against organisms commonly
responsible for SSls.##@

Better Cosmesis: DERMABOND™ PRINEO™ led to better
cosmesis when compared to skin staples.”®?'Non-invasive
skin closure that distributed tension evenly along the incision."?

*Study performed ex vivo. P value = 0.00. Average maximum load at or prior to 3 + 1 mm gap between the approximated tissues
tBased on benchtop testing and clinical effect is unknown

#Staphylococcus epidermidis, Escherichia coli, Staphylococcus aureus, Pseudomonas aeruginosa, and Enterococcus faecium.
tPre-clinical test data are not necessarily indicative of clinical performance

**Internal US Double-blinded quantitative research study comparing surgeon experience with DERMABOND™ PRINEO™ System and skin staples in total knee arthroplasty.
N=83 orthopaedic surgeons. Mean score of 88 vs 40/100; 90% c.l. Fielded June/July 2017.

nDeep dermal stitches required



View the Full Publications

International Delphi Study on Wound
Closure and Dressing Management
in Joint Arthroplasty Part 1: Total
Knee Arthroplasty

International Delphi Study on Wound
Closure and Incision Management

in Joint Arthroplasty Part 2: Total
Hip Arthroplasty

Please refer always to the Instructions for Use / Package Insert that come with the device for the most
current and complete instructions.
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