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Important Dates

Proposed LCD Posting Date:

04/25/2024

Public Comment Period:

04/25/2024 - 06/08/2024

Contractor Advisory Committee Meeting Dates:

/A

Open Meeting Dates:

05/16/2024

Final LCD Notice Period:

11/14/2024 - 04/12/2025

Final LCD Effective Date:

04/13/2025

Contacts

Moridion Healthcare Solutions, LLC JE Part B Contractor Medical Director(s)
Attention: Draft LCD Comments.
PO Box 6781
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Issue Description

This Local Coverage Determination (LCD) has been developed to create a policy consistent with current evidence, This LCD covers skin
substitute grafts/cellular and tissue-based products (CTP) for the treatment of diabetic foot ulcers (DFU) and venous leg ulcers (VLU) in the
Medicare population. Diabetic foot ulcers and VLU have multifactor etiologies requiring targeted therapy. Both are associated with significant
morbidity, including amputations, and diminished quality of life. Mumerous remedies including systemic and local treatments have been
proposed. Skin substitute grafts/CTP are marketed as purported treatments for these ulcers. Their effectiveness is currently an active area of
investigation. Despite lack of definitive improved health outcomes in the Medicare population coverage will be provided for skin substitute
grafts/CTP having peer-reviewed, published evidence supporting their use as adjunctive treatment for chronic ulcers shown to have failed
established methods to affect healing.

Issue - Explanation of Change Between Proposed LCD and Final LCD

Based on comments and literature submitted dunng the open comment period the following changes have been made from the proposed to
final palicy:

« The term ‘Failure to respond’ has been replaced with the phrose *50% ulcer area reduction.” Clarification of documentation requirements,
additional definitions and other clarifying languaoge added as recommended by commenters.

= Ankle-Brachial Index (AB) was replaced with vascular assessment, uncontrolled diabetes removed examples of contraindications and
Class lll compression requirement removed.

» Language added to clarify that standard of care 15 expected to be continued throughout the course of treatment.

« Application limit expanded from 4 to 8 and duration increased from 12 to 16 weeks based on submitted literature, comments received,
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Ulcers
DL32760

« Application limit expanded from 4 to 8 and duration increased from 12 to 16 weeks based on submitted literature, comments received,
and recommendations from SMEs.

« Use of the KX-modifier is added as an attestation of medical necessity for use over 4 applications.

« Further description of wastage documentation requirements added to the B & C article.

« Clarified use of product over exposed muscle, tendon, or bone when consistent with the labeled indication. The relevant ICD-10-CM
codes were added to B & C article.

« Additional references were added to section on product classification and further clarification of porcine dressings were detailed in the
LCD.

« Four systematic reviews and a new section entitled “Real World Evidence”{RWE) with summary of previous and newly submitted RWE
were added to evidence review section.

« Additional literature was added for to product section for Apis, Derma-Gide, DermaPure, Grahx, Kerecis, NuShield, Phoenix wound
Matrix, PuraPly AM, Restrata, Supra SDRM, and TheraGenesis (Pelnac). Derma-Gide, Kerecis and NuShield were added to the DFU
covered list.

« The product Oasis Tri-Layer Wound was found to have insufficient evidence for coverage in DFUs and VLUs, therefore, it wos removed
from tables 1 & 2 and placed in table 3 in the LCD.

» The evidence for DFU and VLU was placed in separate tables and corresponding sections of the B&C article to ensure clanty that
coverage is based on evidence for the indication in which has been studied.

« Additional literature added to the Societal Guidance section.

+ Analysis of Evidence section expanded and provides further discussion on the limitations of the current body of literature, clarity on the
methodology utilized to assess the literature, and explanation for the above changes. Multiple published sources to aid investigators in
development of high-quality future studies have been added as requested by Stakeholders.

« Additional ICD-10-CM codes with clanifications were added to Billing and Coding Article.
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N QR I DIAN Medicare caiifomia, Hawail, Nevada, American Samoa, Guam, Northern = =
MEALTHCARN SOLUTIONT Mariana Islands | Search e

JE PartB > Policles » Local Coverage Determination (LCD) » Active LCDs

Policies Active LCDs
w Local Coverage Determination (LCD) All LCDS are the same for each state within a Jurisdiction and are accessible from the table below.
Active LCDs
Access LCD or Article: Select the LCD or Article number in the table below to view the policy or article on the Medicare Coverage Database
Proposed LCDs (MCD).
Retired LCDs

Access MolDX LCDs and MolDX Articles
Open Public Meeting

Billing and Coding Articles
¥ Clinician's Corner
Medical Director Articles

Print the LCD or Article: Select the LCD or Article number in the table below to view the policy or article on the Medicare Coverage Database
(MCD),

1. Click on the blue download arrow on the right side of page when LCD or Article appears.
2. Click the print when PDF opens.

Molecular Diagnostic Services

View the ICD-9 to ICD-10 LCD number crosswalk.
Mational Coverage Determination
(NCD) Once you access the LCD, the "Coding Guidelines® can be found under the heading, "LCD Attachments® near the end of the document. Note:
Meirkding: Mudical Dissetos All CPT/HCPCS codes listed are mentioned in the LCD, but are not necessarily subject to diagnosis codes or coverage criteria. @
Self Administered Drugs (SADs)

Search for an LCD Type here to filter... »



Educational Resources

Policy Related Forms
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Jurisdiction E - Medicare Part B ContactUs | Help | Tools | Noridian Medicare Portal (NMP) Login
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JE Part B » Policies » Local Coverage Determination (LCD) > Proposed LCDs

Policies Proposed LCDs

w Local Coverage Determination (LCD) When there are Proposed Local Coverage Determinations (LCDs) that are in the comment period, this webpage will provide a summary of E
Active LCDs comments received and Moridian's response. This infermation will remain on this webpage for at least six months. 5
Proposed LCDs g 3

Status Indicators
Retired LCDs
. D = Proposed under development, not yet released for comment
Open Public Meeting C = Proposed LCD released for comment
Billing and Ceding Articles E = Formal cormment period has ended; comments now being considered

F = Final new/revised LCD has been issued for notice

* Clinician's Comer A = Active policy: notice period complete and the policy is in effect

Medical Director Articles
NSl e Sk Send Proposed LCD Comments to:
Mational Coverage Determination Mail:
(NCD) MNoridian Medicare JE Part B
, g Attention: Proposed LCD Comments
Moridian Medical Directors PO Box 6781 @
Self Administered Drugs (SADs) Fargo, ND 58108-6781

Email: policydrafti@naoridian.com
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Bioengineered Skin Substitutes or Cellular and Tissue Based Products (CTPs), referred to as Skin Substitutes
by CMS, The Current Procedural Terminelogy (CPT) and The Healthcare Common Procedure Coding
Manuals, have been developed in an attempt to circumvent problems inherent with autografts, allografts and
xenografts. These constitute biologic covers for refractory wounds with full thickness skin loss secondary to 3rd
degree burns or other disease processes such as diabetic neuropathic ulcers and the skin loss of chronic venous
stasis or venous hypertension. The production of these biologic skin substitutes or CTPs varies by company and
product, but generally involves the creation of immunoclogically inert biological products containing protein, hormones
or enzymes seeded into a matrix which may provide protein or growth factors proposed to stimulate or facilitate
healing or promote epithelization. A variety of biosynthetic and tissue-engineered skin substitution products
marketed as Human Skin Equivalents (HSE) or Cellular or Tissue-based Products (CTP) are manufactured
under an array of trade names and marketed for a variety of indications. All are procured, produced, manufactured,
processed and promoted in sufficiently different manners to preclude direct product comparison for equivalency or
superiority in randomized controlled trials. Sufficient data is available to establish distinct inferiority to human skin

autografts and preclude their designation as skin equivalence.

Bioengineered skin substitutes or CTPs are classified into the following types:

Human skin allografts derived from donated human skin (cadavers)

Allogeneic matrices derived from human tissue (fibroblasts or membrane)

» Composite matrices derived from human keratinocytes, fibroblasts and xenogeneic collagen
Acellular matrices derived from xenogeneic collagen or tissue

Human Skin Allografts are bioengineered from human skin components and human tissue which have had intact
cells removed or treated to avoid immunologic rejection. They are available in different forms promoted to allow
scaffolding, soft tissue filling, growth factors and other bioavailable hormonal or enzymatic activity.



LCD - Application of Bioengineered Skin Substitutes to Lower
Extremity Chronic Non-Healing Wounds (L35041)

Links in PDF documents are not guaranteed to work. To follow a web link, please use the MCD Website,

Contractor Information

CONTRACTOR NAME CONTRACT TYPE CONTRACT NUMBER JURISDICTION |STATES
Movitas Solutions, Inc. A and B MAC 04111 - MAC A J-H Colorado
Movitas Solutions, Inc. A and B MAC 04112 - MACB J-H Colorado
Movitas Solutions, Inc, A and B MAC 04211 - MAC A J-H New Mexico
Novitas Solutions, Inc, A and B MAC 04212 - MAC B J-H New Mexico
Novitas Selutions, Inc, A and B MAC 04311 - MAC A J-H Oklahoma
Novitas Seolutions, Inc. A and B MAC 04312 - MAC B J=-H Oklahoma
Novitas Solutions, Inc, A and B MAC 04411 - MAC A )J-H Texas
Movitas Selutions, Inc. A and B MAC 04412 - MAC B J-H Texas
Novitas Solutions, Inc. A and B MAC 04911 - MAC A J=-H Colorado
MNew Mexico
Oklahoma

Tavyae




Autologous skin grafts, also referred to as autografts, are permanent covers that use skin from different parts of
the individual's body. These grafts consist of the epidermis and a dermal component of variable thickness. A split-
thickness skin graft (2T3G) includes the entire epidermis and a portion of the dermis. A full thickness skin graft
(FTSG) Includes all layers of the skin. Although autografts are the optimal cholce for full thickness wound coverage,
areas for skin harvesting may be limited, particularly in cases of large burns or venous stasis ulceration. Harvesting
procedures are painful, disfiguring and reguire additional wound care,

Allografts which use skin from another human (e.g., cadaver) and Xenografts which use skin from another species
(e.g., porcine or bovine) may also be employed as temporary skin replacements, but they must later be replaced by
an autograft or the ingrowth of the patient’s awn skin.

Bicengineered Skin / Cultured Epidermal Autografts (CEA) are autografts derived from the patient’s own skin
cells grown or cultured from very small amouwnts of skin or hair follicle, Production time is prolonged. One such
product is grown on a layer of Irradiated mouse celis, bestowing some elements of a xenograft. Wide spread usage
has not been available due to limited availability or access to the technology.

Bicengineered Skin Substitutes or Cellular and Tissue Based Products (CTPs), referred to as Skin Substitutes
by CMS; The Current Procedural Terminology (CPT) and The Healthcare Common Procedure Coding
Manuals, have been developed In an attempt to circumvent problems inherent with autografts, allegrafts and
xenografts. These constitute blologic covers for refractory wounds with full thickness skin loss secondary to 3rd
degree burns or other disease processes such as diabetic neurcpathic ulcers and the skin loss of chronic venous
stasis or venous hypertension, The production of these biclogic skin substitutes or CTPs varies by company and
product, but generally involves the creation of immunologically inert biological products containing protein, hormones
or enzymes seeded into a matrix which may provide pretein or growth factors proposed te stimulate or facilitate
healing or promote eplthelization. A variety of blosynthetic and tissue-engineered skin substitution products
marketed as Human Skin Equivalents (H5E) or Cellular or Tissue-based Products (CTP) are manufacturad
under an array of trade names and marketed for a variety of indications. All are procured, produced, manufactured,
processed and promoted In sufficlently different manners to preclude direct product comparison for equivalency or
superiority in randomized controlled trials, Sufficient data is available to establish distinct inferiority to human skin
autografts and preclude their designation as skin equivalence.

Bioengineered skin substitutes or CTPs are classified into the following types:

« Human skin allografts derived from donated human skin [cadavers)

+ Allogeneic matrices derived from human tissue (fibroblasts or membrane)

» Composite matrices derived from human keratinocytes, fibroblasts and xenogeneic collagen
« Acellular matrices derived from xenogeneic collagen or tissue



Regulatory Status
U5 Food and Drug Administration (FDA) Governing Skin Substitute Products

The FDA does not refer to any product or class of products as ";skin substitutes.” However, products commaonly
described as ";skin substitutes” are regulated by FDA under one of the four categories described below depending on
the origin and composition of the product and listed as a "Skin Substitute” with a HCPCS code Q41XX,

1. Human Cells; Tissues, and Cellular and Tissue-Based Products - Cells and tissues taken from human
donors and transplanted to a recipient are regulated under PHS 361 [21 CFR 1270 & 1271]. This regulation
describes the rules concerning the use of HCT/Fs for human medical purposes. The final rule, 21 CFR Part
1271, bacame effective on April 4, 2001, for human tissues intended for transplantation that are regulated
under section 361 of the PHS Act and 21 CFR Part 1270. HCT/Ps are regulated by the Center for Biologics
Evaluation and Research (CBER). The Center for Biologics Evaluation and Resaarch is responsible for regulating
biclogical and related products including blood, vaccines, allergenics, tissues, and cellular and gene therapies.
Establishments producing HCT/Ps must register with FDA and list their HCT/Ps. HCT/Ps establishments are not
required to demonstrate the safety or effectiveness of their products and FDA does not evaluate the safety or
effectiveness of these products.

2. Premarket Approval - Premarket approval (PMA) by FDA is the required process of sclentific review to ensure
the safety and effectiveness of Class III devices. Before Class III devices can be marketed, they must have an
approved PMA application. Therefore, wound care products regulated under the PMA process will require
evidence that they promote wound healing before they are approved for marketing.

3. 510(k) Submissions - According to FDA documents a "510(k) is a premarket submission made to FDA to
demonstrate that the device to be marketed is at least as safe and effective, that Is, substantially equivalent
(SE), to a legally marketed device (21 CFR 807.92(a){3)) that is not subject to PMA." Submitters must
compare thair device to one or more simllar legally marketed devices and make and support their substantial
equivalency claims. Unlike PMA, 510(k) confers reasonable assurance of safety and effectiveness via

Created on OB/04,/ 2023, Page 5 of 21

demonstration of substantial equivalence to a legally marketed device that does not reguire premarket
approval. Therefore, wound care products regulated under the 510{k) process will not typically require clinical
evidence to establish effectiveness in wound healing, as compared with products regulated under the PMA
process in which substantial clinical evidence is always required.



Standard treatment of chronic lower extremity ulcers or skin loss (e.g., DFU or VLU) primarily includes infection and
edema control, mechanical offloading, mechanical compreassion or limb elevation, debridement of necrotic or infected
tissue, and management of concomitant and inciting medical issueas (blood glucose control, tobacco use),
Maintenance of a therapeutic environment with appropriate dressings to preclude further trauma facilitates
development of healthy granulation tissue and encourages re-epithelialization. A wound that fails to show evidence of
healing by contraction and advancement of epithelial margins following 4 weeks of optimization, including all aspects
of standard therapy, is considered a chronic non-healing wound and falls into the auspices of this LCD. The
fundamental basis for non-healing of a wound is of paramount importance and must be corrected prior to
consideration of additional therapy.

The depth of skin loss is the determinant of its ability to return. Full thickness skin loss, implying the loss of all
elements of the epidermis and dermis, will require re-epithelization of the surface once a clean granular base is
established. Both full and partial thickness skin loss may benefit from enhanced products referred to as Skin
Substitutes. Though no skin substitutes are capable of replacing the patient’'s own skin, they have been
demonstrated to allow scaffolding for the growth of epithelium, enzymatic cleansing and provision of growth factors
beneficial to deficit reduction and re-epithelization.



This document addresses the management of chronic non-healing wounds or skin deficits of the lower extremities
with the goal of wound and skin closure when standard or conservative measures have failed. While lower extremity
ulcers have numerous causes such as burns, trauma, immobility, ischemia or other neurologic impairment, over 90%
of the lesions are related to venous stasis disease and diabetic neuropathy. Therefore, the focus of this policy is the
application of bioengineered skin substitute material to diabetic foot ulcers and venous leg ulcers of the lower

extremities and the reasonable and necessary (R&N) threshold for utilization of skin substitutes. Particular emphasis
is placed on the indications for application of bioengineered skin substitute material for DFU and VLU.



Medicare coverage for wound care on a continuing basis, for a single wound, in an individu
upon evidence documented in the patient’s medical record that the wound is improving in

care being provided. Since it is neither reasonable nor medically necessary to continue a g
the absence of wound improvement, it is expected that the wounds response to treatment
medical record at least once every 30 days for each episode of wound treatment and made



Medicare ca:verage for wound care on a continuing basis, for a single wound, in an individual patient is contingent
upon evidence documented in the patient’s medical record that the wound is improving in response to the wound
care being provided. Since it is neither reasonable nor medically necessary to continue a given type of wound care in
the absence of wound improvement, it is expected that the wounds response to treatment will be documented in the
medical record at least once every 30 days for each episode of wound treatment and made available to the

contractor upon request.



Medicare cq&rerage for wound care on a continuing basis, for a single wound, in an individual patient is contingent
upon evidence documented in the patient’'s medical record that the wound is improving in response to the wound
care being provided. Since it is neither reasonable nor medically necessary to continue a given type of wound care in
the absence of wound improvement, it is expected that the wounds response to treatment will be documented in the
medical record at least once every 30 days for each episode of wound treatment and made available to the

contractor upon request.

Documentation of response requires measurements of the initial ulcer, measurements at the completion of at
least four weeks of appropriate wound care and measurements immediately prior to placement and with each
subsequent placement of the bioengineered skin substitute or CTP.



Covered Indications & D 2. \’L 'DEF l N ) Twr(

Chronic Wounds are defined as wounds that do not respond to standard wound treatment for at least a 30 day period
during organized comprehensive conservative therapy.

For all wounds, documentation (as outlined in the documentation requirements of the policy) and a comprehensive
treatment plan, before initiation of a specialized wound therapy product is required.

For purposes of this LCD 3iled Response JE= defined as an ulcer or skin deficit that has failed to respond to

documented appropriate wound-care measures, has increased in size or depth, or has not changed in baseline size or
depth and has no indication that improvement is likely (such as granulation, epithelialization or progress towards
closing).

Medicare covers application of skin substitutes to Ulcers or Wounds with Failed Response that are:

« Partial- or full-thickness ulcers, not involving tendon, muscle, joint capsule or exhibiting exposed bone or sinus
tracts, with a clean granular base;

+ 5Skin deficit at least 1.0 square centimeter (cm) in size;

« Clean and free of necrotic debris or exudate;

* Have adequate circulation/oxygenation to support tissue growth/wound healing as evidenced by physical
examination (e.g., Ankle-Brachial Index [ABI] of no less than 0.60, toe pressure greater than 30 millimeters of
mercury [mmHg]l);

» For diabetic foot ulcers, the patient’s medical record reflects a diagnosis of Type 1 or Type 2 Diabetes and also
reflects medical management for this condition.



Wound healing is impaired by the systemic use of tobacco. Therefore, ideally patients who have smoked will have
ceasad smoking or have refrained from systemic tobacco intake for at least 4 weeks during conservative wound care
and prior to planned bioengineered skin replacement therapy.

Documentation (in the pre-service record) specifically addressing circumstances as to why the wound has failed to
respond to standard wound care treatment of greater than 4 weeks and must reference specific interventions that
have failed. Such record should include updated medication history, review of pertinent medical problems that may
have occurred since the previous wound evaluation, and explanation of the planned skin replacement surgery with
choice of skin substitute graft product. The procedure risks and complications should also be reviewed and
documented. Documentation of smoking cessation counseling and cessation measures prescribed, if applicable, must
also be documented in the patient's record.

Application of a skin substitute graft for lower extremity chronic wound (DFU and VLU) will be covered when the
following conditions are met for the individual patient:

 Presence of neuropathic diabetic foot ulcer(s) having failed to respond to documented conservative wound-care
measures of greater than four weeks, during which the patient is compliant with recommendations, and
without evidence of underlying osteomyelitis or nidus of infection.

« Presence of a venous stasis ulcer for at least 3 months but unresponsive to appropriate wound care for at least
30 days with documented compliance.

» Presence of a full thickness skin loss ulcer that is the result of abscess, injury or trauma that has failed to
respond to appropriate control of infection, foreign body, tumor resection, or other disease process for a period
of 4 weeks or longer.



In all wound management the ulcer must be free of infection and underlying osteomyelitis with documentation of the
conditions that have been treated and resolved prior to the institution of skin substitute therapy. For purposes of this
LCD, appropriate therapy includes, but is not limited to:

« Control of edema, venous hypertension or lymphedema

« Control of any nidus of infection or colonization with bacterial or fungal elements

* Elimination of underlying cellulitis, osteomyelitis, foreign body, or malignant process

* Appropriate debridement of necrotic tissue or foreign body (exposed bone or tendon)

+ For diabetic foot ulcers, appropriate non-weight bearing or off-loading pressure

* For venous stasis ulcers, compression therapy provided with documented diligent use of multilayer dressings,
compression stockings of greater than 20 mmHg pressure, or pneumatic compression

« Provision of wound environment to promote healing (protection from trauma and contaminants, elimination of
inciting or aggravating processes)

I i il i m e



Due to the propensity for misuse of skin substitute and blological dressing products, reimbursement may be made
only when the medical record clearly documents that these products have been used in a comprehensive, arganized
wound management program. All listed products, unless they are specifically FDA-labeled or cleared for use
in the types of wounds being treated, will be considered to ba biologic dressings and part of the relevant
Evaluation and Management (E/M) service provided and not separately reimbursed.

« Partial thickness loss with the retention of epithelial appendages is not a candidate for grafting or replacement,
as epithelium will repopulate the deficit from the appendages, negating the benefit of overgrafting.

Created an 0B/D4/2023. Page B of 21

« Skin substitute grafts will be allowed for the episode of wound care in compliance with FDA guidelines for the
specific product (see utilization guidelines) not to exceed 10 applications or treatments. In situations where

an one specific product is used, it is expected that the number of applications or treatments will still

not excead 10.
muUTameons ose of more than one product for the episode of wound is not covered. Product change within the

episode of wound is allowed, not to exceed the 10 application limit per wound per 12 week period of care.

Treatment of any chronic skin wound will typically last no more than twelve (12) weeks,

Repeat or alternative applications of skin substitute grafts are not considered medically reasonable and

necessary when a previous full course of applications was unsuccessful. Unsuccessful treatment Is defined as

increase in size or depth of an ulcer or no change in baseline size or depth and no sign of improvement or

indication that improvement is likely (such as granulation, epithelialization or progress towards closing) for a

period of 4 weeks past start of therapy.

Retreatment of healed ulcers, those showling greater than 75% size reduction and smaller than 0.5 square cm,

is not considered medically reasonable and necessary.

Skin substitute grafts are contraindicated and are not considered reasonable and necessary in patients with

inadequate control of underlying conditions or exacerbating factors (e.g., uncontrolled diabetes, active

infection, and active Charcot arthropathy of the ulcer extremity, vasculitis or continued tobacco smoking

without physician attempt to affect smoking cessation).

Skin substitute grafts are contraindicated in patients with known hypersensitivity to any component of the

specific skin substitute graft (e.g., allergy to avian, bovine, porcine, equine products).

Repeat use of surgical preparation services in conjunction with skin substitute application codes will be

considered not reasonable and necessary. It is expected that each wound will require the use of appropriate

wound preparation code at least once at initiation of care prior to placement of the skin substitute graft,




 Partial thickness loss with the retention of epithelial appendages is not a candidate for grafting or replacement,
as epithelium will repopulate the deficit from the appendages, negating the benefit of overgrafting.
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o Skin substitute grafts will be allowed for the episode of wound care in compliance with FDA guidelines for the
specific product (see utilization guidelines) not to exceed 10 applications or treatments. In situations where
more than one specific product is used, it is expected that the number of applications or treatments will still
not exceed 10.

» Simultaneous use of more than one product for the episode of wound is not covered. Product change within the
episode of wound is allowed, not to exceed the 10 application limit per wound per 12 week period of care,

e Treatment of any chronic skin wound will typically last no more than twelve (12) weeks.

« Repeat or alternative applications of skin substitute grafts are not considered medically reasonable and
necessary when a previous full course of applications was unsuccessful, Unsuccessful treatment is defined as
increase in size or depth of an ulcer or no change in baseline size or depth and no sign of improvement or
indication that improvement is likely (such as granulation, epithelialization or progress towards closing) for a
period of 4 weeks past start of therapy.

« Retreatment of healed ulcers, those showing greater than 75% size reduction and smaller than 0.5 square cm,
is not considered medically reasonable and necessary,



Retreatment of healed ulcers, those showing greater than 75% size reduction and smaller than 0.5 square cm,
is not considered medically reasonable and necessary.

Skin substitute grafts are contraindicated and are not considered reasonable and necessary in patients with
inadequate control of underlying conditions or exacerbating factors (e.g., uncontrolled diabetes, active
infection, and active Charcot arthropathy of the ulcer extremity, vasculitis or continued tobacco smoking
without physician attempt to affect smoking cessation).

Skin substitute grafts are contraindicated in patients with known hypersensitivity to any component of the
specific skin substitute graft (e.qg., allergy to avian, bovine, porcine, equine products).

Repeat use of surgical preparation services in conjunction with skin substitute application codes will be
considered not reasonable and necessary. It is expected that each wound will require the use of appropriate
wound preparation code at least once at initiation of care prior to placement of the skin substitute graft.
Re-treatment within one (1) year of any given course of skin substitute treatment for a venous stasis ulcer or
(diabetic) neuropathic foot ulcer is considered treatment failure and does not meet reasonable and necessary
criteria for re-treatment of that ulcer with a skin substitute procedure.



UDeocumeantation Hequireaments

w1 T

. &ll documentation must be maintained in the patient’s medical record and made available to the contractor

upon reguest.

. Every page of the record must be legible and include appropriate patient Identification information (e.g.,

complete name, dates of service[s]). The documenktation must Include the legible signature of the physician or
non-physiclan practitioner responsible for and providing the care to the patient.

. Medical record documentation must support the medical necessity of the services as stated in this palicy.
. The documentation must support that the service was performed and must be included in the patient’s medical

record. This Information Is normally found In the history and physical, office/progress notes, hospital notes,
and/or procedure report.

. The medical record must clearly show that the criteria listed under the Covered Indications and Limitations

sactions have been met, as weall as, the appropriate diagnosis and response to treatment,

. The documentation must support the need for skin substitute application and the product used.
. A description of the wound(s) must be documented at baseline (prior to beginning conservative treatment)

relative to size, location, stage, duration, and presence of infection, in addition to type of treatment given and
responsa,
# This information must be updated in the medical record throughout treatment.
# Wound description must also be documented pre and post treatment with the skin substitute graft being
used.
« If obvious signs of worsening or lack of treatment response is noted, continuing treatment with the skin
substitute would not be considered medically reasonable and necessary without documentation of a
reasaonable rationale for doing so.

. Documentation of smoking history, and that the patlent has recelved counseling on the effects of smoking on

surglcal outcomes and treatment for smoking cessation (If applicable) as well as outcome of counselling must
be in the medical record.

. The amount of utilized and wasted skin substitute must be clearly documented in the procedure note with the

following minimum Information:

= [Date, time and location of ulcer treated;

= Mame of skin substitute and how product supplied;
amount of product unit used;
Amount of product unit discarded;
Reason for the wastage;
Manufacturer's serial/let/batch or other unit identification number of graft material. When manufacturer
does not supply unit identification, record must document such.
MNotae: Movitas expects that where multiple sizes of a specific product are available, the size that bast fits the
waound with the least amount of wastage will be utilized. Please refer to article A54117 for coding/billing
imstructions regarding drug wastage,

# & =
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Tracking Sheet

Skin Substitute Grafts/Cellular and Tissue-Based Products for the Treatment of Diabetic Foot Ulcers and Venous Leg

Ulcers
DL39760

Important Dates

Proposed LCD Posting Date:

04/25/2024

Public Comment Period:

04/25/2024 - 06/08/2024

Contractor Advisory Committee Meeting Dates:

/A

Open Meeting Dates:

05/16/2024

Final LCD Notice Period:

11/14/2024 - 04/12/2025

Final LCD Effective Date:

04/13/2025

Contacts

Moridion Healthcare Solutions, LLC JE Part B Contractor Medical Director(s)
Attention: Draft LCD Comments.
PO Box 6781



Tracking Sheet

Skin Substitute Grafts/Cellular and Tissue-Based Products for the Treatment of Diabetic Foot Ulcers and Venous Leg

Ulcers
DL39760

Issue Description

This Local Coverage Determination (LCD) has been developed to create a policy consistent with current evidence, This LCD covers skin
substitute grafts/cellular and tissue-based products (CTP) for the treatment of diabetic foot ulcers (DFU) and venous leg ulcers (VLU) in the
Medicare population. Diabetic foot ulcers and VLU have multifactor etiologies requiring targeted therapy. Both are associated with significant
morbidity, including amputations, and diminished quality of life. Mumerous remedies including systemic and local treatments have been
proposed. Skin substitute grafts/CTP are marketed as purported treatments for these ulcers. Their effectiveness is currently an active area of
investigation. Despite lack of definitive improved health outcomes in the Medicare population coverage will be provided for skin substitute
grafts/CTP having peer-reviewed, published evidence supporting their use as adjunctive treatment for chronic ulcers shown to have failed
established methods to affect healing.

Issue - Explanation of Change Between Proposed LCD and Final LCD

Based on comments and literature submitted dunng the open comment period the following changes have been made from the proposed to
final palicy:

« The term ‘Failure to respond’ has been replaced with the phrose *50% ulcer area reduction.” Clarification of documentation requirements,
additional definitions and other clarifying languaoge added as recommended by commenters.

= Ankle-Brachial Index (AB) was replaced with vascular assessment, uncontrolled diabetes removed examples of contraindications and
Class lll compression requirement removed.

» Language added to clarify that standard of care 15 expected to be continued throughout the course of treatment.

« Application limit expanded from 4 to 8 and duration increased from 12 to 16 weeks based on submitted literature, comments received,




Tracking Sheet

Skin Substitute Grafts/Cellular and Tissue-Based Products for the Treatment of Diabetic Foot Ulcers and Venous Leg

Ulcers
DL32760

« Application limit expanded from 4 to 8 and duration increased from 12 to 16 weeks based on submitted literature, comments received,
and recommendations from SMEs.

« Use of the KX-modifier is added as an attestation of medical necessity for use over 4 applications.

« Further description of wastage documentation requirements added to the B & C article.

« Clarified use of product over exposed muscle, tendon, or bone when consistent with the labeled indication. The relevant ICD-10-CM
codes were added to B & C article.

« Additional references were added to section on product classification and further clarification of porcine dressings were detailed in the
LCD.

« Four systematic reviews and a new section entitled “Real World Evidence”{RWE) with summary of previous and newly submitted RWE
were added to evidence review section.

« Additional literature was added for to product section for Apis, Derma-Gide, DermaPure, Grahx, Kerecis, NuShield, Phoenix wound
Matrix, PuraPly AM, Restrata, Supra SDRM, and TheraGenesis (Pelnac). Derma-Gide, Kerecis and NuShield were added to the DFU
covered list.

« The product Oasis Tri-Layer Wound was found to have insufficient evidence for coverage in DFUs and VLUs, therefore, it wos removed
from tables 1 & 2 and placed in table 3 in the LCD.

» The evidence for DFU and VLU was placed in separate tables and corresponding sections of the B&C article to ensure clanty that
coverage is based on evidence for the indication in which has been studied.

« Additional literature added to the Societal Guidance section.

+ Analysis of Evidence section expanded and provides further discussion on the limitations of the current body of literature, clarity on the
methodology utilized to assess the literature, and explanation for the above changes. Multiple published sources to aid investigators in
development of high-quality future studies have been added as requested by Stakeholders.

« Additional ICD-10-CM codes with clanifications were added to Billing and Coding Article.
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Moridian Medical Directors Access Article: Select the Article number in the table below to view the policy or article on the Medicare Coverage Database (MCD).
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Billing and Coding Articles

The term "article” is used to describe any bulletin article, website article, educational handout or any other non-LCD document intended for
public release that contains coverage/coding statements or medical review related billing or claims considerations.

Medicare contractors post articles into the Medicare Coverage Database (MCD). Articles address local coverage, coding or medical review
related billing and claims considerations, and may include any newly developed educational materials, coding instructions or clarification of
existing medical review related billing or claims policy.

View coverage information on topics found outside NCDs and LCDs. As articles are updated in the MCD, they will be published as
webpages here as well. Watch the below list continue to expand as updates are made.

Access Article: Select the Article number in the table below to view the policy or article on the Medicare Coverage Database (MCD).
Print the Article: Select the LCD or Article number in the table below to view the policy or article on the Medicare Coverage Database (MCD).

1. Click on the blue download arrow on the right side of page when Article appears.
2. Click the print when PDF opens.

Search for an Article foot card x
Article
Topic « CPT/HCPCS Codes Referenced
Number
Billing and Coding: Routine Foot Care AS/954 (4 11055, 11056, 1105/,11./719, 11720, 11721, GO127

To view all the articles on the CMS wehszite calaect a link below to be redirectaed to the pACH



= AN OINCEl weDEle O e Unined Slaes government Dee s NoW vosl KO0 w

|€“ CMS gov Centers for Medicare & Medicaid Services About Uls  Newsroom  Dato & Research

M CD Search Reports Downloads

Medicare Coverage Database

Contents
Billing and Coding Article
Contractor

information Billing and Coding: Routine Foot Care

Article Information
AS7954 Expand All | Collapse Al e o a

General Information

Srteris 1D
ek ) NOT AN LCD REFERENCE ARTICLE
asticie Type This article 15 not in direct support of on LCD, Leam more

Ciriginal Effective Dote

Renndian EMective =
Dote Contractor Information v
Revision Ending Dote
Fetwrerrsent Date

et

CMS Mational Article Information

Coverage Folicy

Expn T ollapsa 1 Artcis Infonmatian section

Article Guidonoe "
General Information

Artiche Text
Coding Information Article ID
s ARTORA CPT codes, desonptions, and other data only are copyright 2024 Ameroon Medical Associotion
CPTHCPCS Codes &ll Rights Reserved. Applicoble FARSHMSARS opply
CPTHCPCS Modifiers Article Title " _ : .
E. || | -!'|_~..|J Rﬂ i FL':- . {{J . Fee schedules, ralative valus wnits. converssn foctiors andior relafed componants are not
1RIAFIEY CAME) A L L LareE Ly e s - . T
2 4 ossigned by the AMA, ore nof part of CPT, and the ALMA = not recommeending Bhair ude The SALES

IC0D-10-ChM Codes



Group 1 Paragraph
Note: Providers are reminded to refer to the long descriptors of the CPT codes in their CPT book.

Group 1 Codes
Code Description
11055 Paring/cutg b9 hyprker les 1
11056 Parng/cutg b3 hyprkr les 2-4
11057 Parngfcutg b9 hyprkr les >4
11719 Trim nail(s) any number
11720 Debride nail 1-5
11721 Debrnde nail 6 or more

Go127 Trnm nail(s)




Group 1 (3 Codes) A

Group 1 Paragraph
For purposes of applying presumption of coverage, when the evidence available discloses certain physical and/or clinical findings consistent with
the diagnosis and indicative of severe peripheral involvement, the following findings are pertinent:

« Class A Findings:
o Nontraumatic amputation of foot or integral skeletal portion thereof.
« Class B Findings:
o Absent posterior tibial pulse;
o Advanced trophic changes as: hair growth (decrease or absence) nail changes (thickening) pigmentary changes (discoloration) skin
texture (thin, shiny) skin color (rubor or redness) (three required); and
o Absent dorsalis pedis pulse.
« Class C Findings:
= Claudication;
o Temperature changes (e.g., cold feet);
» Edema;
= Paresthesias (abnormal spontaneous sensations in the feet); and
= Burning.

The presumption of coverage may be applied when the physician rendering the routine foot care has identified the following by using the
modifiers below:

1. A Class A finding (Q7);
2. Two of the Class B findings (Q8); or
3. One Class B and two Class C findings (Q9).






Group 1 (19 Codes)

Group 1 Paragraph
The ICD-10-CM codes below represent the PRIMARY diagnoses for all Group 2, Group 3 and Group 4 SECONDARY diagnoses.

(Fer treatment of painful mycotic nails, or onychogryphosis, or onychauxis, see Groups 5 and ).

For the treatment of painful callouses, please see the Wound and Ulcer Care LCD and associated Billing and Coding article L38902/A58565
effective 11/28/2021.

Group 1 Codes
Code Description
B35.1 Tinea unguium
L11.0 Acquired keratosis follicularis
L60.1 Onycholysis
L60.2 Onychogryphosis

L60.3 Mail dystrophy



Le0.8* Other nail disorders

LB4* Corns and callosities

L85.0 Acquired ichthyosis

L85.1 Acquired keratosis [keratoderma) palmaris et plantaris
L85.2 Keratosis punctata (palmaris et plantaris)

L86 Keratoderma in diseases classified elsewhere

L87.0 Keratosis follicularis et parafollicularis in cutemn penetrans
L87.2 Elastosis perforans serpiginosa

L98.7~ Excessive and redundant skin and subcutaneous tissue

Q81.0 Epidermolysis bullosa simplex



QB1.0 Epidermolysis bulloso simplex

Q8l.1 Epidermolysis bullosa letalis

QB81.2 Epidermolysis bullosa dystrophica

Q818 Other epidermolysis bullosa

Q82.8 Other specified congenital malformations of skin

Group 1 Medical Necessity ICD-10-CM Codes Asterisk Explanation
*Effective 06/19/2022, L60.8 is to be billed with 11719 - trimming of non-dystrophic nails - only if one of the systemic conditions from Group 2, 3
or 4 below is present AND the patient does NOT have dystrophic nails. GO127 is the appropriate code for the trimming of dystrophic nails.

*Effective 06/19/2022, GO127 is to be billed for dystrophic nails only. It is inappropriate to bill L60.8, L84 and L98.7 with G0127.



Group 2 (167 Codes)

Group 2 Paragraph
The ICD-10-CM codes below represent the diagnoses where the patient has evidence of neuropathy, as demonstrated by methods such as the
Semmes-Weinstein filament, but no vascular impairment, for which no class findings modifiers are required.

One of the Group 1 ICD-10-CM codes above MUST be billed as the primary diagnosis to ensure payment.

Group 2 Codes

Code Description

A30.4 Borderline lepromatous leprosy

A305 Lepromatous leprosy

ABD.43 Late congenital syphilitic polyneuropathy
ABZ.15 Late syphilitic neuropathy

AB2.16 Charcot's arthropathy (tabetic)



E10.29* Type 1 diabetes mellitus with other diabetic kidney complication

E10.40* Type 1 diabetes mellitus with diabetic neuropathy, unspecified

E10.41~ Type 1 diabetes mellitus with diabetic mononeuropathy

E10.42* Type 1 diabetes mellitus with diabetic polyneuropathy

E10.43* Type 1 diabetes mellitus with diabetic autonomic (poly)neuropathy

E10.44* Type 1 diabetes mellitus with diabetic amyotrophy

E10.49* Type 1 diabetes mellitus with other diabetic neurological complication

E10.610* Type 1 diabetes mellitus with diabetic neuropathic arthropathy

E10.618* Type 1 diabetes mellitus with other diabetic arthropathy

E10.620* Type 1 diabetes mellitus with diabetic dermatitis



G60.2

Meuropathy in association with hereditary ataxia

Ge0.3 Idiopathic progressive neuropathy

GE60.8 Other hereditary and idiopathic neuropathies
G60.9 Hereditary and idiopathic neuropathy, unspecified
G61.0 Guillain-Barre syndrome

G61.17 Serum neuropathy

G61.81 Chronic inflammatory demyelinating polyneuritis
G61.89 Other inflammatory polyneuropathies

G61.9 Inflammatory polyneuropathy, unspecified

G62.0* Drug-induced polyneuropathy




GG&3*

Polyneuropathy in diseases classified elsewhere

Ge4 Other disorders of peripheral nervous system

G&5.0* Sequelae of Guillain-Barre syndrome

GE5.1 Sequelae of other inflammatory polyneuropathy

GB6b5.2* Sequelae of toxic polyneuropathy

G90.09 Other idiopathic peripheral autonomic neuropathy

G99.0 Autonomic neuropathy in diseases classified elsewhere

MO5.511 Rheumatoid polyneuropathy with rheumatoid arthritis of right shoulder
MO05.512 Rheumatoid polyneuropathy with rheumatoid arthritis of left shoulder
MO5521 Rheumatoid polyneuropathy with rheumatoid arthritis of right elbow



N18.30* Chronic kidney disease, stage 3 unspecified

N18.31* Chronic kidney disease, stage 3a

N18.32* Chronic kidney disease, stage 3b

N18.4" Chronic kidney disease, stage 4 (severe)
N18.5* Chronic kidney disease, stage 5
MN18.6* End stage renol disease

Group 2 Medical Necessity ICD-10-CM Codes Asterisk Explanation

When the patient’'s condition is one of those designated by an asterisk (*), routine procedures are covered only if the patient is under the active
care of a Doctor of Medicine or Ostecpathy, who decuments he/she has seen the patient for treatment and/or evaluation of the complicating
disease process during the 6-month period prior to the rendition of the routine-type services per the Benefit Policy Manual, Publication 100-02,
Chapter 15, Section 290F-Presumption of Coverage.



Group 3 (392 Codes)

Group 3 Paragraph
The ICD-10-CM codes below represent those diagnoses where the patient has evidence of vascular impairment, for which the class findings

modifiers are required.

For purposes of applying presumption of coverage, when the evidence available discloses certain physical and/or clinical findings consistent with
the diagnosis and indicative of severe peripheral involvement, the following findings are pertinent;

« Class A Findings:
= Nontraumatic amputation of foot or integral skeletal portion thereof.

» Class B Findings:
o Absent posterior tibial pulse;
« Advanced trophic changes as: hair growth (decrease or absence) nail changes (thickening) pigmentary changes (discoloration) skin

texture (thin, shiny) skin color (rubor or redness) (three required); and
= Absent dorsalis pedis pulse.
« Class C Findings:
o Claudication;
o Temperature changes (e.q., cold feet);
o Edema;
= Paresthesias (abnormal spontaneous sensations in the feet); aond

= Burning.
The presumption of coverage may be applied when the physician rendering the routine foot care has identified the following by using the
modifiers below:

1. A Class A finding (Q7);
2. Two of the Class B findings (Q8); or
3. One Class B and two Class C findings (Q9).



One of the Group 1 ICD-10-CM codes above MUST be billed as the primary diagnosis to ensure payment.

Group 3 Codes
Code Description
EOB.311" Diabetes mellitus due to underlying condition with unspecified diabetic retinopathy with macular edema
E0B.315* Diabetes mellitus due to underiying condition with unspecified diabetic retinopothy without macular edema

EOB.3211~ Diabetes mellitus due to underlying condition with mild nonproliferative diabetic retinopathy with macular edema, right eye



170.201 Unspecified otherosclerosis of native arteries of extremities, right leg

170.202 Unspecified atherosclerosis of native arteries of extremities, left leg

170.203 Unspecified atherosclerosis of native arteries of extremities, biloteral legs

170.211 Atherosclerosis of native arteries of extremities with intermittent claudication, right leg
170.212 Atherosclerosis of native arteries of extremities with intermittent claudication, left leg

170.213 Atherosclerosis of native arteries of extremities with intermittent claudication, bilateral legs
170.218 Atherosclerosis of native arteries of extremities with intermittent claudication, other extremity
170.221 Atherosclerosis of native arteries of extremities with rest pain, right leg

170.222 Atherosclerosis of native arteries of extremities with rest pain, left leg

170.223 Atherosclerosis of native arteries of extremities with rest pain, bilateral legs




170.263

Atherosclerosis of native arteries of extremities with gangrene, bilateral legs

170.268 Atherosclerosis of native arteries of extremities with gangrene, other extremity

170.291 Other atherosclerosis of native arteries of extremities, right leg

170.292 Other atherosclerosis of native arteries of extremities, left leg

170.293 Other atherosclerosis of native arteries of extremities, bilateral legs

170,298 Other atherosclerosis of native arteries of extremities, other extremity

I70.311 Atherosclerosis of unspecified type of bypass graft(s) of the extremities with intermittent claudication, right leg
170.212 Atherosclerosis of unspecified type of bypass graft(s) of the extremities with intermittent claudication, left leg
170.313 Atherosclerosis of unspecified type of bypass graft(s) of the extremities with intermittent claudication, bilateral legs

<)



180.00* Phlebitis and thrombophlebitis of superficial vessels of unspecified lower extremity

180.01~ Phlebitis and thrombophlebitis of superficial vessels of right lower extremity
180.02* Phlebitis and thrombophlebitis of superficial vessels of left lower extremity

180.03* Phlebitis and thrombophlebitis of superficial vessels of lower extremities, bilateral
180.11* Phlebitis and thrombophlebitis of right femoral vein

180.12* Phlebitis and thrombophlebitis of left femoral vein

180.13* Phlebitis and thrembophlebitis of femoral vein, bilateral

180.201* Phlebitis and thrombophlebitis of unspecified deep vessels of right lower extremity
180,202 Phlebitis and thrombophlebitis of unspecified deep vessels of left lower extremity

120.203* Phlebitis and thrombophlebitis of unspecified deep vessels of lower extremities, biloteral



187.001

Postthrombotic syndrome without complications of right lower extremity

187.002 Postthrombotic syndrome without complications of left lower extremity
187.011* FPostthrombaotic syndrome with ulcer of right lower extremity

187.012% Postthrombotic syndrome with ulcer of left lower extremity

187.013~ Postthrombotic syndrome with ulcer of bilateral lower extremity

187.021* Fostthrombotic syndrome with inflammation of right lower extremity

187.022* Postthrombotic syndrome with inflammation of left lower extremity

187.023* Postthrombotic syndrome with inflammation of bilateral lower extremity
187.031* Postthrombotic syndrome with ulcer and inflammation of right lower extremity
187.032* Postthrombotic syndrome with ulcer and inflammation of left lower extremity




I182.5723*

Chronic embaolism and thrombosis of unspecified deep veins of distal lower extremity, bilateral

187.001 Postthrombotic syndrome without complications of nght lower extremity
187.002 Postthrombotic syndrome without complications of left lower extremity
187.011* Postthrombotic syndrome with ulcer of night lower extremity

I187.012* Postthrombotic syndrome with ulcer of left lower extremity

187.013* Postthrombotic syndrome with ulcer of bilateral lower extremity

187.021* Postthrombotic syndrome with inflommation of right lower extremity

187.022* Postthrombotic syndrome with inflammation of left lower extremity

187.023 Postthrombotic syndrome with inflommation of bilateral lower extremity
187.031~ Postthrombotic syndrome with ulcer and inflammation of right lower extremity




M30.2 Juvenile polyarteritis

M30.8 Other conditions related to polyarteritis nodosa

M35.0B Sjogren syndrome with vasculitis

Group 3 Medical Necessity ICD-10-CM Codes Asterisk Explanation

When the patient's condition is one of those designated by an asterisk (%), routine procedures are covered only if the patient is under the active
care of a Doctor of Medicine or Osteopathy, who documents he/she has seen the patient for treatment and/or evaluation of the complicating
disease process during the 6-month period prior to the rendition of the routine-type services per the Benefit Policy Manual, Publication 100-02,
Chapter 15, Section 290F-Presumption of Coverage.



Group 4 (27 Codes)

Group 4 Paragraph
The ICD-10 codes below represent those diagnoses where the patient has neither a neurological nor vascular impairment yet are covered

SErVICesS.

One of the Group 1 ICD-10-CM codes above MUST be billed as the primary diagnosis to ensure payment,

Group 4 Codes
Code Description
B20 Human immunodeficiency virus [HIV] disease
D68.01* Vion Willebrand disease, type 1
DE8.020~ Von Willebrand disease, type 2A
D68.021~ Von Willebrand disease, type 2B

DeB.022" Von Willebrand disease, type 2M



D68.023"

Von Willebrand disease, type 2N

D68.029* Von Willebrand disease, type 2, unspecified

DeB.03* Ven Willebrand disease, type 3

D68.04* Acquired von Willebrand disease

D68.09* Other von Willebrand disease

De8.1* Hereditary factor Xl deficiency

D&g.2* Hereditary deficiency of other clotting factors

De8.311" Acquired hemophilia

De8.312* Antiphospholipid antibody with hemorrhagic disorder

D68.318* Other hemorrhagic disorder due to intrinsic circulating anticoagulants, antibodies, or inhibitors




DE&8.318* Other hemorrhagic disorder due to intrinsic circulating anticoagulants, antibodies, or inhibitors

D&8.32* Hemorrhagic disorder due to extrinsic circulating anticoagulants
D68.4" Acquired coagulation factor deficiency

D70.1* Agranulocytosis secondary to cancer chemotherapy

D70.27 Other drug-induced agranulocytosis

D81.82 Activated Phosphoinositide 3-kinase Delta Syndrome [APDS]
D82.0 Wiskott-Aldrich syndrome

DB82.1 Di George's syndrome

189.0 Lymphedema, not elsewhere classified

Q82.0 Hereditary lymphedema




189.0 Lymphedema, not elsewhere classified

Q82.0 Hereditary lymphedema
R60.0 Localized edema
R60.1 Generalized edema

279.01~ Long term (current) use of anticoagulants é——l

Group 4 Medical Necessity ICD-10-CM Codes Asterisk Explanation

When the patient's condition is one of those designated by an asterisk (*), routine procedures are covered only if the patient is under the active
care of a Doctor of Medicine or Osteopathy, who documents he/she has seen the patient for treatment and/or evaluation of the complicating
disease process during the 6-month period prior to the rendition of the routine-type services per the Benefit Policy Manual, Publication 100-02,
Chapter 15, Section 290F-Presumption of Coverage.



Painful Mycotic Nails

m—)




Group 5 (5 Codes)

Group 5 Paragraph
When billing CPT" codes 11720 or 11721 for the treatment of painful mycotic nails, or onychogryphosis, or onychauxis, ICD-10 CM codes listed
below must be reported as primary.

MNote: It is inappropriate to bill the debridement of nails on the leg(s) for which a patient has a prosthetic imb(s).

Group 5 Codes
Code Description
B35.1 Tinea unguium
L60.1 Onycholysis
L60.2 Onychogryphosis
L&0.3 MNail dystrophy

Le0.5 Yellow nail syndrome




Symptoms of the
Symptomatic Mycotic Nails

Group & Paragraph:

The ICD-10 cedes listed bedow are those diagnoses representing the patient’s symatam and reporied as the
secandary be the codes lsted in Groug 3 abave,

Group 6 Codes: (15 Codes)

CoDE DESCRIFTION

LOZ. 611 Cutanesus abstess of right foeat

LO2. 612 Cutanepus absoess of left foot

LO3.031 Cehubiis of right toe

LO3.032 Cadlubitis of isft (oe

LO3.041 Acute lyenphangitis of right toe

LO3.042 Acute Iymphangits of left toa

LO3.11% Cedluivcs ol right kvwer limb

LO3.116 Celhubitis of laft lewer limb

LOz.119 Cellultis of unspecilied part of Bmb

LO3.135 Acute hymphangitis of rght lower limb
L3126 Acide hyimphangitis of lef lower lim

Lo3. 129 Acite lymphangitis of unspecified part of limb
103.90 CoMuimis, unspecited :
LO3. %1 Acute lyrmphangitis, wnspedified

L0, 0 [ngrovwing nail

LOE. 3 Easinophilic caffulitis [Weils]

MIEN] Pain in right Foot

M79.672 Fain in left foot

M79.674 Pain i right toe(s)

M7E.GTS Fain in Iaft toe(s)

260 aamcgan

R26.1 Fraratytic gait

R2G.2 Cefficulty In walking, nat lsewhers classified
R26.81 Unsteadiness an fisst

R26.849 Oither abrosmalities of gail and modbibby




Group 6 (25 Codes)

Group & Paragraph
The ICD-10 codes listed below are those diagnoses representing the patient’'s symptom and reported as the secondary to the codes listed in
Group 5 above.

Group 6 Codes
Code Description
L02.611 Cutaneous abscess of right foot
L02.612 Cutaneous abscess of left foot
LO3.031 Cellulitis of right toe
L03.032 Cellulitis of left toe
LO3.041 Acute lymphangitis of nght toe

LO3.042 Acute lymphangitis of left toe




L03.115

Cellulitis of right lower limb

L03.116 Cellulitis of left lower limb

L03.119 Cellulitis of unspecified part of limb

LO3.125 Acute lymphaongitis of right lower limb
L03.126 Acute lymphangitis of left lower limb

LO3.129 Acute lymphangitis of unspecified part of imb
LO3.90 Cellulitis, unspecified

L0391 Acute lymphonagitis, unspecified

LE60.0 Ingrowing nail

L98.3 Eosinophilic cellulitis [Wells]




M79.671

Pain in right foot

M79.672 Pain in left foot

M79.674 Pain in right toe(s)

M79.675 Pain in left toe(s)

R26.0 Ataxic gait

R26.1 Paralytic gait

R26.2 Difficulty in walking, not elsewhere classified
R26.81 Unsteadiness on feet

R26.89 Other abnormalities of gait and mobility




Billing and Coding Article
Billing and Coding: Routine Foot Care

ABTO54 Expand All | Collapse All eaa
@ NOT AN LCD REFERENCE ARTICLE
This article is not in direct support of an LCD. Legm moe
Revision History Information ~
Revision Revision
History History
Dote Mumbser Revision History Explonation
01012024 H15 FPer 2024 CFTHCPES |.!|:-|I||I!r:'.'
Exther the short andfor |-:'|."|l:3 code descnplion Wias ¢ hl::lr'-:'_rr:l::l lar the ‘|-:'||||':--r.'||'|-:;| £ |a-:|-|'ﬂI:F.'; Please MNote: r]r}‘:-l'r'uilr'u!_; |
which descriptor was used, there may not be any changes to the code display in this document: 11055, 11056
11057
This update is effective 01/01/2024
10012022 Ri4d Updoted to indicate this article is not an LCD Reference Article,
10 L2022 R13 Under Article Text, replaced the broken link with new link for Part B® within the following sentence: “Please refer to
the CWMS website for instructions for balling Port A and Part B cloims,”
1002022 H12 Uipdated the Group 1 Asterrsk Section in the ICD-10 Codes That Support Medicaol Mecessity to read I




10/01/2022

R12

Updated the Group 1 Asterisk Section in the ICD-10 Codes That Support Medical Mecessity to read:

« "*Effective 06/19/2022. L60.8 is to be billed with 11719 - trimming of non-dystrophic nails - only if one of the
systemic conditions from Group 2, 3 or 4 below is present AND the patient does NOT have dystrophic nails.
G0127 is the appropriate code for the trimming of dystrophic nails.” and

» "*Effective 06/19/2022, GO127 is to be billed for dystrophic nails only. It is inoppropriate to bill L60.8, LB4 and
LS8.7 with G0O12/."

In Group 4 ICD-10 Codes That Support Medical Necessity, added an asterisk () to the following codes; D68.01,
De8.020, D68.021, DeB.022, D6E.023, D6E.029, DE8.03, D68.04, De8.09.

10/01/2022

R11

Per Annual ICD-10 Updates, the following changes were made effective 10/01/2022;

» Deleted D68.0 and replaced this code with D68.01, D68.020, D68.021, D68.022, D68.023, D68.029, DE8.03,
D68.04, D&8.09 in Group 4 of the ICD-10 Codes That Support Medical Necessity.
» Added DB1.82 in Group 4 of the ICD-10 Codes That Support Medical Necessity.



Symptomatic Painful Hyperkeratosis




Paring and Cutting for the Management of a Symptomatic Hyperkeratosis - 11055-11057

* Codes 11055-11057 represent paring. The medical record must reflect the symptomatic nature of the lesion
that makes this a coverable service, as the treatment of asymptomatic hyperkeratotic lesions are within the
scope of Routine Foot Care. Please refer to Groups 2 and 3 in the ICD 10 Codes That Support Medical Necessity
section for further information.




Group & Paragragh;:

Mote: If the coverage conditions for the treatment of Symplomatic Hyperkeraloses are mol met, the daims will be
adjudicated based off Morfdian's JEAD Billing & Coding: Routine Foot Carg ASF334 Local Coverage Article [LCA).

Far CPFT codes 1 1055-11057, the claim must have at Bast gng of the following nnatesn diagnesis codes and at
least ona of the diagnosis oodes listed in Group 3.

Group 2 Codes: (19 Codes)

Symptomatic (Painful
Hyperkeratosis

Group 2 Madical Necessity ICD-10-CH Codes Asterisk Explanation:

*Uge ICD-10-CH code QB1.9 and QBL.E only for those hyperkeratolic, syrmptomatic lesions refierabie 1o this
diagriosis such as painful porokeratosis or keratodenma,

Created on O3 112023, Page 55 of 50

CODE DESCRIFTION
EILEDL Typa 1 diabetes mallEus with feot uleer
e :
El1l.621 Ty 2 diabetes rellifus with Mool uhteEr
E75.21 Fabry {-Andersan) diseass Group 3 Parsgraph:
GE0.0 Hersditary mator and sensory neurodathy
: For OPT codes 11055-11057, the clabm must have at lbast gne of the diagnosis codes from Group 2 abowe and
&t0.1 FafTum s dissase at least gna of the following diagness codes:
GEQ.2 Hewropahy in AScoiation with hersdiery 2Laxia
Group 3 Codes: (& Codes)
GGI.3 ifiopathic progressive neurcpathy
— — CODE | DESCRIPTION
Ged.B Other heriditary and sopathic Asumpatiies
Lr3.031 Cellalitis of nght bee
LiLG Aoguired keratosis folllicularts
83032 Cellulitis of keft e
Le4 Coms and Calloseties == .
MrLBTL Pain im raght (ool
LBE.0 Acquired lchthyoois
Mo Pain im beft foot
LES, 1 Aoguirgd keratosis [keratoderma) paimaris ef plantaris
Mri.6r4 Fain in right toe(s)
LBS.2 Keratosis punctata [palmaris et plantaris)
M79.675 Pain in left toe(s)
LB5.8 Oiher speafied epidermal thickening
LEG Keratpderma in discases classified clsewhens
LET.O Keraloss Mollstulans et parslolliculars in culem penslrans
LB7.2 Flastnsis parfprans serpiganasa
QE1.9 Emidermolysis bullosa, unspecifed
QEI.E* Orther specified congenifal maltormateans of skin




Noridian Medicare

Noridian CAC Meetings



G2211 Frequently Asked Questions
a®)

» CMS published HCPCS G2211 FAQs

» Complex add-on code only billed with office or outpatient E/Ms
» CPTs 99202-99205 and 99211-99215

» CMS FAQs Office and Outpatient E/M Visit Complexity Add-On
Code G2211

» Noridian hosted another G2211 webinar on Dec. 5, 2024

» Register under Schedule of Events
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https://www.cms.gov/files/document/hcpcs-g2211-faq.pdf
https://www.cms.gov/files/document/hcpcs-g2211-faq.pdf

FYI: no-pay Medicare summary
notice (MSN) mailings

» CRI1362/7

» Effective date: 10/1/2024

» Implementation date: 10/7/2024

» When MSN mailed to beneficiaries notifying of “No-Pay”
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» Frequency changed from every 90 days to every 120 days


https://www.cms.gov/files/document/r12718cp.pdf

Medicare Summary Nofice
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» The Medicare Summary Notice (MSN) is a report that details any
covered healthcare services and items a person on original
Medicare receives in a 3-month period, along with the costs. It is not
a bill, but rather a summary of services and a breakdown of
payments.



Social Determinants of Health Risk
Assessment

» CR13486
» Effective date: 1/1/2024
» Implementation date: 10/7/2024

» Annual Wellness Visit (AWV) option for the Social Determinants of
Health (SDOH) Risk Assessment

» Add modifier -33 to G0136 when included with AWV

-
Q
N
S
N
N

z
o
o
o
5
T
D
Q
=
9]
Q
)
w
o
C
=3
o
>
@
i
—
O



https://www.cms.gov/files/document/mm13486-annual-wellness-visit-social-determinants-health-risk-assessment.pdf
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Medical Review (Targeted Probe and Education)
Appeals

Documentation

Telehealth

Response to Requests for Records

Changing or Amending a Claim




RE: Notice of Review - Targeted Probe and Education

82
Dear Medicare Provider:

In order to fulfill our contractual obligation with the Centers for Medicare & Medicaid Services
(CMS), Noridian Healthcare Solutions, LLC, your Jurisdiction E Medicare Administrative
Contractor (MAC), performs reviews in accordance with the CMS instruction. CMS has
authorized Jurisdiction E to conduct the Targeted Probe and Educate (TPE) review process. The
TPE review process includes three rounds of a prepayment probe review with education. If
there are continued high denials after three rounds, Noridian will refer the provider to CMS for
additional action, which may include 100% prepay review, extrapolation, referral to a Recovery
Auditor, etc. Note, discontinuation of review may occur at any time if apprqgriate improvement
is achieved during the review process.

This letter serves as notification of the TPE process and to notify you of the initiation of the
review. The purpose of the claim review is to ensure documentation supports the reasonable
and necessary criteria of the services billed and follows Medicare rules and regulations.

Reason for Review

A prepayment review has been initiated to probe a sample of your claims billed with the
following code(s):

Healthcare Common Procedure Coding System (HCPCS) code G0O277
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WHAT COMES NEXT
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RE: Motice of File Closure - Targeted Probe and Educate
Dear Medicare Provider,

This letter is to inform youw of the round 1 findings for the review initiated on January 4, 2022 for Current Procedural Terminology (CPT®) code 96374, This file is now
closed.

An e-visit is not required given the low error rate for the round 1 file, however if you determine that one to one education would be beneficial, Noridian encourages
your facility to contact me to set up an e-visit,

Claim Review Summary

Your facility had 20 claims selected for pre-payment review from January 4, 2022 through June 3, 2022 with an overall payment error rate of 2.8% and a claim error
rate of 5%, The results are based on the documentation requests submitted by your facility. This review does not guarantee coverage and payment as the claims
identified may be subject to other claim processing issues or reviews by other CMS contractors,

The formula to calculate the error rate, which is based on pre-payment decisions only, is the dollar amount of charges billed in error (minus any confirmed under-

billed charges) divided by the total amount of charges for services medically reviewed. Individual claim correction is not required as the claims were reviewed on a
pre-payment basis and processed per medical review determinations.

A summary of the claim determinations is as follows:
= 19 claims were accepted

= Dclaims required correct coding:

«  Documentation Supporting Infusion Units Billed

= Therapeutic Administration Billing

«  Therapeutic Administration Billing Integral 1o a Procedurs

Refer to the Claim Review Summary at the end of this letter for more detailed information on your individual claim determinations.
Education

This section provides education on errors found in the claims reviewed from your facility; it does not educate on all of CMS's guidelines required for this service,
Furthermore, practitioner orders were not part of Noridian's scope of review and not incorporated in the error rate; however, orders are still required per Medicare
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WHAT SHOULD YOUR
DOCUMENTATION SHOW

||||||!!

qT0e/se/t



DOCUMENTING REASONABLE &
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*The only way a
Noridian reviewer car
determine if somethi

is (was) reasonable anc
necessary on a claim
to review the comple
documentation
submitted
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FIGHTING BACK: RESPONDING TO ANY
REQUEST FOR CHART RECORDS /| BOCUMENTS

Have a set office process for dealing with Record Requests (from
Medicare or any insurance or agency)

Have 1 individual responsible for sending all records as part of set
office process-—experienced office manager or equivalent

Have a check off sheet that includes:

Legibility of document and signature (can add typed / printed addendum
to help us decipher)

Correct hame, date, physician listed in request
Signature (signature sheet or attestation if needed)

Correct address for records to be sent (other entities may also want
records)

Timeliness of records being sent
Know how and where to get hospital /clinic records
Send by certified mail (or equivalent) so you have proof it arrived



A A




s, addendums, or corrections to a medical record are legitimate
dcumentation of clinical services. A late entry, addendum or correction tc
:al record, bears the current date of that entry and is signed by the pe
dition or change. "

$202/S2/2

e entry bears the current date, is added as soon as possible, is written only
:son documenting has total recall of the omitted information and signs the |
ry.

Addendum: An addendum is used to provide information that was not available
time of the original entry. The addendum should be timely and bear the curren
and reason for the addition or clarification of information being added to the m
3 record and be signed by the person making the addendum.

_ When making a correction to the medical record, never write over, or otherwise obli
" the passage when an entry to a medical record is made in error. ‘

Draw a single line through the erroneous information, keeping the original entry
!egti|=ole. Sign or initial and date the deletion, stating the reason for correction ak
in the margin.

Document correct information on the next line or space with the current c
making reference back to the original entry.




» All current telehealth codes will continue until the end of 2024
» Some may continue until the end of 2025

» Some will be permanent (depending on Congress)
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Telehealth
-Will continue through 2025
-Usually required license in state
where patient is being treated
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Medications
-Consider cost of meds
-Consider generic when available
-Consider polypharmacy effect
-Consider Pharmacy Card from manufacturer
-Physician fee structure
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Documentation tricks _
-Time versus decision making
-Symptoms of potential disease
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Top provider errors




CA/NV Error: Top five Provider Types by dollars

Clinical Laboratory (Biling Independently)
nternal Medicine

Physical Therapist in Private Practice
-amily Practice

Nephrology

October 2024



Top Clinical Laboratory (Biling Independently) Errors

Missing/Inadequate
Documentation to support medical necessity

Provider’s intent to order (for certain services)
Order

Result of the diagnostic or laboratory test

Risk assessment for urine drug screen

October 2024



Clinical Laboratory (Billing Independently) Example
Provider Billed 81479
CERT Received

Authenticated order for AlloSure testing dated 07/22/2022 which is one
day after the billed date of service 07/21/2022

Authenficated progress noted dated 03/18/2020 and 04/08/2020 that
documents a beneficiary status post kidney transplant on 11/01/2019
Immunosuppressed with Tacrolimus, Myfortic, and Prednisone

Laboratory report for AlloSure testing with collection date 07/21/2022
Missing Documentation

Treating provider's authenficated order dafed prior to or on 07/21/2022
or clinical documentation to support the plan/intent to order the billed
unlisted molecular pathology procedure (AlloSure) for DOS 07/21/2022

October 2024



Top Internal Medicine Errors

Missing/Inadequate
Documentation supports lower level of E/M service than what was

billed
Service/item is included in another service/item billed and is not

separately payable
Time requirement for payment of the code

Attestation for unsigned documentation

October 2024



Infernal medicine Example

Provider Billed 99233
CERT Received

Treating provider's authenticated hospital visit note that
does nhot meet the required 2 of 3 key components (D Hx, D
Ex, and HC MDM) for the level of E/M billed for DOS

CERT Decision

Billed Service is Incorrectly Coded: Documentation supports
a down code from 99233 o 99232 with an EPF Hx, EPF Exam
and HC MDM based on the documentation

October 2024



Top Physical Therapy in Private Practice Errors

Missing/Inadequate
Physical/Occupational/Speech Therapy - Certification/Recertification

Physical/Occupational/Speech Therapy - Plan of care
Physical/Occupational/Speech Therapy - Therapy minutes
Attestation for unsigned documentation

Physical/Occupational/Speech Therapy - Required progress report,
performed at least once every 10 treatment days

October 2024



Physical Therapy in Private Practice Example
Provider Billed 97140
CERT Received

Authenticated physical therapy plan of care dated 09/06/2022
documenting long-term goals for a beneficiary with diagnosis of
unspecified fracture of acetabulum with routine healing; however, lacks
certification by the physician

Authenticated physical therapy treatment note dated 09/23/2022 (visit # 6)
documenting the performance of 30 minutes of manual therapy for a
beneficiary with healed acetabular fracture and pain in the right hip

Prescription for physical therapy dated 08/31/2022 authenticated by
physician

Incomplete physical therapy recertification note dated 10/12/2022
Missing Documentation

Physician certification of physical therapy plan of care relevant to billed
DOS

October 2024



Top Family Practice Errors

Missing/Inadequate
Chronic Care Management (CCM) - Care Plan provided to the beneficiary
or family
LCD/LCA requirements, other documentation required for payment
Documentation supports lower level of E/M service than what was
billed

Time requirement for payment of the code

Documentation to support the services were provided or other
documentation required for payment of the code

October 2024



Family Practice Example

Provider Billed 99490

CERT Received

Patient summary dated 06/14/2022 documenting discussion with beneficiary regarding blood
pressure; list of beneficiary's problems which includes albnormal blood glucose, hypothyroidism
and HTN, and indicates beneficiary is compliant with medications and on track with goals

Electronically authenticated call log for June 2022, for 25 minutes, which includes information
pertaining to date of service

Missing Documentation

Documentation supporting the chronic care management (CCM) comprehensive care plan was
provided to the beneficiary or the beneficiary's caregiver to support CCM services billed on date
of service 06/30/2022

Documentation of the beneficiary's verbal or written consent for CCM services relevant for DOS
06/30/2022

Treating physician's clinical documentation to support the beneficiary has 2 or more chronic
conditions expected to last at least 12 months in order to support physician involvement for the
CCM service billed for DOS 06/30/2022

October 2024



Top Nephrology Errors

Missing/Inadequate

Plan of care

Provider/supplier indicates that a medical record could not
oe found for the specified date of service

Documentation of time is missing and supports a lower level
of service

Documentation supports lower level of E/M service than
what was billed

A separate and idenfifiable service is not supported as
billed (i.e., removal of a modifier as a coding error)

October 2024



Nephrology Example
Provider Billed 90966

CERT Received

Authenticated PD Dialysis visit note dated 10/18/2022 documenting @
history of diabetes and CKD

Missing Documentation

Plan of Care for home dialysis relative to the DOS developed and must be
signed by atf least one feam member and the beneficiary or their designee;
or, If the beneficiary chooses not to sign, the reason the signature was not
provided must be documented on the plan of care

Comprehensive assessment or reassessment of the beneficiary relative to
the DOS developed by an Interdisciplinary team to support the billed end-
stage renal disease (ESRD) related services for home dialysis per full month,
for patients 20 years of age and older for DOS
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What providers need to do <




Provider requirements

Promptly respond to requested information

Within 45 days of the initial request

Non-responders receive an error
Once a claim has been pulled for a CERT review, do not adjust the claim.
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Error prevention




Overall prevention

» Document orders and intent
» |dentify patient information on each page of medical record
» Legibly sign records

» Utilize Signature logs if needed

» Collaborate with the ordering/referring physician to ensure your
practice has all the necessary records to support the claim billed (as
necessary).



Overall prevention.

» Code and bill for only the level of service/procedure specifiéd N
medical records

» Implement an infernal control to ensure your practice has the
necessary documentation to support services prior to
rendering/billing

» Validate contact information is accurate
» Authenticate certifications/recertification’s, plan of care, etc.
» Ufilize Clinicians Corner and Checklists



Contractual obligatfion

» Respond to all CERT requests timely
» Common Inappropriate responses

» Patient was seen at facility “A”, not our office

» Check with “Said” facility as we have no record
of this patient
» Biling provider responsible 1o support claim
» Social Security Act §1862(a)(1)(A) provisions




Medical request cooperation

» Cooperation is essential for medical record requests
between:

» Physicians’ offices

» Lalbs

» Hospitals

» Skilled Nursing Facilities (SNF)

» All entities must work together to obtain records for
patients



Cert resources




CERT Inquiry look up tool

Available on the Noridian Medicare Portal (NMP)
Claim Status- CERT Inquiry

>

>

» Status and Error Details
» Reviewer Comments
>

Contact Information



Utilize your mac

» We are here 1o support you!
» Unsure what next step ise
» Not sure who to contacte

» Didn’t receive a requeste
» Want to check the staftus of your claim?e
» Want to identify any pending requestse

» Contact us!



Contact us

» Use CERT questions email addresses
» Part A - CERTPartAQuestion@noridian.com

» Part B — certquestion@noridian.com

» DME JA — jadmecert@noridian.com

» DME JD - [ddmecert@noridian.com



mailto:CERTPartAQuestion@noridian.com
mailto:certquestion@noridian.com
mailto:jadmecert@noridian.com
mailto:jddmecert@noridian.com

Provider Inquiries

Email should include:
CERT Claim Identifier (CID) in subject line
Provider/supplier name and address

Contact person
Telephone number it requesting a phone call
Explanation of the issue, concern, or guestion
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CERT Contractor Contact Information

CERT Documentation Center
8701 Park Central Drive, Suite 400-A, Richmond, VA 23227
Fax: 804-261-8100
Customer Service: 443-663-2699
Toll Free: 888-779-7477

Email:
CertMail@empower.ai

CertProvider@empower.dqi

Website: https://c3hub.certrc.cms.gov/

October 2024
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WOUND CARE GUIDELINES

Local Carrier Determination — Wound Care

DL38902



SUMMARY OF EVIDENCE

hronic wound

* Defined as a wound that has failed to progress through normal healing in a
timely manner (30 days failure of Standard of Care)

* Generally occur in patients with co-morbidities such as diabetes or vascular
disease

* Older adults are more likely to have chronic ulcers and to have the quality of
their lives affected by these ulcers

hronic ulcers include but are not limited to:
 Diabetic ulcers
 Venous ulcers

e Pressure ulcers



EVIDENCE-BASED CLINICAL GUIDELINES
SUPPORT

I{emoval of necrotic tissue with debridement
* Maintaining moisture balance

#5electing appropriate wound dressings to control excessive moisture or add
additional moisture, depending on wound type

* Infection prevention and treatment when needed
* Evaluation and improvement of circulation to the wound area

@l requent monitoring, evaluation and measurement of wounds to determine wound

—
e Offload Diabetic foot ulcers

* Appropriate positioning and support surfaces for pressure ulcers

 Compression for venous leg ulcers



ANALYSIS OF EVIDENCE: FREQUENCY OF
DEBRIDEMENT

'['he appropriate interval & frequency of debridement depends on the individual clinical
characteristics of the patient and the extent of the wound.

 The extent and number of services should be medically necessary and reasonable
iased on the documented medical evaluation of the patient’s condition, diagnosis and

* Given the varied nature and diversity of options available to the clinician, this LCD does
not defined frequency limitations as such on wound care
debridements, palliative wound treatments and other wound care services

 Opinion: It is generally understood that the frequency should not be more frequent
than every few days (twice a week). Document the reason for frequency.

* New necrosis, continued infection, undermining, worsening wound
* Note: the frequency of debridement is covered in several sections, limiting surgical

debridement to 4. however that can be increased with proper documentation and medical
necessity, as to why the debridement is necessary



LCD COVERAGE DEFINITION (CHRONIC
WOUNDS)

ounds/ulcers refractory to healing or complicated healing cycles due to:

 Nature of the wound

 Complicating metabolic / physiological factors
w
rxcludes:

2, N : :
* Acute wounds passing through healing cycle

 Wounds healing by primary intention
* Surgical wounds with primary closure
* Post-op wound care not separately covered during the global period

* Methods unproven by scientific literature / not reasonable & necessary



WOUND CARE

Iivaluation and treatment of a wound

Hdentification of potential causes delayed healing & modification of the
treatment

ound evaluation leads to Plan of Care (POC) (Monthly)
* Comprehensive medical evaluation
* Vascular assessment
I
* Metabolic
* Nutritional evaluation
* Plan to reduce pressure

 Plan to control infection



POC SUGGESTIONS THAT NEED TO BE NOTED

unctional evaluations by different specialties may be of
value

.ntegration of PT may be of value

ention these in documentation. Whether needed or not
necessary



DEVELOPMENT OF ULCERS

Ischemla

. Infect1on

. Abscess
I
e Trauma

* Prolonged pressure
* Repetitive stress

* Venous / Arterial insufficiency

e Edema

I:oss of sensation




MANAGEMENT OF ULCERS INCLUDE:

IDverall medical and surgical treatment of the cause

I/Ieticulous care of the ulcerated skin & other associated soft tissue with
applications of medicines and dressings

lWhen reasonable and necessary, debridement of the necrotic and devitalized

ng sue

IDfﬂoading of the external pressure source(s)



WOUND CARE ON A CONTINUING BASIS

’E!vidence in med record that the wound healing being maintained in response to
the wound care being provided.

':onsistent measurements:
* Length x width x depth. Volume?
* Measure longest segment as “length”
* Measure longest segment at 90° from length as width

* Personal: Never measure depth as ‘0’



DOCUMENTATION OF WOUND HEALING

Undermining

— I
* Clock technique with the head at 12 o’clock. Depth via swab

Tunneling

: Elock technique with the head at 12 o’clock. Depth via swab

Severe contractures

Infection reported by describing exudate:

« Amount

I
* Turbidity
e Color

e Odor

* And signs of infection (cellulitis) in the tissue surrounding the wound

Necrosis: ultimate loss of tissue vitality. Presence impedes healing



GOALS OF ACUTE WOUND & CHRONIC ULCER
CARE
PRIMARY GOALS - ACUTE WOUND

Primary Goals:

ventual wound closure
* With or without grafts, cellular or tissue products, or other surgery

* Surgery: amputation, wound excision, etc.

n the case of severe underlying debility or other factors of operability, in the
outpatient setting, the goals may only be to:

* prevent progression of the wound and,

* prevention of prolonged hospitalization



GOALS OF ACUTE WOUND & CHRONIC ULCER
CARE
SECONDARY GOAL

Secondary Goal:

EIV ith appropriate management, wound may reach a state at which its care may
be performed primarily by the patient/caregiver with periodic physician
assessment and supervision



GOALS OF ACUTEWOUND & CHRONIC ULCER
CARE
PRIMARY GOAL - CHRONIC WOUNDS

Primary Goal:

Iiventual wound closure



STANDARD WOUND CARE MEASURES INCLUDE
BUT NOT LIMITED TO:

'lppmpriate control of:
* Pressure (offloading, padding, appropriate footwear)

* Infection

* Vascular insufficiency (venous and arterial)
* Metabolic derangement

IIutritional deficiency




WOUND DEBRIDEMENT

ctive Wound Care procedures
. Non-SeIective debridement

ﬁective debridement

urgical debridement




WOUND CARE

ctive wound care management
— I

* Selective (97597)
* Non-Selective (97602)
Eurgical debridement

* Most surgical specialists fall into this category
* 11042 series

 Different coding in each category

* Different documentation is each category



ACTIVE WOUND CARE MANAGEMENT

he 97597 series

* 97597 (selective debridement)
* 975
* 97 non-selective) (w/o anesthesia)

. QW(Neg Pressure Wound Therapy DME </= 50 sq cm)

* 97606 (Neg Pressure Wound Therapy DME > 50 sq cm)

* 97607 (Neg Pressure Wound Therapy non-DME </= 50 sq cm)
* 97608 (Neg Pressure Wound Therapy non-DME > 50 sq cm)

I‘he 11400 series is not used in Active Wound Care Management



ACTIVEWOUND CARE MANAGEMENT
91591, 91598, 97602

Active Wound Care Management is separate from Surgical Debridement

Code 97602 is a Status B (Bundled) code for physician services; therefor separate
payment is not allowed for this service

Code 97602 Znon-selective debridement of non-viable tissue from wound without
anesthesia, ie: wet-to-dry

Debridement should be coded with either selective or non-selective CPT codes unless
medical record supports a surgical debridement has been performed.

Dressings applied to the wound on the day of the service are part of the service and
can not be billed separately

CPT 97602 can not be billed same day as 97597/97598



91597VS.11043

lCodes 97597/917598/97602 can not be reported in conjunction with
the 11043-11047 code series for the same wound

BfVound depth and depth of the debridement determines the code

- 5] only biofilm is debrided on the surface of a muscular ulceration,
then use codes 97597/97598

Ef the muscle substance is debrided, use codes 11043-11046

. . ) . . . . . . _
lough is devitalized tissue. Describe where it is originated.

* Debriding slough of a muscle layer is debriding muscle

Pebriding periosteum is not debriding bone



CODES 97602 /7 97605 /7 971606 / 971608

ncludes application of, and removal of, any protective devices or
bulk dressings

f dressing change is performed without any active wound
procedure, then do not code with these CPT codes

'I/ M would be appropriate



ACTIVE WOUND CARE PROCEDURES

'Jebridement techniques
* Performed to remove devitalized tissue and promote healing
* Provider with “one-on-one” patient contact

anterval and frequency of debridement
* Extent of the wound

* Clinical characteristics of the patient

i’requent debridement
* Reassess and re-examine treatment plan

« Address all facets of care



|
RE-EVALUATION: ISSUES TO ADDRESS FOR
FREQUENT REPEATED DEBRIDEMENT

Iiegular Frequency — Monthly POC

IDetermine whether the treatment goals are being met
* Pressure reduction
* Nutritional status
* Vascular insufficiency (arterial and venous)
* Infection control

* Metabolic disease (diabetes, etc)



DEFINITION OF TERMS

iﬁ)ressing changes:

 Wet dressings: water and meds applied to skin with dressings (cotton or gauze). Wet
compresses w frequent changes provide gentle debridement.

* Dry dressings: gentle debridement, protect skin, hold medicines against skin, keep
clothing and sheets from rubbing, keep dirt and air away, avoid scratching and
rubbing the wound

 Advanced dressings: acute wounds, chronic venous wounds, diabetic and pressure
ulcers. Used for gentle debridement, moisture control, prevent bacterial overgrowth,
thermal insulation and physical protection.

lDressing changes alone are not procedures by themselves; are included in the
debridement or in the E/M visit.



COVERED INDICATIONS



TYPES OF WOUNDS NEEDING WOUND CARE

Iurgical wounds left open to heal via secondary intention
* Trauma wounds, open and infected

* Surgical wounds, open and infected

* Wounds with biofilm

#Wounds associated with complicating autoimmune, metabolic, vascular and/or
pressure factors

I’Vounds complicated by necrotic tissue and/or eschar



ACTIVE WOUND CARE MANAGEMENT

')ebridement indicated:
* To keep wound in active state of healing
* To remove necrotic tissue, cellular debris, proteinaceous debris

* To address abnormal wound healing or repair

ﬁoutine application of local or topical anesthetic will not elevate wound care
management to surgical debridement.

iDebridement under Active Wound Care is either selective or non-selective



ACTIVEWOUND CARE MANAGEMENT
SELECTIVE DEBRIDEMENT:

emoval of specific, targeted areas of devitalized or necrotic tissue
from a wound along the margin of viable tissue by sharp dissection.

hltilizing: scissors, scalpel, curette, and/or tweezers/forceps

il ypically requires no anesthesia

I?venerally minimal or no bleeding



ACTIVE WOUND CARE MANAGEMENT
NON-SELECTIVE DEBRIDEMENT

Mechanical
. i!emova! of necrotic tissue by cleansing or appropriate dressings

* Removal of debris and dressing changes are not considered a skilled or separate service

Enzymatic
2 Begngement with topical enzymes used for protein, fiber and collagen.

* Clinician to comply with packet insert, manufacturer’s guidelines

Autolytic
* Indicated when manageable amount to necrotic tissue present and no infection.

* Occurs when enzymes naturally found in wound fluids are sequestered under synthetic, noa

permeable dressings
|

Maggot / larvae

¢« Debridement with medical arade maagagots 1in wolinhdes



WOUND CARE SURGICAL DEBRIDEMENTS

'Conditions that may require surgical debridement of large amounts of skin
may include,
* Rapidly spreading necrotizing process
* Severe eczema

* Extensive skin trauma (including large abraded areas with ground-in

dirt
B : :
« Autoimmune skin disease



WOUND CARE SURGICAL DEBRIDEMENTS

Iurgical debridement occurs when
* Material has been excised

* Reported for the treatment of a wound to clear and maintain the site free of
devitalized tissue, including:

e Necrosis

e Eschar

oug

Infected tissue

* Biofilm
 Abnormal granulation tissue
* Should be accomplished to the margins of the viable tissue

 These procedures can be very effective, but represent extensive debridement.
May be complex and may require use of anesthesia



evision History Information

REVISION REVISION |REVISION HISTORY EXPLANATION

HISTORY HISTORY

DATE NUMBER

01/01/2024 |R5
Per 2024 CPT/HCPCS Updates:
Either the short and/or long code description was changed for the following code(s).
Please Note: Depending on which descriptor was used, there may not be any changes
to the code display in this document: 11000, 11001, 11004, 11005, 11006, 11008,
11042, 11043, 11044, 11045, 11046, 11047, 11055, 11056, 11057, 97597, 97598,
97605, 97606, 97607, 97608.
This update is effective 01/01/2024.

02/03/2022 |(R4
Updated to indicate this article is an LCD Reference Article.

02/03/2022 |R3

Under Revision History Number 2: Correcting the sentence, "This section of the NCCI












Amnionic Membrane
Skin Substitutes - HCT
Biologics




Code Description

Q4139 Amnio or biodmatrix, inf 1cc
Q4145 Epifix, inj, 1mg

Q4155 Neoxflo or clarixflo 1 mg
Q4162 Whndex flw, bioskn flw, 0.5cc
Q4168 Amnioband, 1 mg

Q4171 Interfyl, 1 mg

Q4174 Palingen or promatrx

Q4177 Eloweramniofio, 0.1 cc
Q4185 Cellesta flowab amnion 0.5cc
Q4189 Artacent ac, 1 mg

Q4192 Restorigin, 1 cc

Q4206 Fluid flow or fluid gf 1 cc
Q4212 Allogen, per cc

Q4213 Ascent, 0.5 mg

Q4215 Axolotl ambient, cryo 0.1 mg
Q4230 Cogenex flow amnion 0.5 cc
Q4231 Corplex p, per cc

Q4233 Surfactor /nudyn per 0.5 cc
Q4240 Corecyte topical only 0.5 cc
Q4241 Polycyte, topical only 0.5¢cc
Q4242 Amniocyte plus, per 0.5 cc
Q4244 Procenta, per 200 mg
Q4245 Amniotext, per cc

Q4246 Coretext or protext, per cc




Centers for Medicare |

r"rr ITaAW TS RO dicare/paym all-fas -

< ASP Prlrmg FllE:.I1 F S - Centers for Medicare

Mer I i 1 Medicare

drugs

LN Drug Pricing Lookup | Mational Drug Cao
# NDC - HCPCS Crosswalk - NDC List
2024 NDC - HCPCS Crosswalk
Y Addendum A and Addendum B Updates | CMS

[ =

ASP Drug Pricing - January : icare Part B Drugs

Centers for Medicare & Medicaid Services
https.fwww.cms Qo ent/fee-for

<! Medicare Part B Drug Average Sales Price | CMS

1] 1 A
Medicare




(= CMS.gov Q)

# > Medicare *» Payment » All Fee-For-Service-Providers » Medicare Part B Drug Average Sales Price » ASP Pricing Files

All Fee-For-Service- ASP PriCing Files‘

Providers
View the quarterly drug pricing files to see the Average Sales Price
Home Health Agency (HHA) (ASP) of some Part B-covered drugs and biologicals:
Center

Wo2024 ASP Drug Pricing

&=
Hospice Center E
January 2024 ASP Pricing File (ZIP)-12/20/2023 -final file 3
?‘-':"fl"ff' 53;-”3? Program January 2024 NOC Pricing File (ZIP)-12/20/2023 -final file
S5 F ACOsS

January 2024 ASP NDC-HCPCS Crosswalks (ZIP)-12/20/2023 -

Hospital-Acquired final file
Conditions (HAC)

» 2023 ASP Drug Pricing
Physician bonuseas in Health

Professional Shortage Areas % 2022 ASP Drug Pricing

IHPSAs)
> 2021 ASP Drug Pricing

Medicare Fee-lor-Sandice

5010-D0 > 2005-2020 ASP Drug Pricing

Blaillammea FBavid [P T'Yas ive



Payment Allowance Limits for Medicare Part B Drugs

Effectivie Janwary 1, 2024 through March 31, 2024

d an 30T ASF data
Ance himgls o w ahle o

YWacoene Limik
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Payment Allowance Limits for Medicare Part B Drugs

Effective January 1, 2024 through March 31, 2024

ote 1: Payment allowance limits subject to the ASP methodology are based on 3Q23 ASP data.
ote 2: The absence or presence of a HCPCS code and the payment allowance imits in this table does not indicate whether Me
pcal Medicare contractor processing the claim.

Short Description

HCPCS Code Dosage

Payment Limit

Co-insurance
Percentage

Vaccine
AWF%

Vaccine Limit

Aphgraf

15Q CM

30.401

20.000

Oiasis wound matrix
Oasis burn matrix

15Q CM
1 SQ CM

13.407
12.989

20.000
20.000

Integra bmwd

154G CM

49.534

20.000

Integra drt or omnigraft
Dermagraft

15Q CM
18Q CM

23.344
44.944

20.000
20.000

: I_n_tegra L‘r'la’tri:_l{_
Frimatrix

15QCM

18Q CM

44.360
39.055

20.000
20.000

Gammaagraft

15Q CM

7.437

20.000

Integra flowable wound matri

1CC

1507.000

20.000

Alloskin

1 50 CM

12.130

20.000

Hyalomatrix
Matnstem micromatnx

15Q CM
1 MG

16.913
2.548

20.000
20.000

ThEESHiI‘I

Alloskin
Oasis tn-layer wound matrix

h-_“l_ﬁmn:_:n_:ie_rm{gq:_rmartranzrinh_ag_u__n_:r







Provider Screening Tool

Fanant MNama

O Ax least lom? in dirfension
= ) Date of Birth:
O"Failed 1o adegquatély respand” 1o 188t 4 weeks of conterdative redbment
MEasures
5, Wound is warsening / stable / improving very slowly or [8ss then Dyt
expacted
b Currently trying and falling pressure=reducing intereenton (eg, frequent
turning, toam, Teotwear)
[ has received treatment of Application of dressings (last 30 days)
[s | had received Debridement of necrotic Hesue was pearformed
O] Obtamn Face Sheet and Actied Medication list
L] Note the duration of ulcer — in wéeks [will need it 1ater)

L Meed Labs [last 30 days): CMP, CAC, Prie-alb. If DM, HBALC

Facility

Wound Bype:

O Smoking Status {(Smoker, Previoss Smoker, Non-Smoker). I current smoker, counsel Lo sbop (6 weeks prior)
L] X-Ray [if faat/ankle)

O arterial Duplex Doppler with AB and Venous Doppler - (if feot/ankla)
L] Al

O venous Dogppler
L] Test sensation with a sharpg end of an appglicator snapped in twa - if DFU

EXCLLISIONS to rememiber:
O Ma hfo Bialagic used far this woaund in past 1 year!

Mo Evidence of acifve infecion or osieompelinisf

Mo Evidence of necrome tisswe that cannot be debrided?

MNe Aclive Chareol deformily or marey sirwcluvral abaarmality {Chrvanne & ok

Ne known ar suspected malignaney of wieeraran (ather maligrnancy iz ok, pecept see below. ) 7
Ml el recenning Fodiaiion therapy or chemotherapy &

Mot toking medications considered to be immuone spstem modw/otorsSuppressaonts &

No autalmmune conacciive NEsue disegss diagrosis @

O if the DFU potient hos no loss of sensotion or otrophy (periphergl nevropothy), they cowld be pnrolled with PAD If they
have those findings




It Licer located on iﬂ_-u’_&&lﬁ'jﬂ'_ﬂ_ﬂ_‘[:

Circulation must be Adegquate with Diagnosnc Testing:
O Arterial Doppler (last 30 days)
Ll Mote ABl MUST BE > 0.6 and £ 1.4) Result:
L] Mote Dopplor arterial wavetorms (Triphasic, Biphasic at the ankle of the affected leg)
L] Fedal pulses: Result: Date:
CJCFT: Result Date:
O venous Doppler (last 30 dayvs)
O ¥-Ray of the footSfankle with a negative inding of osteamyelitis

I Digbetic Ulcor:
Move if Type L O | o Type 2 O

L MUST have diabetic neurcpathy o quality for biclagic with & Diagnasis of Diabetes
identify if peripheral neuropathy prosent: Paresthesia O |, Nuembness on foat O
Mecd ane for Ds: Insensate L J reduced sensatian o touch L J reduced sensation to Mament O J atraphy af intrinsic

mvusculature O Jf atraphy of skin & sub O O S weakness of muscudatune L F contracture of joints LI

EXCEPTION if: diagrosis of PAD

O Mote if under Medical b anagement (Y or M)

L Mate name af Pricmany Provider [PRD)

L] Mate HEALC resalt [last 30 days)

It Venous stasis Weer:
O venous Doppler (Last 30 days)
L] Failed 30 day Compression Tu {8 ace wirap, uniboot)

Also
1. [0 Obtain consant
2. O Pre-Application documentation (+/- debridemant form)

Office needs:
1 O Fre=fApplicatdon documentation == debridemaent form
[ Face shieet for VR

r}
] O =4 woeks of prior documentaticon f not avallable in the system
4

O Preferred shipping location {(opbhon 1: offhice, 2: FEDEX Iocation noear you)
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INITIAL CMN — Pre

-Treatment

Product Reguesiad [NCallersta)

| BEM W LT BESFE i
SO K Am ! o & Fom
Wonmd Type:

prosuss | on-prescaurs | dishatie § neurspathie / venous § srterial f
ischemic | vaioulitic / rasmatic J s/ p bum f ofp sugical

Bascline: Measurements: 1 o KWW o x 0 (w11
AREA: 0] CEn [t hedirgg Uinsdermining]

Stage | Grade

Fuill Thackreess

& Thie iesr FETEM O IRFOLSEN The SRNm
'

#  without tendon, m

o Tl LA, O Dalini Nl

= iwith tendan, mucle, capule, or bors: exposure. O
] Sape o Dracke:
Linaklon:

Right / left
Tae f Tood | ankle [ =g
Dol f plantar

Duration of The wcer weeky

arterial Perfusion

JLTLALS f= L1234 EDL1lLZX3aq
PT-LO123%4 Rx1234
Ko palpable

CFT <2 3w s noarml
= CFT; seconiis

Drale:
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* Contraindicated if known hypersensitivity to component of the skin substitute (i.e. allergy to any of the contents). SEE IFU
* Billing CPT codes for surgical wound preparation is ONLY COVERED at the initial application of skin substitute grajt.

* Non-graft wound dressings or infected skin substitute codes are NOT covered.

»  When billing for Skin Subs, active wound care management (i.e. CPT code 37602) procedures are NOT covered.

» Removal of current graft and/or simple cleansing of wound are NOT Billable along with skin replacement treatment

o  When billing for Skin Subs, active wound care management (i.e. CPT code 37602) procedures are NOT covered.
Removal of current graft and/or simple cleansing of wound are NOT COVERED along with skin replacement treatment.

s Max 10 applications PER WOUND — even if more than one product is used.

e Max 12 weeks total treatment period PER WOUND

*  Min 12 months since last treatment period PER WOUND

nformed Consent: Document if the patient is competent, and/or has the support services necessary to participate in follow-on care (check
those that apply).

* Patient is competent & has been given informed consent, with risks and complications O
explained completely, by the provider who will be performing the procedure.

s Patient is incompetent. The patient’s has been given O
informed consent, with risks and complications explained completely, by the provider
who will be performing the procedure.

* Decision-maker can not be contacted or does not respond. The facility consent for treatment is in effect and will allow for the use of the
biologics. The primary doctor and the wound consultant agree on its use and are aware of the risks and complications. If when the decision

maker responds, they will be made aware of the application, risks and complications. O

* The orders for the post application treatment will be communicated to the treatment nurse O
and documented in the patient's chart.

s The nurses have been adequately trained in the post application care of the wound. O

Must include 3-4 week of prior notes
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Informed Consent for Placental Derived Allograft

Patient Mame: _
Areals) to be treated:;

The purpose of this consent 5 to Inform you about Placental Derived Allograft referred to as a structural
eutracellular matrix derived fram |.'_I|._-Il;1_"l'l1.;l| canAsc e Hitue and the potential side elfects o risks. 1t is
important that vou read this information carefully and completely. If any part of this content is not clea
please ask tor clarification before signing this document.

A Placental Derved .b.li!l:lgraf'. % a mlnlmall'.,l manipulated acellular, hig hily hwdrophilic, structural

extracellular matrix derived fram placental connective ue intended for homaologous use to

supplement tissue. The allograft is sterilized and pre- packaged in a syringe ready for use in one patient
on a single eccasion, It is a matural product that contains growth factors including cytokines, peptides,
hyaluranic acid and other powerful anti-inflarmmatory and healing properties. placental derived allograft
allograft is intended for use during soft tissue and local inflammation of amy joint or spinal condition.

All policies and procedures for donor screening, serologic and microbiologic testing meet current
regulations established by the FDA and other State and lecal governing bodies. Communicable disease
testing has been performed by a laboratory registered with the FOA to perform danor testing and
certifted to perform such testing on specimens in accordance with Clinical Laboratary Improvement

Amendments [CLIA) and 42 CFR Part 493, placental derived allograft allograft is registered with the FDA,

Benefits: No dewntime, very little discomfon, minimal preparation and restrictions, suitable for meost
soft Hasue injuries and joints. You may receive reliel of pain and swelling immediately following the
implantation. Ac h;r_“.'inp_: optimal cha nge and improvements may reguire mare than one prnct:l:ll_:rr_'. The
number of procedures and the frequency of the procedures will depend on the medical judgement of
your physician,

Risks: There have been no reported adverse reactions associated with placental derived allograft
allograft, however general risks and complications of implantations may include, but are not limited to
infection, bleeding, injury to nerves, etc. Any adwerse reactions that may be related to the use of
placental derived allograft allograft should be reported immediately to your physiciam,

Complications: Mo complications have been reported with placental derived allograft allograft
implantations.
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California Wound Healing Medical Group (323)264-7796 Wound Assessment® Page 1 Of
Patient: [ INew Patient  PMD: Date:
Facility: Room/Bed: D.0.B.: [] Established Patient _Length of visit: minutes Provider:

Wound Type: Factors Effecting Healing: |:| Ohesity |:| Failure to Thrive || Limited Mobility [ ] Hypoalbuminemia
Pressure Neuropathic @ Diabetes CVA Respiratory Failure [ ] Hospice Status [ ] Weakness

Diabetic Trauma/Surgical Neuropathy HTM paD [ ] Medications
Venous Mixed Contracture CKD Patient non-compliant behavior
Arterial Other: CHF Other:

Discussion/Relevant Interim History: The wound measure will increase in depth until the true wound bed is revealed Last Exam Date:

L] Mo report of Nausea, Vomiting, Fever, or Chills [ Medication List reviswed in patient chart; no action nesded Is this wound healable;: [ yes Clno
Labs & Studies Wound #: Location:

— < < | " S ow e S

Protein: Albumin: Pre-albumin: Assessed Stage 0f Wound: 1 3 4

HabaC: Sed Rate: CRP:
Last Blood Draw: Last RD Evaluation: us DTI Non-Pressure

Has there been a significant change in labs since last visit: Wound Type (this wound):

[] ves [] No Debridement: [ Selective [Surgical [JSerial/Surgical

Other studies: (include results and comments) -
Prognosis

Healable: Goals

Healing Factors 1 Eventual Closure [ Convert to Self-care or Home Health (if patient's general health, medical

Controllable? Y N issues, continuing adequate mental status, and home emvironment allow this change)

. . - MNon-healable: Goal — Palliation
Pressure Reduction Infection Control 0O O Minimize the risk of the following:

H‘rfljl'_a.tlﬂr'l Status Vascular Disease o0 [ additional Loss of Activity [ Psycho-sodial issues for the patient and their family
Nutritional Status followed with RD ] Kegative Progression of Wound [ Additional Devitalized Tissue  [] Freguency of Hospitalizaton
Metabolic Status followed with PMD [ Hospital Length of Stay [ Infection [ Amputation  [] Sepsic  [] Death

Rationale:

Tissue Involvement/Uncovered: Undermining: Superior
Infection Control O Wound Prophylaxis I:ISLII?HI'I:ICIEH [CiFascia EII gé’lcthﬁr' [ Muscle/Tendon 9 Q 3

X L i O Periosteum [ Bone
Are there signs of possible infection 0O Yes 0O No Drainage:

Studies: O Culture & Sensitivity [0 PCR CINone [0 Scant OLlight [OModerate COHeavy [JCopious Inferior
Intervention: O Topical Type: O Serous [JSerosanguinous O Seropurulent [J Purulent
Systemic antibiotics: O PO o Odor: [0 None [OIncreasing [ Decreasing
O Localized O Generalized 0O Mone L] Malodor [1Sweet [JFecal [ Other
Wound Bed:

Peripheral Edema:

E ;Etit E F:Jght 'tt'D B|IaDter|;1.3_: danEdI Sr':'n:jm?t;calm Sever Pink % Yellow/White % Eschar % Slough %
Iting on-pitting ! oderate SVere Necrotic %  Other: %  Boney prominence [ Yes [ No

'-'CE'E? Sinus /Tunneling OYes O No




Peripheral Edema: [OLocalized 0O Generalized O None
O Left ORight 0O Bilateral and Symmetrical
O Pitting O Non-pitting O Mild O Moderate 0O Severe
Stasis Changes?

Pulses: DP—L0o1234 RO
PT-Lo1234 R o

Adequate Extremity Arterial Perfusion? O YES
Evidence: [0 Diminished Pedal Pulses

Capillary Refill Time: Right sec  Left sec
Color: Opink/normal Oerythematous Opallor Ocyanotic
Distal Temp: Owarm Ocool Ocold Oice-cold OB/L and sym
Vascular Testing Performed: OABI O Arterial Doppler
OTcPOz (digital 0z perfusion) O Toe-Brachial Index O Angiogram
OVenous Doppler O Venous Duplex O Venoagraphy

Is vascular intervention planned? 0O YES O NO
Vascular specialist’s opinion: QOpatient healable

O candidate for surgical intervention and healable

O not 2 candidate for surgery, but healable

O not 2 candidate for revascularization surgery/not healable
Comments See note of

1
1

23
23
ON

O Malodor O Swest OFecal O Other
Wound Bed:
Pink % Yellow/White % Eschar % Slough %
Necrotic % Other: %  Boney prominence O Yes O No
Sinus /Tunneling OYes [O MNo

Wound Margins & Periwound: (circle)
Intact Smooth Regular Macerated Hypergranular  Epiboly  Erythema  Atrophic
Slough Thickened Irregular  Friable Keratotic Indurated Ecchymosis Mecrotic

Treatment: Topiczal & Dressing

Debridement Report: Probe to Bone [JYes [ No

Debridement Level: I I1 III v AgNDs Cautery
Instrument: 10/15 Blade Curette Scissors  Nippers  Forceps/Tweszers
Tissue Removed:  Skin  Full ickness Fat Capsule  Slough/Eschar/Necrosis
Hypergranulation Fascia/Muscle/Tendon Bone

Hemostasis: EBL cc OMNone O Minimal

O Pressure [ Gelfoam O Thrombin
Pain:  pre- /10 during Tx- /10 post-  f10
Anesthesia:  Pre-medicated Topical Injection MNone

MNutritional Status

Current factors of concern:

[IDecreasing BMI  []Increasing Risk of Pressure Injury
UClpelay in Healing [JIncreasing Loss of Weight
Interventions currently emoloved:

[1Protein Supplement [Protein Additive 3 6 8 om/day
COMyI/Mineral supplement  Addt Vitamins: A C Ds

Addt Mineral: Cu®t Fet+ Zntt

—
Continue Debridement? [JYes [ONo  [Jwound Closed
Rationale for Continued Debridement of £4is wound
Healable:
O Maintzin the wound in the active/acute phase of healing
O Clinically, the wound is improving with continuing care, inchuding regular surgical debridements.
O The wound is not amenable to s=lf-care or homecare,
Non-healable:
[ Continuing care with palliation goals (see abowe)
[0 Remowe necrotic, non-vital and infected tissue from the wound

Hydration Consider Additional Hydration [P0 [JIV

Today's Treatment Plan

[] serial/Surgical Debridement performed today by the provider, with removal of biofilm, non-viable tissue, L infected tissue [] excessive granulation
[] surgical debridement will continue as nesded, performed by the provider, while non-sslective active wound care continues by staff betwesn visits
E Selective debridement will continue as needed, performed by the provider, while non-selective active wound care continues by staff between visits

Pressure reduction and offloading continue;

[ Healing factors addressed:
] Mo New Orders

Provider Signature:

D Recommend Comprehensive RD Evaluation

Continues —>
Supervising Physician: [ Kimberly Conley, MD [0 James E Burrows, MD [ Herbart Marshak, MD




HOW MUCH GRAFT DO WE ORDER?

Cover the base of the wound
Length X Width

The shape of the wound
Flat

Bowel

Cylinder

If deep, make sure the edges are covered

Several extra 2x2 to cover the edges if needed

Return the unopened grafts with the boxes and contents



EXAMPLE OF OPEN ELLIPTICAL CYLINDER
TYPE WOUND

« Typical measurement:LxW x D
* Scmx 4cm x 2cm
 Area =20 Sgcm
» That accounts for 20 units of graft to cover the base

* Does not leave enough to cover the lateral walls
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Some Skin Substitute
Manufacturers Did Not

Comply with New ASP
Reporting Requirements




Key Results

a

CMS calculated ASP-based
payment amounts for 38 of
the 68 skin substitutes
included in our review.

CMS was unable to calculate
ASP-based payment
amounts for the remaining
30 skin substitutes because
manufacturers did not report
the required ASP data.

These 30 skin substitutes
represent a disproportionate
share of Part B spending.

Transitioning skin substitutes
to ASP-based payments has
the potential to substantially
reduce Part B expenditures.

CMS faces hurdles in setting
ASP-based payments for
skin substitutes.

Why OIG Did This Review

Ensuring the appropriate reporting of average sales prices (ASPs) is
vital because the Centers for Medicare & Medicaid Services (CMS)
uses them to directly calculate payments under Medicare Part B.
Federal law requires manufacturers to provide CMS with the ASP for
each of their Part B drugs and biologicals on a quarterly basis." 2
Prior to 2022, ASP reporting requirements did not generally apply to
manufacturers of certain Part B drugs and biologicals, including skin
substitutes, although some manufacturers voluntarily reported these
data. Congress addressed the reporting gap through the
Consolidation Appropriations Act, 2021 (CAA), which required
manufacturers of skin substitutes (and the other Part B-covered
products referenced above) to begin reporting ASPs to CMS for the
first quarter of 2022.3

What OIG Found

Despite the new legislative requirements, CMS was unable to
calculate ASP-based payment amounts in the first quarter of 2023
for 30 of 68 skin substitute billing codes because their manufacturers
did not report the required ASP data. According to our analysis,

Part B payment amounts would be reduced substantially if ASPs were
consistently reported and used, potentially leading to tens of millions
of dollars in savings each quarter. However, CMS faces several

unigue hurdles in implementing ASP-based reimbursement for skin substitutes. For example, because
skin substitutes are not actually prescription drugs, CMS cannot employ its usual methods and data
sources to corroborate manufacturer-reported data on pricing and packaging. CMS is actively
considering changes to the payment methodology for skin substitutes and, in January 2023, conducted
a skin substitutes Town Hall to address stakeholder concerns and discuss potential payment
approaches.*




Despite the new legislative requirements, manufacturers are not
consistently reporting the ASPs needed to set payment amounts
for skin substitutes

In the third quarter of 2022 (i.e., the initial quarter in which payment amounts would
have been affected by CAA reporting requirements), Medicare Part B and its enrollees
paid almost $400 million for 68 unique skin substitute billing codes.®> CMS used ASPs
to set payment for only 16 of the 68. Prior to the new legislative requirements,
manufacturers already had been voluntarily reporting ASPs for each of these

16 products and CMS had subsequently calculated the appropriate payment amounts
using those ASP data. In other words, no additional skin substitutes (i.e., those
beyond the 16 products for which manufacturers had previously reported on a
voluntary basis) were paid for on the basis of ASPs in the quarter in which the new
requirements took effect. CMS informed OIG that it did not add additional skin
substitutes to the payment file (even in the case of several codes for which
manufacturers reported ASPs) as CMS was closely evaluating the impact of doing so
and determining the appropriate next steps relative to the CAA requirements.

As of the first quarter of 2023, approximately half of skin
substitutes (38 of 68 billing codes) are being paid for on the basis
of manufacturer-reported ASPs

The number of skin substitutes for which CMS published an ASP-based payment
amount increased dramatically in the first quarter of 2023. In total, 24 manufacturers
(6 more than in the initial quarter) reported the required pricing data for 38 of the

68 codes included in our review, and CMS subsequently published an ASP-based
payment amount for each of them.

Manufacturers did not report ASPs for the remaining 30 skin
substitute billing codes

CMS was unable to calculate ASP-based payment amounts in the first quarter of 2023

[ o N [ . R T = W [P N (0 (NN NN A [ [ (N 0 L R A I L T L



Figure 1. Skin substitutes for which manufacturers did not report ASPs

represented a disproportionate share of payments.

Third-Quarter 2022 Expenditures

30 skin substitutes
without an ASP-based
payment in the first
quarter of 2023

EIF.-hsL-;in substitutes

with an ASP-based

payment in the first SISI"!! 3,914
quarter of 2023

23 AP Payment Armonnt Files.

of Third-Quarter 2022 Part B Expenditures and First-Quarter 20

Sounce: OG analysis

Transitioning all skin substitutes to ASP-based payments has the
potential to substantially reduce Medicare expenditures




Transitioning all skin substitutes to ASP-based payments has the
potential to substantially reduce Medicare expenditures

If CMS does not publish an ASP-based payment amount for a skin substitute billing
code in a given quarter, the agency instructs its contractors to determine payment
using either Wholesale Acquisition Costs (WACs) or actual invoices.® Because WACs
represent manufacturers’ list prices and do not include any discounts, they are
generally higher than ASPs. Similarly, to the extent invoices do not reflect post-
purchase rebates that may be offered for skin substitutes, the resulting Medicare
payments are likely to exceed ASPs as well if providers do not account for these
discounts when submitting their claims.

In 2021, prior to the new requirements, Medicare payment
amounts for four skin substitutes decreased dramatically when
ASPs were voluntarily reported and used to set payment

To gain a sense of how WAC- or invoice-based payment amounts compared to ASP-
based payments, OIG identified four skin substitutes for which Part B payments were

determined using WAC/invoice prices in the first quarter of 2021 and then set using
ASPs in a subsequent quarter later that year. (These are skin substitutes for which




ASP-based payment amounts for skin substitutes were one-third
below their WACs

For the 38 skin substitutes with payments set using ASPs in the third quarter of 2022,
their ASP-based payment amounts (i.e., ASP plus 6 percent) were 33 percent below
published WACs (i.e., one of the potential benchmarks contractors may use to set
payment in the absence of ASPs) at the median. If we use this median difference to

estimate potential savings, we find that Medicare Part B and its enrollees could save
$84 million per quarter if all such products are paid for on the basis of ASPs.

Twenty percent of that total (almost $17 million) would stem from reductions in the
amounts owed through enrollee coinsurance. Actual savings may be higher or lower
than this estimate, given the specific differences between ASP and WAC or actual
invoices for each product.




The inconsistent reporting and use of ASPs for skin substitutes
has implications in addition to higher payments

Current reimbursement practices could create incentives for providers to prefer skin
substitutes that are paid for on the basis of WACs/invoices rather than those paid for
using ASPs, exacerbating the missed savings for Medicare and its enrollees. Because
ASPs are calculated using actual sales data (including discounts), they presumably
reflect provider acquisition costs. However, as described earlier, WACs/invoices for
skin substitutes often significantly exceed their ASPs. As a result, providers can
typically capture a much larger spread (i.e., the difference between what they pay for
a product and the amount they are reimbursed by Medicare) when payment is set
using WACs/invoices. This effectively penalizes manufacturers who comply with the
law by potentially making their products less attractive to providers. The overall
dynamic could therefore unintentionally discourage all manufacturers of skin
substitutes from complying with ASP reporting requirements, further increasing the
risks of higher payments by the program and enrollees.

CMS faces numerous hurdles in implementing ASP-based
payments for skin substitutes

Skin substitutes present unique challenges for CMS to overcome when implementing
the new reporting requirements, as these products differ significantly from most items
covered under the Part B prescription drug benefit. For example, in its written
response to OIG questions, CMS noted that:

+ thereis not a single database that lists all manufacturers of skin substitutes;

many of these products are regulated as Human Cellular and Tissue-Based
products for which the manufacturer is registered but the products do not
receive individual FDA approval; and




Proposed LCD - Skin Substitutes for the Treatment of Diabetic Foot
Ulcers and Venous Leg Ulcers (DL36377)

Links i P docsmaents are not guaraniesd o work. 1o follow a web ink, pleass uws the HED Website

Contractor Information

CONTRACTOR MAME CONTRACT TYPE | CONTRACT NUMBER JURISDICTION | STATES

A andd B MAL 1ol - MAC A

Proposed LCD Information

Document Information

Source LED TD AMA CPT J/ ADA CDT / AMA NUBLC Copyright
LIGyFT Statenvenk

Proposed LCD [0

Proposed LTI Tigke




CONTRACT TYPE

A ared B BUAE

A and B HAL 120401

Article Information

General Information

Articlhe 1D

Artiche Title
Billing aaw] Codirg;

Levwed Extremaly Cheronic Mon- Haaling

Article Type
Bhillifig &

Retirement Date

MUA

CMS Mational Coverage Policy

AMACPT [/ ADA CDT / AHA NUBLC Copyright
Siatensenl

Social Secwrity Act [ Title XVIIT) Standand References:



Coding Guidance:

Notice: It is not appropriate to bill Medicare for services that are not covered (as described by the entire LCD) as if
they are covered. When billing for non-covered services, use the appropriate modifier.

Per the Current Procedural Terminology (CPT) definition, skin substitute grafts include non-autologous skin (dermal
or epidermal, cellular and acellular) grafts (e.g., homograft, allograft), non-human skin substitute grafts (i.e.,
xenograft), and biological products that form a sheet scaffolding for skin growth. Skin substitute graft codes are not
to be reported for application of non-graft wound dressings (e.g., gel, powder, ointment, foam, liquid) or injected
skin substitutes.

Non-graft wound dressings or injected skin substitue codes are not used with skin replacement surgery application
codes and are considered incorrect coding. Such products are bundled into other standard management procedures if
medically necessary and not separately payable.

Claims reporting skin substitute grafts must contain the presence of an appropriate application CPT code.

If the service for the application code is denied, the service for the skin substitute will also be denied.

Effective 01/01/2017, per CR 9603, when billing for Part B drugs and biologicals (except those provided under
Competitive Acquisition Program [CAP] for Part B drugs and biologicals), the use of the JW maodifier to identify
unused drugs or biologicals from single use vials or single use packages that are appropriately discarded is required.

Created on 08/04/2023. Page 3 of 10



The discarded amount shall be billed on a separate claim line using the JW modifier. Providers are required to
document the discarded drug or biological in the patient’s medical record.

Novitas expects that where multiple sizes of a specific product are available, the size that best fits the wound with
the least amount of wastage will be utilized.

When a portion of a drug/bioclogical is discarded, the medical record must clearly document the amount administered
and the amount wasted. The documentation must include the date, time, amount of medication wasted, and the
reason for the wastage.

In situations where a portion of a single use package must be discarded, payment will be made for the portion
discarded along with the amount applied up to the amount of the product on the package label. Medical record
documentation must clearly indicate the information noted above.

Note: The unused portion must actually be discarded and may not be used for another patient.

Documentation Requirements

1. All documentation must be maintained in the patient's medical record and made available to the contractor
upon request.

2. Every page of the record must be legible and include appropriate patient identification information (e.qg.,
complete name, dates of service[s]). The documentation must include the legible signature of the physician or
non-physician practitioner responsible for and providing the care to the patient.

3. The submitted medical record must support the use of the selected ICD-10-CM code(s). The submitted
CPT/HCPCS code must describe the service performed.




Jurisdiction E - Medicare Part B Contact Us | Help Tools | Moridian Medicare Portal (NMP) Login
srid -
r‘. 1..1.' .' la n ."'u,".I'E-"(?.'{?.E,J.’E' California, Hawall, Nevada, American Samoa, Guam, Northemn
1 =

MHealhrare Sodf Mariana Islands

Browse by Fees and Mews Policies Medical Review Education and Provider
Topic Outreach Enrollment

Wound Care

Access the below wound care related information from this page.

Hyperbaric Qxygen (HBQ) Therapy - Modality in which patient's entire body is exposed 10 oogen under increased almosphanc pressuns,
View details

Skin Substitute Codes - The invoice price for payment of skin substitute codes in Od 1XX-042 XY range that do not have pricing on CMS
CUarDarly ASP file = nequined, View submission detalls




Browse by Topic Skin Substitute Codes

It the CWAS quartaiy ASE file does nod contain pricing jof & Sken subslinhe code at B within the O 100020 range, the claim mis! ncluda

b srmg [AEN the total involce price (emownt physician pesd, per involce, for paSent’s specific ilem)
Wl may nimiburse for the: tobal irmoios price plus shipping but nd additlicnal lees (lax, handing Tees, delivery fses, adminstratae bees)

Toial invoice price 18 the nel amount & proveder pays for an lemfsendcs, iakng inlo acoount ALL discounis, rebafes, refunds, of other

sdjustments

ASP File Contains Code

« Enter numbsar of units in em 246G of CRS-1500 cladm form or Loop 24005V 104 for EMC

" ASP File Does Not Contain Code
L IEPIG = Enler procedung code and tofal ivoilos price in Hem 19 of CRES-1500 claim farm or Loop 240055 101-7 for EMC
"Irrvohcs’ of Tny’ followed by (he price in 8 currency formal using a decimal
) s Examples
Tt e Irrepics S130 - clafm priced at 51,30
s Irrvoics 5130.00 - ciaim priced a1 313000
& Irvoics 13000 - claim priced ol 5130.00
u Irregbca 513000 - claim priced af 513000
s Irvpice 51,300 - clairm priced al 51,300,000
A provider may bill wasinge wsang the W mcdifier. Howeyer, L s Nonidian's axpasctalion whera thang are multiple smes of 8 spscific prosdioac
i available, the size that best fits (he wound with the least smount of wasiage will be ulilized by the provider. S modifer is for singhe use only
bl Sl i Pavar | AMSF paciagng and remmnants biled as wastage may nol be wlized on other patients
If a provider intends 10 bill for wastage and 100l Fvoios price, ploase bill invoice price of The portion adminisiened sepanmtaly from invoice price
15 ' . of the portion discanded along with tha J¥W modifier

bearidian Maedcars Pors [Nid Exampbe: 5413 Irmvolos S0, 04100000 Invoics S04

Aty uge of i subeliile colfes must be aocompaniad on the same claim by a CF
proguct. For exampie, CPT 15271-15278

ton procedune code conaisianl with usa ol the

Products billed with Od 100 (skin substitube, nol otherwise specified) must ba at a minemum accompanied by the actual name of the peoduct
rumber of unils used, and olal involce price, in addition, 04100 must be accompanied on the same claim by a CPT procedureapplication
Code consscient wath usa of The prodiect

If the claim doas nol inchade 1he required infematicn, the Bem will deny as unprocessable

Proniders must maintain &h ifvosos Sopy within the patient's Be, and # mes! be made available 1o Moddan upon fegquest

Nabe: CMS ASF picang O0ss Mol &IUate 10 COVErade, as Drosesean of any Berm o sandioe miust aiso mesed ol ¥ CAre BIELNONyY Mediersr=SrilE




Browse by Topic Skin Substitute Codes

It the CWAS quartaiy ASE file does nod contain pricing jof & Sken subslinhe code at B within the O 100020 range, the claim mis! ncluda

b srmg [AEN the total involce price (emownt physician pesd, per involce, for paSent’s specific ilem)
Wl may nimiburse for the: tobal irmoios price plus shipping but nd additlicnal lees (lax, handing Tees, delivery fses, adminstratae bees)

Toial invoice price 18 the nel amount & proveder pays for an lemfsendcs, iakng inlo acoount ALL discounis, rebafes, refunds, of other

sdjustments

ASP File Contains Code

« Enter numbsar of units in em 246G of CRS-1500 cladm form or Loop 24005V 104 for EMC

" ASP File Does Not Contain Code
L IEPIG = Enler procedung code and tofal ivoilos price in Hem 19 of CRES-1500 claim farm or Loop 240055 101-7 for EMC
"Irrvohcs’ of Tny’ followed by (he price in 8 currency formal using a decimal
) s Examples
Tt e Irrepics S130 - clafm priced at 51,30
s Irrvoics 5130.00 - ciaim priced a1 313000
& Irvoics 13000 - claim priced ol 5130.00
u Irregbca 513000 - claim priced af 513000
s Irvpice 51,300 - clairm priced al 51,300,000
A provider may bill wasinge wsang the W mcdifier. Howeyer, L s Nonidian's axpasctalion whera thang are multiple smes of 8 spscific prosdioac
i available, the size that best fits (he wound with the least smount of wasiage will be ulilized by the provider. S modifer is for singhe use only
bl Sl i Pavar | AMSF paciagng and remmnants biled as wastage may nol be wlized on other patients
If a provider intends 10 bill for wastage and 100l Fvoios price, ploase bill invoice price of The portion adminisiened sepanmtaly from invoice price
15 ' . of the portion discanded along with tha J¥W modifier

bearidian Maedcars Pors [Nid Exampbe: 5413 Irmvolos S0, 04100000 Invoics S04

Aty uge of i subeliile colfes must be aocompaniad on the same claim by a CF
proguct. For exampie, CPT 15271-15278

ton procedune code conaisianl with usa ol the

Products billed with Od 100 (skin substitube, nol otherwise specified) must ba at a minemum accompanied by the actual name of the peoduct
rumber of unils used, and olal involce price, in addition, 04100 must be accompanied on the same claim by a CPT procedureapplication
Code consscient wath usa of The prodiect

If the claim doas nol inchade 1he required infematicn, the Bem will deny as unprocessable

Proniders must maintain &h ifvosos Sopy within the patient's Be, and # mes! be made available 1o Moddan upon fegquest

Nabe: CMS ASF picang O0ss Mol &IUate 10 COVErade, as Drosesean of any Berm o sandioe miust aiso mesed ol ¥ CAre BIELNONyY Mediersr=SrilE




Skin Substitute Codes

If the CMS quarterly ASF file does not contain pricing for a skin substitute code that is within the Qd41xXX-042XX range, the claim must include

the total invoice price (amount physician paid, per invoice, for patient's specific item).
We may reimburse for the total invoice price plus shipping but no additional fees (tax, handling fees, delivery fees, administrative fees).

Total invoice pnce 15 the net amount a provider pays for an fem/service, taking into account ALL discounts, rebales, refunds, or other
adjustments. *

ASP File Contains Code

« Enter number of units in ltem 246G of CMS-1500 claim form or Loop 2400/SV104 for EMC

ASP File Does Not Contain Code

« Enter procedure code and total invoice price in ltem 19 of CM3-1500 claim form or Loop 2400/53V101-7 for EMC

'Invaice’ or 'Inv' followed by the price in a currency format using a decimal
» Examples:
Invoice $130 - claim priced at $1.30
Invoice $130.00 - claim priced at $130.00
Invoice 13000 - claim priced at $130.00
Invoice $13000 - claim priced at $130.00
Invoice 51,200 - claim priced at $1,300.00




	Intro
	Slide 2

	Biologic LCDs
	Slide 4
	Slide 5
	Slide 6
	Slide 8
	Slide 9
	Slide 10
	Slide 11
	Slide 12
	Slide 13
	Slide 14
	Slide 15
	Slide 16
	Slide 17
	Slide 18
	Slide 19
	Slide 20
	Slide 21
	Slide 22
	Slide 23
	Slide 24
	Slide 25
	Slide 27
	Slide 28
	Slide 30
	Slide 31
	Slide 32
	Slide 34
	Slide 35
	Slide 36

	LCA Routine Foot Care
	Slide 38
	Slide 39
	Slide 40
	Slide 41
	Slide 42
	Slide 43
	Slide 44
	Slide 45
	Slide 46
	Slide 47
	Slide 48
	Slide 49
	Slide 50
	Slide 51
	Slide 52
	Slide 53
	Slide 54
	Slide 55
	Slide 56
	Slide 57
	Slide 58
	Slide 59
	Slide 60
	Slide 61
	Slide 62
	Slide 65
	Slide 67
	Slide 68
	Slide 69
	Slide 70
	Slide 71

	Wound Care LCD
	Slide 155
	Slide 156
	Slide 157
	Slide 158

	Biologic Intro
	Slide 160
	Slide 161
	Slide 162
	Slide 163
	Slide 164
	Slide 165
	Slide 166
	Slide 167
	Slide 168
	Slide 169
	Slide 170
	Slide 171
	Slide 172
	Slide 173
	Slide 174
	Slide 175
	Slide 176
	Slide 177
	Slide 178
	Slide 179
	Slide 180
	Slide 186
	Slide 187
	Slide 188
	Slide 189
	Slide 190
	Slide 191
	Slide 192
	Slide 193
	Slide 194
	Slide 195
	Slide 196
	Slide 197
	Slide 198
	Slide 199
	Slide 200




