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Description

Bioengineered skin and soft tissue substitutes, often referred to as cellular and/or tissue-based products
(CTPs), are acellular (no biological component) or cellular (contain living cells) matrices. Acellular dermal
matrices (ADM) or extracellular matrices (ECM) have had all cellular material removed during the
manufacturing process and contain a matrix or scaffold composed of materials such as collagen, elastin,
fibronectin and hyaluronic acid. These products vary in several ways including source (biological tissue,
synthetic materials or a combination), additives (antibiotics, surfactants), hydration (freeze dried, wet) and
required preparation (multiple rinses, rehydration).

Cellular matrices contain living cells such as fibroblasts and keratinocytes within a matrix which are derived
from either autologous or allogeneic (human tissue) or xenographic (animal tissue), synthetic materials or a
composite of these materials.

Manufacturing processes of bioengineered skin and tissue substitutes vary by company, but generally
involve seeding selected cells onto a matrix, where they receive proteins and growth factors necessary for
them to multiply and develop into the desired tissue. The tissue may be used for a variety of conditions and
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procedures including breast reconstruction, healing of lower extremity ulcers (eg, diabetic and/or venous
ulcers), ocular defects, plantar fasciitis, surgical wounds and treatment of severe burns.

Coverage Determination

For members under age 21, requests are reviewed for medical necessity in accordance with Early and
Periodic Screening, Diagnostic and Treatment (EPSDT) requirements.

Humana members-enrolledin-Healthy Horizons in Louisiana members may be eligible under the Plan for
skin and tissue substitutes for the treatment of partial and full-thickness diabetic lower extremity ulcers
when the following criteria are met!4:

e Comprehensive treatment plan must be documented, including ALL the following:

o Offloading of weight; AND

o Smoking cessation counseling and/or medications, if applicable; AND

o Edema control; AND

o Improvement in diabetes control and nutritional status; AND

o Identification and treatment of other comorbidities that may affect wound healing such as ongoing
monitoring for infection; AND

e Presence of a lower extremity ulcer that:

o Is at least 1.0 square centimeter (cm) in size; AND

o Has persisted for at least four weeks; AND

o Has not demonstrated measurable signs of healing, defined as a decrease in surface area and depth
or a decreased amount of exudate and necrotic tissue, with comprehensive therapy including ALL of

the following:

=  Application of dressings to maintain a moist wound environment; AND

= Debridement of necrotic tissue, if present; AND

= Offloading of weight; AND

o Diagnosis of type one or type two diabetes mellitus; AND
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o Glycated hemoglobin (HbA1c) level of less than or equal to 9% within the last 90 days or a
documented plan to improve HbAlc to 9% or below as soon as possible; AND

o No evidence of untreated wound infection or underlying bone infection; AND

o Ulcer does not extend to tendon, muscle, joint capsule, or bone or exhibit exposed sinus tracts
unless the product indication for use allows application to such ulcers; AND

o Evidence of adequate circulation to the affected extremity, as indicated by one or more of the
following:

=  Ankle-brachial index (ABI) of at least 0.7; OR

= Toe-brachial index (TBI) of at least 0.5; OR

= Dorsum transcutaneous oxygen test (TcPO2) greater than or equal to 30 mm Hg; OR

= Triphasic or biphasic Doppler arterial waveforms at the ankle of the affected leg

AND the individual does NOT have ANY of the following:

e Active Charcot deformity or major structural abnormalities of the foot, when the ulcer is on the foot;
OR

e Active and untreated autoimmune connective tissue disease; OR

e Known or suspected malignancy of the ulcer; OR

e Individual is receiving radiation therapy or chemotherapy; OR

Re-treatment of the same ulcer within one year

Skin substitutes require prior authorization (PA) and submitted medical documentation must
demonstrate that the beneficiary meets all of the aforementioned requirements.

NOTE: If there is no measurable decrease in surface area, or depth, after five applications, then further
applications are not covered even when prior authorized.
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Associated
HCPCS
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Coverage Limitations

Humana Healthy Horizons in Louisiana members may NOT be eligible under the Plan for-any-efthe
f-eHewmg—skln and tissue substltutes for-A-N%’—_y—et—heHndlcatlons other than those listed above. erwhen

- The following coverage limitations

e Coverage is limited to a maximum of 10 treatments within a 12-week period; AND

e If there is no measurable decrease in surface area or depth after five applications, then further

applications are not covered; AND

e For all ulcers, a comprehensive treatment plan must be documented, including at least ALL of the

following:

o

Offloading of weight; AND

Smoking cessation counseling and/or medications, if applicable; AND

Edema control; AND

Improvement in diabetes control and nutritional status; AND

Identification and treatment of other comorbidities that may affect wound healing such as ongoing

monitoring for infection; AND

e While providers may change products used for the diabetic lower extremity ulcers, simultaneous use

of more than one product for the diabetic lower extremity ulcers is nhot covered; AND

o Hyperbaric oxygen therapy is not covered when used at the same time as skin substitute treatment.

All other indications are considered not medically necessary.
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Coding Information

Any codes listed on this policy are for informational purposes only. Do not rely on the accuracy and
inclusion of specific codes. Inclusion of a code does not guarantee coverage and/or reimbursement for a
service or procedure. Ceverageissubjectto-eachrequested-codesnelusion-on-thecorresponding LBH

Description Comments
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Apligraf, per sq cm (add-on, list separately in addition to

Q4101 ]
primary procedure)

Q4102 j i

84103 NotCovered
Q4104

Q4105

Q4106

Q4107 Net-Covered
84108 NotCovered
a410 NotCovered
Q4111 Net-Covered
Q4112 Net-Covered
Q4113 NetCovered
Q4114 Net-Covered
Q4115 Net-Covered
Q4116

Q4117 Net-Covered
Q4118 NetCovered

Q4121 TheraSkin, per sq cm (add-on, list separately in addition to
primary procedure)

Q4122 ;W Not-Covered
Q423 AHoSkin-RTpersgem NetCovered
Q4124 OASIS-ultra-tri-layerwound-matrixpersg-em Not-Covered
Q425 Arthrotlexpersgem NetCovered
Q4126 ; Vi ; NetCovered
Q4127 Telymed, persgem Neot-Covered
Q4128 v v v NetCovered
Q4130 Strattice TM,persgcm NotCovered
Q432 GrofixCoreand-GrofidPlCorepersg-em NetCovered
Q4134 HMatrixpersgem Not-Covered
Q4135 Mediskinpersgecm NetCovered
Q4136 E-ZDermpersgcm Neot-Covered
Q4138 BioDFence DryFlex,persgem Neot Covered
Q4140 BioDFence,persgem Net-Covered
Q4141 AloSkin-AC persgem NotCovered
Q4143 Reprizapersgem NotCovered
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Q4146 Fensb-persgem Net-Covered
Q4147 ; ; ; Not C I
sgem
Q4448 y 5 g Neot-Covered
Q4149 ExcelogenBdce NotCovered
Q4150 AleWrap-DS-ordrypersgcm Net-Covered
Q4151 AmnioBand-or-Guardian,persgem NetCovered
Q4152 DermaPure persgem Net-Covered
Q4153 Dermavestand-Plurivestpersg-em NetCovered
Q4154 Biovanee,persgcm Net-Covered
Q4155 NeoxFloorClarixFlodmg Net-Covered
Q4156 Neox-100-orClarix100,persgem Net-Covered
Q457 Revitalonpersgcm NetCovered
Q4158 Kerecis-Omega3,persgem Net-Covered
Q4158 Affinitypersgem Not Covered
Q4160 NL{ShieId, per sq cm (add-on, list separately in addition to
primary procedure)

Q4iel bie-Connekiwound-matriperseem NetCovered
Q4163 WeundExBioSkinpersgem NetCovered
Q464 Helicolpersgem NetCovered
Q4165 Keramatrix-orKerasorb,persgcm Net-Covered
Q4les Cytal, persgem Not Covered
Q4167 Truskinpersgem NotCovered
Q4168 AmpioBand, I mg Net-Covered
Q4169 Artacentwoundpersg-cm Neot-Covered
Q4170 Cygnuspersgcm NotCovered
Q4171 tnterfyl-1-mg Net-Covered
Q4173 PalinGen-orPalinGenXPlus,persgem NotCovered
Q417s Miroderm persgem Neot-Covered
Q417 Neopatch-ortherionpersguare-centimeter NetCovered
Q4477 HowerAmnioklo 04 cc Net-Covered
Q4178 HowerAmnioPatchpersgecm NotCovered
Q4179 HowerDerm,persgem Net-Covered
Q4180 Revita,persgem NotCovered
Q4181 Amnio-Weound, persgem Net-Covered
Q4182 Franseyte,persgem

Q4183 Surgigraft persgecm NotCovered
Q4184 Cellesta-orCellestaDuo,persgem Net-Covered




Skin and Tissue Substitutes
Page: 13 of 29

Epifix, per sq cm (add-on, list separately in addition to primary

Q4186 procedure)
Q4187 Epicord,persgem NetCovered
Q4188 AmnicArmorperse-cm NetCovered
Q4183 Artacent-ACd-mg Net-Covered
Q4190 Artacent-AC,persgem NetCovered
Q4192 Restoriginlcc NotCovered
Q4193 Coll-e-Berm;persgem Net-Covered
Q4194 Novachorpersgem Net-Covered

Q4195 PuraPly, per sq cm (add-on, list separately in addition to

primary procedure)
Q4196 PuraPly AM, per sq cm (add-on, list separately in addition to
primary procedure)

Q4197 Net-Covered
Q4198 Neot-Covered
Q4199 Net-Covered
Q4200 Neot-Covered
Q4201 Net-Covered
Q4202 Net-Covered
Q4203 Neot-Covered
Q4204 Net-Covered
Q4205 Not-Covered
Q4206 NotCovered
Q4208 Not-Covered
Q4209 Not-Covered
Q4211 NotCovered
Q4212 Not-Covered
Q4213 NotCovered
Q4214 Not-Covered
Q4215 NotCovered
Q4216 NotCovered
Q4217 NotCovered
Q4218 Net-Covered
Q4219 NotCovered
Q4220 Net-Covered
Q4221 NotCovered
Q4222 NotCovered
Q4224 NotCovered
Q4225
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MyOwn-Skin-heludes-harvesting-and-preparationprocedures; I
persg-cm

AmnioCoreTM-persg-cm NetCovered
Cogenex-Flowable-Amnionper0:-5¢¢ NetCovered
Corplex-Pperee NetCovered
Corplexperse-em Not Covered
SurFactoror-Nubyn,per0-5¢cc NetCovered
XCellerate,persgem Net-Covered
AMMNIORERAIR-or-AKRhpersgem NetCovered
Carepatchpersquare-centimeter Net-Covered
Cryo-Cord;persgem Net-Covered
Derm-Maxepersgem NetCovered
CoreCytefortopicaluse-onlyperB-5¢c NotCovered
AmnriotytePlusper85-¢c NetCovered
Amniotextperee NetCovered
CoreTextorProTextperece Net-Covered
Amniotextpatchpersgem NetCovered
AMMNPLY fortopical-use-onlypersgem NetCovered
AmnioAmp-MPpersgem Net-Covered
Vimpersgem Neot-Covered
Vendajepersgem NetCovered
Zonith Aramiotic Mornl : NotC I
Al lete. ; NotC I
Relese, 5 NotC I
c ' - NotC I
Gelefa—da&HayeFeFeelﬁa—daaLmemeanerpquwe Not Covered
S b - NotC I
Tas ; NotC I
Suall 3 | : .

S el - NotC I
- I ’ - NotC I
N ertl 5 NotC I
N . I ’ . NotC I
N el ; NotC I
S g 5 NotC I
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Q4311 Acessopersquare-centimeter Not-Covered
Q4312 Acesso-acpersquare-centimeter Not-Covered
Q4314 Reeva-ft-persquarecenitmeter Not-Covered
Q4316 Armchoplastpersquarecentimeter NotCovered
Q4317 Vitograft, per square centimeter NetCovered
Q4318 E-graft—persquarecentimeter NotCovered
Q4319 Sanograft, per square centimeter NetCovered
Q4320 Pellegraft—persquarecentimeter NotCovered
Q4321 Renograftpersquarecentimeter Net-Cevered
Q4322 Caregraft, per square centimeter NetCovered
Q4323 Aloply—persquarecentimeter NeotCevered
Q4325 Acapatehpersquarecentimeter NeotCevered
Q4326 Woundplusper-square-centimeter Neot-Covered
Q4328 Mestpersquarecentimeter Not-Covered
Q4330 Total-perseuare-centimeter Net-Coevered
Q4331 Axolotl graft, per square centimeter NetCovered
Q4332 Axolot-dualgraft—persquarecentimeter NeotCevered
Q4333 Ardeograft, persquare centimeter Not Covered
Q4334 Amnioplast I persqguarecentimeter Not-Covered
Q4335 Amnioplast2-persguare-centimeter NetCovered
Q4336 Artacent cpersguarecentimeter Not-Covered
Q4337 Artacenttridentpersguarecentimeter NetCovered
Q4338 Artacentvelospersguare centimeter Neot-Covered
Q4339 Artacentvericlenpersguare centimeter Neot-Covered
Q4342 Fheramendpersguare-centimeter NetCovered
s - — I m i
Q4343 . NetCovered
Q4344 Tri-membrane wrappersquarecentimeter NotCovered
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2021.

ECRI Institute. Clinical Evidence Assessment. TheraGenesis bilayer wound matrix (Gunze International
USA, Inc.) for treating partial- and full-thickness wounds. https://home.ecri.org. Published February
22,2023.

ECRI Institute. Hotline Response. Skin substitutes for managing pilonidal disease excision wounds.
https://home.ecri.org. Published March 31, 2020.

ECRI Institute. Hotline Response. Synthetic versus biologic mesh for abdominal wall reconstructive
surgery. https://home.ecri.org. Published October 15, 2015. Updated November 13, 2019.

ECRI Institute. Product Brief. AlloMax surgical graft (C.R. Bard, Inc./Davol, Inc.) for reconstructive
surgery. https://home.ecri.org. Published October 9, 2015. Updated July 25, 2016.

ECRI Institute. Product Brief. AlloPatch HD acellular dermal matrix (Musculoskeletal Transplant
Foundation) for repairing rotator cuff tears. https://home.ecri.org. Published October 23, 2017.

ECRI Institute. Product Brief. AmnioFix amnion/chorion membrane allograft (MiMedx) for treating
surgical wounds. https://home.ecri.org. Published April 14, 2015. Updated May 10, 2019.

ECRI Institute. Product Brief. Biodesign dural graft (Cook Medical) for repairing dural tears.
https://home.ecri.org. Published August 26, 2015.

ECRI Institute. Product Brief. Biodesign hernia graft (Cook Biotech, Inc.) for reconstructive surgery.
https://home.ecri.org. Published July 20, 2016.

ECRI Institute. Product Brief. Biodesign nipple reconstruction cylinder (Cook Medical) for plastic
surgery. https://home.ecri.org. Published April 5, 2018.

ECRI Institute. Product Brief. Biodesign otologic repair graft (Cook Medical) for tympanic
reconstruction. https://home.ecri.org. Published January 22, 2018.

ECRI Institute. Product Brief. BioDFactor viable tissue matrix (Integra LifeSciences) for treating surgical
and chronic wounds. https://home.ecri.org. Published September 24, 2018.
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ECRI Institute. Product Brief. CopiOs pericardium membrane (Zimmer Dental, Inc.) for use during oral
surgery. https://home.ecri.org. Published February 6, 2017.

ECRI Institute. Product Brief. Cytal wound matrix (ACell, Inc.) for treating acute and chronic wounds.
https://home.ecri.org. Published October 23, 2017. Updated March 15, 2019.

ECRI Institute. Product Brief. Epicord umbilical cord allograft (MiMedx) for treating diabetic foot
ulcers. https://home.ecri.org. Published February 6, 2020.

ECRI Institute. Product Brief. EpiFix amnion/chorion membrane allograft (MiMedx) for treating
chronic wounds. https://home.ecri.org. Published September 10, 2018. Updated December 2, 2019.

ECRI Institute. Product Brief. Gentrix surgical matrix (ACell, Inc.) for reinforcing soft tissue.
https://home.ecri.org. Published June 30, 2018.

ECRI Institute. Product Brief. Graftlacket Regenerative Tissue Matrix (Wright Medical Technology) to
augment tendon and ligament repair. https://home.ecri.org. Published April 7, 2004. Updated
February 12, 2018.

ECRI Institute. Product Brief. Helicoll (EnColl, Corp.) type-1 collagen-based sterile dressing for treating
burns and wounds. https://home.ecri.org. Published August 1, 2014.

ECRI Institute. Product Brief. Integra flowable wound matrix (Integra LifeSciences Corp.) for treating
deep soft-tissue or tunneling wounds. https://home.ecri.org. Published February 20, 2017.

ECRI Institute. Product Brief. Integra template and matrix wound skin substitutes (Integra LifeSciences
Corp.) for treating chronic wounds. https://home.ecri.org. Published Apri-d May 1, 2018.

ECRI Institute. Product Brief. MatriStem MicroMatrix (ACell, Inc.) for treating surgical and chronic
wounds. https://home.ecri.org. Published August 28, 2018.

ECRI Institute. Product Brief. NuShield placental allograft (Nutech Medical) for use in chronic and
surgical wounds. https://home.ecri.org. Published September 15, 2015.

ECRI Institute. Product Brief. Oasis wound matrix (Smith & Nephew, Inc.) for treating surgical and
chronic wounds. https://home.ecri.org. Published April 7, 2004. Updated July 25, 2016.

ECRI Institute. Product Brief. Permacol surgical implant (Medtronic plc) for repairing hernias and
abdominal wall defects. https://home.ecri.org. Published July 25, 2016.

ECRI Institute. Product Brief. PriMatrix dermal repair scaffold (Integra LifeSciences Corp.) for treating
chronic wounds. https://home.ecri.org. Published July 25, 2016. Updated October 31, 2019.

ECRI Institute. Product Brief. Promogran Prisma Matrix (Acelity L.P., Inc.) for promoting surgical
wound healing. https://home.ecri.org. Published August 22, 2018.
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ECRI Institute. Product Brief. Strattice reconstructive tissue matrix (Allergan plc) for breast
reconstruction. https://home.ecri.org. Published February 3, 2012. Updated November 25, 2019.

ECRI Institute. Product Brief. Surgimend collagen matrix (Integra LifeSciences Corp.) for reconstructive
surgery. https://home.ecri.org. Published July 5, 2016.

ECRI Institute. Product Brief. TheraSkin human skin allograft (Solsys Medical, LLC) for treating surgical
and chronic wounds. https://home.ecri.org. Published October 5, 2018. Updated April 1, 2019.

ECRI Institute. Product Brief. XCM biologic tissue matrix (Ethicon US, LLC/DePuy Synthes) for
reconstructive surgery. https://home.ecri.org. Published November 4, 2015. Updated July 25, 2016.

ECRI Institute. Product Brief. XenMatrix surgical grafts (C.R. Bard, Inc.) for hernia repair.
https://home.ecri.org. Published December 5, 2019.

ECRI Institute. Product Brief. XenMatrix Surgical Grafts (C.R. Bard, Inc./Davol, Inc.) for reconstructive
surgery. https://home.ecri.org. Published October 30, 2015. Updated July 25, 2016.

Hayes, Inc. Clinical Research Response. Leneva allograft adipose matrix (MTF Biologics) for
treatment of wounds. https://evidence.hayesinc.com. Published January 16, 2025.

Hayes, Inc. Clinical Research Response. SimpliDerm acellular dermal matrix (Elutia).
https://evidence.hayesinc.com. Published December 8, 2023.

Hayes, Inc. Emerging Technology Report. SkinTE (PolarityBio) for diabetic foot ulcers.
https://evidence.hayesinc.com. Published October 21, 2025.

Hayes, Inc. Evidence Analysis Research Brief. AlloDerm Regenerative Tissue Matrix (AbbVie Inc.) for
head and neck procedures. https://evidence.hayesinc.com. Published July 13, 2023.

Hayes, Inc. Evidence Analysis Research Brief. AmnioBind placental membrane allograft (Pipeline
Healthcare Solutions) for wound management. https://evidence.hayesinc.com. Published December
29, 2023.

Hayes, Inc. Evidence Analysis Research Brief. Apis wound dressing (SweetBio Inc.) for treatment of
wounds. https://evidence.hayesinc.com. Published February 3, 2023.

Hayes, Inc. Evidence Analysis Research Brief. Artacent Flex (Tides Medical) for treatment of wounds.
https://evidence.hayesinc.com. Published December 29, 2023.

Hayes, Inc. Evidence Analysis Research Brief. ArthroFLEX decellularized dermal allograft (Arthrex, Inc.)
for anterior cruciate ligament repair or reconstruction. https://evidence.hayesinc.com. Published
August 3, 2023.
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Hayes, Inc. Evidence Analysis Research Brief. bio-ConneKt wound matrix (MLM Biologics Inc.) for
treatment of wounds. https://evidence.hayesinc.com. Published January 20, 2023.

Hayes, Inc. Evidence Analysis Research Brief. carePatch (Extremity Care) for treatment of wounds.
https://evidence.hayesinc.com. Published March 12, 2024.

Hayes, Inc. Evidence Analysis Research Brief. Celera patch (Nvision Biomedical Technologies Inc.) for
treatment of wounds or burns. https://evidence.hayesinc.com. Published December 5, 2023.

Hayes, Inc. Evidence Analysis Research Brief. Cygnus Matrix (Vivex Biologics) for wound management.
https://evidence.hayesinc.com. Published March 6, 2023.

Hayes, Inc. Evidence Analysis Research Brief. Dermaspan (Biomet Orthopedics) for management of
musculoskeletal indications. https://evidence.hayesinc.com. Published September 12, 2023.

Hayes, Inc. Evidence Analysis Research Brief. Enverse (StimLabs LLC) for treatment of wounds.
https://evidence.hayesinc.com. Published July 25, 2023.

Hayes, Inc. Evidence Analysis Research Brief. FlowerPatch (Conventus Flower Orthopedics) for
treatment of wounds. https://evidence.hayesinc.com. Published January 18, 2024.

Hayes, Inc. Evidence Analysis Research Brief. Human Health Factor 10 Amniotic Patch (Wolver & Poole
Distribution LLC) for wound management. https://evidence.hayesinc.com. Published January 29,
2024.

Hayes, Inc. Evidence Analysis Research Brief. Impax Dual Layer amniotic graft (Legacy Medical
Consultants) for treatment of wounds. https://evidence.hayesinc.com. Published February 8, 2024.

Hayes, Inc. Evidence Analysis Research Brief. InnovaMatrix AC (Triad Life Sciences Inc.) for treatment
of wounds. https://evidence.hayesinc.com. Published January 20, 2023.

Hayes, Inc. Evidence Analysis Research Brief. InnovaMatrix FS (Triad Life Sciences Inc.) for treatment
of wounds. https://evidence.hayesinc.com. Published July 25, 2023.

Hayes, Inc. Evidence Analysis Research Brief. InteguPly (PuraGraft) for management of
musculoskeletal indications. https://evidence.hayesinc.com. Published September 29, 2023.

Hayes, Inc. Evidence Analysis Research Brief. MemoDerm (Stryker) for management of
musculoskeletal indications. https://evidence.hayesinc.com. Published September 19, 2023.

Hayes, Inc. Evidence Analysis Research Brief. Microlyte Matrix (Imbed Biosciences) for treatment of
wounds. https://evidence.hayesinc.com. Published March 20, 2023.
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110. Hayes, Inc. Evidence Analysis Research Brief. MLG-Complete (Samaritan Biologics) for treatment of
wounds. https://evidence.hayesinc.com. Published July 27, 2023.

111. Hayes, Inc. Evidence Analysis Research Brief. Omeza Collagen Matrix (Omeza) for treatment of
wounds. https://evidence.hayesinc.com. Published December 1, 2023.

112. Hayes, Inc. Evidence Analysis Research Brief. PermeaDerm products (Stedical Scientific) for treatment
of wounds. https://evidence.hayesinc.com. Published February 1, 2024.

113. Hayes, Inc. Evidence Analysis Research Brief. Phoenix Wound Matrix (RenovoDerm) for treatment of
wounds. https://evidence.hayesinc.com. Published February 1, 2024.

114. Hayes, Inc. Evidence Analysis Research Brief. ProMatrX ACF (Amino Technology LLC) for treatment of
diabetic foot ulcers. https://evidence.hayesinc.com. Published January 4, 2024.

115. Hayes, Inc. Evidence Analysis Research Brief. Relese (StimLabs LLC) for treatment of wounds.
https://evidence.hayesinc.com. Published April 28, 2023.

116. Hayes, Inc. Evidence Analysis Research Brief. Restrata (Acera Surgical Inc.) for wound management.
https://evidence.hayesinc.com. Published February 3, 2023.

117. Hayes, Inc. Evidence Analysis Research Brief. Signature APatch (Signature Biologics) for treatment of
wounds. https://evidence.hayesinc.com. Published February 26, 2024.

118. Hayes, Inc. Evidence Analysis Research Brief. Skin substitutes for treatment of acute wounds.
https://evidence.hayesinc.com. Published January 31, 2024.

119. Hayes, Inc. Evidence Analysis Research Brief. Supra SDRM (PolyMedics Innovations Inc.).
https://evidence.hayesinc.com. Published July 25, 2023.

120. Hayes, Inc. Evidence Analysis Research Brief. Suprathel (PolyMedics Innovations Inc.) for wound
management. https://evidence.hayesinc.com. Published August 22, 2023.

121. Hayes, Inc. Evidence Analysis Research Brief. SurgiMend (Integra Life Sciences) for postmastectomy
breast reconstruction. https://evidence.hayesinc.com. Published March 24, 2023.

122. Hayes, Inc. Evidence Analysis Research Brief. SurGraft TL (Surgenex LLC) for treatment of wounds.
https://evidence.hayesinc.com. Published February 21, 2024.

123. Hayes, Inc. Evidence Analysis Research Brief. Symphony (Aroa Biosurgery Ltd.) for treatment of
wounds. https://evidence.hayesinc.com. Published March 21, 2023.
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124. Hayes, Inc. Evidence Analysis Research Brief. TheraGenesis (Bioventus LLC) for treatment of wounds.
https://evidence.hayesinc.com. Published March 21, 2023.

125. Hayes, Inc. Evidence Analysis Research Brief. Vendaje (BioStem Technologies) for wound
management. https://evidence.hayesinc.com. Published March 14, 2023.

126. Hayes, Inc. Evidence Analysis Research Brief. Vim amniotic membrane (Cook Biotech) for treatment of
surgical and nonsurgical wounds. https://evidence.hayesinc.com. Published February 13, 2023.

127. Hayes, Inc. Evidence Analysis Research Brief. XCelliStem wound powder (Stemsys) for treatment of
wounds. https://evidence.hayesinc.com. Published January 19, 2023.

128. Hayes, Inc. Evidence Analysis Research Brief. Zenith amniotic membrane (Legacy Medical Consultants)
for wound management. https://evidence.hayesinc.com. Published March 6, 2023.

129. Hayes, Inc. Evolving Evidence Review. Kerecis Omega3 wound (Kerecis) fish skin grafts for
management of burns. https://evidence.hayesinc.com. Published February 22, 2024. Updated
February 26, 2025.

130. Hayes, Inc. Evolving Evidence Review. Kerecis Omega3 wound (Kerecis) fish skin grafts for the
management of diabetic foot ulcers. https://evidence.hayesinc.com. Published February 22, 2024.
Updated February 21, 2025.

131. Hayes, Inc. Evolving Evidence Review. NovoSorb Biodegradable Temporizing Matrix (BTM) (PolyNovo
Pty Ltd.) for treatment of diabetic foot ulcers. https://evidence.hayesinc.com. Published January 25,
2024. Updated October18,-2024 February 5, 2025.

132. Hayes, Inc. Evolving Evidence Review. PuraPly AM antimicrobial wound matrix (Organogenesis) for
treatment of wounds. https://evidence.hayesinc.com. Published December 12, 2022. Updated
December 18, 2024.

133. Hayes, Inc. Health Technology Assessment. Acellular skin substitutes for chronic foot ulcers in adults
with diabetes mellitus. https://evidence.hayesinc.com. Published May 6, 2020. Updated May 10,
2023.

134. Hayes, Inc. Health Technology Assessment. Amniotic allografts for tendon and ligament injuries.
https://evidence.hayesinc.com. Published September 16, 2020. Updated August 29, 2023.

135. Hayes, Inc. Health Technology Assessment. Cellular skin substitutes for chronic foot ulcers in adults
with diabetes mellitus. https://evidence.hayesinc.com. Published March 26, 2020. Updated April 24,
2023.

136. Hayes, Inc. Health Technology Assessment. Grafix cryopreserved placental membrane (Osiris
Technologies Inc.) for treatment of chronic foot ulcers in patients with diabetes mellitus.
https://evidence.hayesinc.com. Published September 3, 2019. Updated October 25, 2022.
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Hayes, Inc. Health Technology Assessment. Processed nerve allografts with the Avance Nerve Graft
(Axogen Corporation) for peripheral nerve discontinuities. https://evidence.hayesinc.com. Published
March 2, 2020. Updated May 10, 2023.

Hayes, Inc. Health Technology Assessment. Skin substitutes for venous leg ulcers in adults.
https://evidence.hayesinc.com. Published July 23, 2020. Updated July 11, 2023.

Hayes, Inc. Health Technology Brief. FlexHD acellular dermis (Musculoskeletal Transplant Foundation)
for hernia repair. https://evidence.hayesinc.com. Published August 8, 2012. Updated June 30, 2014.

Hayes, Inc. Health Technology Brief. Oasis wound matrix (Cook Biotech Inc.) for lower extremity
ulcers. https://evidence.hayesinc.com. Published December 31, 2012. Updated December 12, 2014.

Hayes, Inc. Health Technology Brief. Surgisis AFP anal fistula plug (a.k.a. SIS Fistula Plug) (Cook Biotech
Inc.) for repair of anal fistulas. https://evidence.hayesinc.com. Published April 7, 2008. Updated April
9, 2010.

Hayes, Inc. Medical Technology Directory. Comparative effectiveness review of biologic mesh for
hernia repair: a review of reviews. https://evidence.hayesinc.com. Published March 16, 2018.
Updated March 1, 2022.

Hayes, Inc. Medical Technology Directory. Comparative effectiveness review of human acellular
dermal matrix for breast reconstruction. https://evidence.hayesinc.com. Published January 28, 2019.
Updated February 28, 2022.

Hayes, Inc. Medical Technology Directory. Synthetic tissue for dural repair.
https://evidence.hayesinc.com. Published May 14, 2015. Updated June 11, 2019.

Louisiana Department of Health. Medicaid Services Manual. Chapter 5: Professional Services. Skin
substitutes for chronic diabetic lower extremity ulcers. https://ldh.la.gov/medicaid. Published
February 1, 2012. Updated August 14, 2025.

National Pressure Injury Advisory Panel (NPIAP). The International Guideline. Prevention and
treatment of pressure ulcers/injuries: quick reference guide prevention recommendations.
https://npiap.com. Published 2009. Updated 2049 February 25, 2025.

Society for Vascular Surgery (SVS). Clinical Practice Guidelines of the Society for Vascular Surgery and
the American Venous Forum (ARCHIVED). Management of venous leg ulcers. https://jvascsurg.org.
Published August 2014,

UpToDate, Inc. Basic principles of wound healing. https://uptodate.com. Updated Becember2024
October 2025.
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149. UpToDate, Inc. Evaluation and management of chronic venous insufficiency including venous leg
ulcer. https://uptodate.com. Updated October 2025.

150. UpToDate, Inc. Implant-based breast reconstruction and augmentation. https://uptodate.com.
Updated December2024 October 2025.

151. UpToDate, Inc. Local care of diabetic foot ulcers. https://uptodate.com. Updated Becember2024
October 2025.

152. UpToDate, Inc. Operative management of anorectal fistulas. https://uptodate.com. Updated
Becember2024 October 2025.

153. UpToDate, Inc. Overview of surgical procedures used in the management of burn injuries.
https://uptodate.com. Updated December2024 October 7, 2025.

154. UpToDate, Inc. Overview of treatment of chronic wounds. https://uptodate.com. Updated Becember
2024 October 13, 2025.

155. UpToDate, Inc. Principles of acute wound management. https://uptodate.com. Updated December
2024 October 2025.

156. UpToDate, Inc. Skin substitutes. https://uptodate.com. Updated Becember2024 October 2025.

157. UpToDate, Inc. Topical agents and dressings for local burn wound care. https://uptodate.com.
Updated Becember2024 October 2025.

158. US Government Publishing Office. Electronic code of federal regulations: part 1271 — human cells,
tissues, and cellular and tissue-based products. https://ecfr.gov. Published January 19, 2001. Updated
November 24, 2004.
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Change Summary

02/04/2025 New Policy.
02/03/2026 Annual Review, Coverage Change. Updated Coding Information Edits align with state-specific content




