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In general, a skin substitute is a material used to cover and promote healing of skin wounds by acting as
a temporary or permanent replacement for damaged skin. These products encompass a diverse array of
advanced wound-care materials, including allografts (tissue from another person), xenografts (tissue
from animals), and other bioengineered materials. They “are most commonly used in outpatient
settings for the treatment of diabetic foot ulcers and venous leg ulcers.” 1 Medicare Part B covers skin
substitutes in non-institutional settings when reasonable and medically necessary.

Amid the highly publicized federal crackdown on health care fraud, the use of skin substitutes has
become a focal point of those efforts. These products sit at the intersection of clinical practice,
reimbursement policy, and enforcement scrutiny. In the span of two years, Medicare Part B spending
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on skin substitutes unquestionably has surged, drawing scrutiny from the Centers for Medicare &
Medicaid Services (CMS), the Office of Inspector General (OIG) for the Department of Health and
Human Services (HHS), and the Department of Justice (DOJ).

OIG Audit Reports

Before January 1, 2026, skin substitutes were classified as a “biologic” for Medicare reimbursement
purposes, a classification that is, in part, responsible for the surge in spending on these products. 2 The
primary Medicare reimbursement methodology for drugs and biologicals is the use of Average Sales
Price (ASP), a volume-weighted average of manufacturers’ U.S. sales to all purchasers, plus 6%. 4
Manufacturers are required to submit quarterly sales data, including discounts, through the ASP Data
Collection System, enabling CMS to calculate ASP and corresponding payment amounts. 2 When ASP
data is unavailable, Medicare may use either total invoice price or Wholesale Acquisition Cost (WAC)-
based pricing as an alternative to ASP to calculate reimbursement. ¢ In terms of billing, under ASP
methodology, “each skin substitute product receives a unique billing code (typically, a Level Il HCPCS

»7

code) and payment limit.” ~ Historically, prices for skin substitutes could be as much as $2,000 per

square centimeter. 8

ASP reporting requirements generally did not apply to manufacturers of certain Medicare Part B
biological products, including skin substitutes, until 2022, when changes in federal law required them
to report ASP data to CMS beginning in the first quarter of 2022.2

In March 2023, OIG reported that many skin substitute manufacturers had not complied with the new
ASP reporting requirement. 12 As a consequence, CMS could not calculate ASP-based payment
amounts in the first quarter of 2023 for 30 of 68 skin substitute billing codes. 11 Those 30 codes
accounted for nearly two-thirds of all Medicare Part B expenditures for skin substitutes. 12 CMS
therefore lacked ASP data for the most expensive and most widely used skin substitute products. OIG
further found that payments for codes with reported ASP data were 33% below published WACs. 12
The report warned that this disparity could incentivize providers to favor products without ASP-based
payment amounts to “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.” 14

It appears that OIG’s warning was correct. On September 3, 2025, OIG reported substantial growth in
Medicare Part B expenditures for skin substitutes furnished in non-institutional settings. 13 Spending
increased 640% over two years, reaching more than $10 billion in 2024. 1 Quarterly expenditures rose
from approximately $389 million in the third quarter of 2022 to $2.88 billion in the third quarter of
2024.1Z OIG attributed this increase to both higher utilization and rising prices: more beneficiaries
received skin substitutes, and beneficiaries who received them underwent more procedures. 18 Over
less than two years, spending per Medicare Part B beneficiary tripled. 12

OIG found that home-based providers billed for more skin substitute procedures and used higher-cost
products than office-based providers. 22 In the third quarter of 2024, skin substitutes furnished in the
home cost approximately four times more than those furnished in institutional settings. 2! Home-based

care accounted for more than half of Medicare Part B spending on skin substitutes. 22
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OIG noted a typical two-quarter lag between manufacturer ASP reporting, CMS verification, and
payment-rate calculation. 2 During that roughly six-month period, reimbursements for skin substitutes
were based on WAC or invoice prices, which are generally higher than ASP and created a larger
“spread.” 2 The data suggested this structure incentivized providers to switch, once ASP pricing
applied, to newer skin substitute products still reimbursed at WAC or invoice prices to maximize
payment. 22

OIG further warned that skin substitutes remain “particularly vulnerable to questionable billing and
fraud” 28 and identified the following patterns in claims data:

* Providers billed for skin substitute procedures at a beneficiary’s first visit without trying
conservative treatment first;

* New Medicare providers billed only for skin substitutes and not for other wound care services;

* Providers submitted high volumes of same-day claims to bypass Medicare billing controls;

* Providers billed for excessive quantities or for non-approved uses; and

¢ Non-wound care clinicians (e.g., psychiatrists) billed for skin substitute procedures. 22

The report cautioned that the current payment framework permits “bad actors” to obtain millions of
dollars with minimal patient volume. 28 OIG urged prompt action, including payment reform, to reduce

non-institutional Part B spending on skin substitutes. 22

CMS Policy Changes
30

On April 11, 2025, CMS announced that it was reviewing its coverage policies for skin substitutes. ==
CMS thereafter proposed new Local Coverage Determinations (LCDs) governing Skin Substitute
Grafts/Cellular and Tissue-Based Products for the Treatment of Diabetic Foot Ulcers and Venous Leg
Ulcers, with an effective date of January 1, 2026. 31 Under the new proposal, 158 skin substitute
products would have been non-covered, 154 would have remained subject to a 12-month status quo
period under contractor discretion, and only 18 codes for products would have been covered. 22 This
proposed LCD would have dramatically reduced the number of skin substitutes covered by Medicare.
On December 24, 2025, CMS announced that all Medicare Administrative Contractors (MACs) would
withdraw the proposed LCDs before they took effect. 32 Although CMS did not ultimately implement
the proposal, the proposed changes nevertheless reflected CMS’ broader effort to constrain skin
substitute spending.

Effective January 1, 2026, CMS changed its payment methodology and now reimburses most skin
substitute products as incident-to supplies under the Medicare Physician Fee Schedule rather than as
biological products paid at ASP plus 6%. 2* For calendar year 2026, CMS is applying a single national
payment rate of approximately $127.28 per square centimeter for skin substitutes and has indicated that
it intends to differentiate rates by Food and Drug Administration regulatory category in subsequent
years. 32 CMS projects that the transition from ASP-based reimbursement to incident-to supply
payment will reduce Medicare spending on skin substitutes by nearly 90% and decrease gross fee-for-
service program expenditures by an estimated $19.6 billion in 2026, without compromising patient

access or quality of care. 3¢
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Also beginning January 1, 2026, CMS implemented the Wasteful and Inappropriate Service Reduction
(WISeR) model, which incorporates artificial intelligence, machine learning, and human clinical
review for selected services that according to CMS may have little to no clinical benefit and historically
have higher rates of fraud, including skin substitutes. 3Z The model runs for six years, through
December 31, 2031, and operates in six states: New Jersey, Ohio, Oklahoma, Texas, Arizona, and
Washington. 38 Providers may either seek prior authorization for selected items and services or elect to

undergo post-service/pre-payment review. 32

Recent Federal Enforcement

Federal enforcement activity directed at skin substitute providers has intensified alongside the rapid

increase in expenditures. Since June 2024, DO]J has charged at least 24 individuals in cases involving

more than $1.5 billion in alleged intended loss associated with skin substitute claims. These matters
share several recurring characteristics:

* Heavy billing over short periods for a small patient population;

* Use of unqualified providers working outside their scope, or medically untrained sales
representatives, to decide whether skin substitute applications were medically necessary and how
often and how much to apply;

* Billing for skin substitutes for patients without qualifying wounds;

* Services tainted by illegal kickbacks from the distribution chain or by waivers of expensive co-pays;

* Billing for the largest available skin substitute to maximize reimbursement;

» Targeting patients outside the office, especially in hospice, nursing homes, and assisted living
facilities; and

* Ignoring prior notices from Medicare contractors about aberrant billing trends.

The largest prosecution charged to date illustrates many of these recurring features: the Arizona case
against Alexandra Gehrke and Jeffrey King, which DO]J described as the “first prosecution of its

kind.” % According to prosecutors, Gehrke and King owned and operated multiple wound graft
companies in Arizona that employed medically untrained sales representatives to identify Medicare
beneficiaries in nursing homes, hospice facilities, and other settings with elderly populations who had a
“wound or wounds of any stage.” *L OIG Regional Inspector General David Tawes observed that neither
Gehrke nor King was a medical professional: Gehrke had owned an art studio and worked in real estate,
and King worked as a DJ and producer. 42

According to DOJ, Gehrke directed sales representatives to order a single allograft size even when
smaller, less expensive options were available and medically appropriate. 43 Licensed nurses then relied
on those untrained representatives, failed to exercise independent clinical judgment, and applied
allografts without a prior relationship with the patient or consultation with the patient’s primary care
provider. Many of the wounds did not qualify for treatment because they were infected, had healed, or
were not responding to treatment. In return, sales representatives received illegal kickbacks that
allegedly reached hundreds of thousands of dollars per month based on the quantity and size of
allografts applied. The scheme resulted in the application of large grafts to small wounds, multiple
grafts to a single wound, grafts to non-existent wounds, and grafts to terminally ill patients receiving
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palliative care, some of whom died within days, or on the same day, of application. In all, prosecutors
said the companies owned by Gehrke and King submitted more than $1.2 billion in false allograft claims
in only 18 months and received more than $614 million in Medicare payments. #

Gehrke and King allegedly received more than $400 million in kickbacks from a wholesale graft
distributor, while sales representatives received tens of millions of dollars derived from those payments.
The indictment details that distributors paid some kickbacks directly into bank accounts associated
with Gehrke and King, and disguised others as rebates issued through a Texas wholesale distributor. 43
To conceal those rebates, the conspirators allegedly used sham invoices listing the full price rather than

the rebated price. 48

Gehrke and King both pleaded guilty to conspiracy to commit health care fraud and wire fraud and
received prison sentences of 15.5 and 14 years, respectively, and were each ordered to pay more than
$600 million in restitution. 4 Gehrke and one of her companies also agreed to pay more than $279
million, and King agreed to pay $30 million, to resolve False Claims Act allegations that they caused the
submission of false claims for medically unnecessary allografts and both received and paid illegal
kickbacks. 8

To date, DOJ has charged at least seven individuals in the scheme, including three nurse practitioners.
The billing figures were substantial: DOJ alleges that companies owned by Gehrke and King submitted
approximately $205 million in Medicare claims for allografts furnished by one nurse practitioner, Jorge
Kinds, to roughly only 120 patients. ¥ By way of example, Medicare received one claim for allograft
services rendered by Kinds totaling $99,900. 22 In total, Medicare allegedly paid approximately $130
million on those claims associated with Kinds. 3!

DOQJ’s theory that the failure to disclose rebates may carry criminal liability under the Anti-Kickback
Statute (AKS) remains largely untested and arises from the former ASP-based pricing structure for skin
substitutes. As a general matter, a seller’s rebate may fall within the AKS Discount Safe Harbor if several
conditions are satisfied. 22 In some circumstances, those conditions require the buyer to disclose the
rebate, including upon request by the HHS Secretary. 22 Furthermore, an arrangement’s failure to
satisfy a safe harbor under the AKS does not automatically render it illegal. As OIG has noted,
“compliance with a safe harbor is voluntary; failure to satisfy a safe harbor does not mean that an

arrangement is illegal.” 34

A recent prosecution in the Eastern District of California, although it did not charge a kickback
conspiracy, illustrates how the failure to disclose a rebate can arise in the skin substitute context. Felipe
Ruiz, a podiatrist and owner of West Coast Podiatry, Inc. (WCP), a podiatric clinic with multiple
California locations, purchased skin grafts from sales representative Jose Gabriel Aguirre. 22 According
to DOJ, Ruiz permitted Aguirre, who was not a licensed health care provider, to apply skin grafts to
patients, and the two then submitted Medicare claims falsely representing that Ruiz had performed the

services. 28

In an effort to curtail reimbursements, several MACs, including Noridian Medicare, which processed
the California claims in Ruiz, require providers billing common skin substitutes procedure codes to
report total invoice price on electronic claims submitted to CMS. 3Z Total invoice price is the net
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amount the provider pays after discounts, rebates, refunds, or other adjustments and is commonly used
by MAC:s to establish reimbursement rates for skin substitute products in the absence of ASP-based
pricing. 38

According to the complaint in Ruiz, WCP participated in several programs that paid rebates based on
the volume of skin substitutes it purchased from distributors. 32 For example, if the practice purchased
more than $20,000 in a month, it received a 40% rebate. 82 Invoices from one distributor invoked the
discount safe harbor and stated that “THE CUSTOMER MUST DISCLOSE THE EXISTENCE OF
THE REBATE... TO THE SECRETARY OF HHS OR A STATE AGENCY UPON REQUEST.” &L The
investigation determined WCP concealed the total invoice price on certain claims and thereby
overbilled Medicare by more than $890,000. For example, WCP billed Medicare $13,680 for one
procedure even though records showed that the actual total invoice price for the graft, inclusive of
rebates, was $6,840. Although the subsequent indictment did not allege kickback payments or receipts,
the complaint in Ruizand charging documents in other skin substitutes cases suggest that DOJ views
undisclosed rebates, and the value of that benefit, as kickbacks that can trigger criminal liability.

Given the surge in payments and the corresponding increase in regulatory scrutiny, providers should
expect continued federal enforcement emphasis on skin substitutes. In the sentencing memo in
Gehrke, DOJ stated its awareness of “similar wound allograft schemes operating around the country,
including ones across state lines, that have collectively siphoned an extraordinary amount of taxpayer

dollars from Medicare and other federal health care programs.” 82

Administrative Enforcement

Audits, investigations, and recoupment actions involving wound care and skin substitutes have
increased markedly, driven by DOJ, OIG, CMS, and widespread Unified Program Integrity Contractor
(UPIC) overpayment notices targeting wound therapy and skin substitute claims. Multiple CMS
contractors are actively engaged in this area. Providers are receiving UPIC Notices of Overpayment
alleging aberrant billing patterns and seeking substantial recoupments. Denials based on medical
necessity remain common even after providers submit extensive records at redetermination. Common
audit focus areas include:

* Medical necessity and documentation focusing on a lack of prior conservative treatment, and failure
to meet LCD criteria; 3

e Billing and utilization aberrations citing excessive frequency and durations beyond the typical ten
application limit per 12 weeks; 84

e Denials related to the use of skin substitute products deemed “experimental” or “investigational;” 6
and

e Records requests for purchasing, invoices, and rebate documentation with a focus on possible

kickbacks and the accuracy of claims.

Conclusion

Given the policy shifts and increased enforcement activity in response to skyrocketing costs associated
with skin substitutes, stakeholders should take a rigorous, proactive approach to compliance. Now is
the time to ensure documentation is accurate and complete, including documenting at least four weeks
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of unsuccessful conservative care for chronic wounds, and linking each skin substitute application to
the wound’s specific characteristics demonstrating clinical decisions guided by medical necessity. It is
imperative to stay current on LCD and regulatory changes and maintain the exact LCD and coding
guidance in effect at the time of application. Review all discounts and rebates for AKS risks to confirm
they meet safe harbor requirements. Apply extra scrutiny to claims for services performed outside the
office, including verification of wound size, medical necessity, infection control, and coordination with
treating physicians. Also consider how your data may appear to regulators, especially patterns
suggesting excessive frequency or volume or a lack of prior conservative treatment.

It seems clear that the boom in skin substitutes enforcement is here to stay, and DOJ, OIG, CMS, and
MACs will continue their efforts to curb spending on skin substitutes. A disciplined compliance
strategy can help reduce risk and support defensible billing practices.

Jay McCormack is a Partner in the White Collar Defense & Government Enforcement and Health Care
& Life Sciences practices at Verrill. He is a former federal prosecutor who specialized in fraud and
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1 Final Rule: Medicare and Medicaid Programs; CY 2026 Payment Polices Under the Physician Fee Schedule
and Other Changes to Part B Payment and Coverage Policies, 90 Fed. Reg. 49266, 49486 (Nov. 5, 2025)
(internal quotation marks omitted).


https://www.americanhealthlaw.org/content-library/connections-magazine/2026/september-october-2026/F1.html#footnote-064-backlink

o I o

lo IN o

|*—‘ [Nl
e

—
[a—

e el e
(73~ el =

ERENRBEREREEBRRIK R
S N 00 NIy [ I~ W I = 1 o o N Iy

|QJ
—

&
[SSIN (S

|w
=~

Section 1862(a)(1)(A) of the Social Security Act.

90 Fed. Reg. at 49487.

Section 1847A of the Social Security Act.

ASP Reporting, Ctrs. for Medicare & Medicaid Servs. (Apr. 8, 2026),
https://www.cms.gov/medicare/payment/part-b-drugs/asp-reporting.

Section 1847A(c)(4) of the Social Security Act.

90 Fed. Reg at 49487.

CMS Modernizes Payment Accuracy and Significantly Cuts Spending Waste, Press Release, Ctrs. for
Medicare & Medicaid Servs. (Oct. 31, 2025), https://www.cms.gov/newsroom/press-releases/cms-

modernizes-payment-accuracy-significantly-cuts-spending-waste.

See Consolidated Appropriations Act, 2021, Pub. L. No. 116-260, Dec. 27, 2020, 133 Stat. 1814-1816.

Some Skin Substitute Manufacturers Did Not Comply with New ASP Reporting Requirements, U.S. Dep’t of
Health & Human Servs. Office of Inspector Gen., OEI-BL-23-00010 (Mar. 2023).

Id. at 2.

Id. at 3.

Id. at 6.

Id.

Medicare Part B Payment Trends for Skin Substitutes Raise Major Concerns About Fraud, Waste and Abuse,
U.S. Dep’t of Health & Human Servs. Office of Inspector Gen., OEI-BL-24-00420 (Sept. 2025).

Id. at 1.

Id

Id. at 3.

Id

Id. at 5.

Id.

Id.

Id. at 2.

Id.

Id. at 6-7.

Id. at 8.

Id.

Id. at 9.

Id.

CMS Statement on Local Coverage Determination for Certain Skin Substitute Grafts, Press Release, Ctrs. for

Medicare & Medicaid Servs. (Apr. 11, 2025), https://www.cms.gov/newsroom/press-releases/cms-

statement-local-coverage-determination-certain-skin-substitute-grafts.

Upcoming Update to the Final LCDs for Certain Skin Substitutes, Fact Sheet, Ctrs. for Medicare & Medicaid
Servs. (Dec. 15, 2025) (hyperlink withdrawn).

Id.

Final Local Coverage Determinations (LCDs) for Certain Skin Substitutes Withdrawn, Fact Sheet, Ctrs. for
Medicare & Medicaid Servs. (Dec. 24, 2025), https://www.cms.gov/newsroom/fact-sheets/upcoming-

update-final-local-coverage-determinations-lcds-certain-skin-substitutes.
Calendar Year (CY) 2026 Medicare Physician Fee Schedule Final Rule (CMS-1832-F), Fact Sheet, Ctrs. for
Medicare & Medicaid Servs. (Oct. 31, 2025), https://www.cms.gov/newsroom/fact-sheets/calendar-year-cy-

2026-medicare-physician-fee-schedule-final-rule-cms-1832-f.

Id. For a list of skin substitute codes and their Food and Drug Administration category, see CY 2026 PFS
Final Rule Skin Substitutes Products, https://www.cms.gov/medicare/payment/fee-
schedules/physician/federal-regulation-notices/cms-1832-f.
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CMS Modernizes Payment Accuracy and Significantly Cuts Spending Waste, Press Release, Ctrs. for
Medicare & Medicaid Servs. (Oct. 31, 2025), https://www.cms.gov/newsroom/press-releases/cms-

modernizes-payment-accuracy-significantly-cuts-spending-waste.

WISeR (Wastetul and Inappropriate Service Reduction) Model, Ctrs. for Medicare & Medicaid Servs. (Apr.
30, 2026), https://www.cms.gov/priorities/innovation/innovation-models/wiser.

Id

Id

Wound Graft Company Owners Sentenced for $1.2B Health Care Fraud and Agree to Pay $309M to Resolve
Civil Liability Under the False Claims Act, Press Release, U.S. Dep’t of Justice, Office of Public Affairs (Dec.
12, 2025), https://www.justice.gov/opa/pr/wound-graft-company-owners-sentenced-12b-health-care-fraud-

and-agree-pay-309m-resolve-civil.

Indictment at 10, United States v. Gehrke, et al., No: 2:24-cr-01040-ROS (D. Ariz. 2025) (Dkt. No. 6).

OFF THE CHART: A BUSINESS OF MEDICINE PoDCAST: Interview with HHS-OIG Regional Inspector General
David Tawes (Audioboom, Oct. 16, 2025).

Wound Graft Company Owners Sentenced for $1.2B Health Care Fraud and Agree to Pay $309M to Resolve
Civil Liability Under the False Claims Act, Press Release, U.S. Dep’t of Justice, Office of Public Affairs (Dec.
12,2025), https://www.justice.gov/opa/pr/wound-graft-company-owners-sentenced-12b-health-care-fraud-

and-agree-pay-309m-resolve-civil.

Id

Indictment at 11-12, United States v. Gehrke, et al, No: 2:24-cr-01040-ROS (D. Ariz. 2025) (Dkt. No. 6).

Id. at 12.

Wound Graft Company Owners Sentenced for $1.2B Health Care Fraud and Agree to Pay $309M to Resolve
Civil Liability Under the False Claims Act, Press Release, U.S. Dep’t of Justice, Office of Public Affairs (Dec.
12, 2025), https://www.justice.gov/opa/pr/wound-graft-company-owners-sentenced-12b-health-care-fraud-

and-agree-pay-309m-resolve-civil.

Id

Indictment at 11, United States v. Kontos, et al., No. 2:25-cr-00915-SMB (D. Ariz. 2025) (Dkt. No. 1).

Id. at 13.

Id at 11.

See generally 42 C.F.R. § 1001.952(h).

42 C.F.R. § 1001.952(h)(1)(iii)(B).

General Questions Regarding Certain Fraud and Abuse Authorities, U.S. Dep’t of Health & Human Servs.
Office of Inspector Gen. (Apr. 23, 2026), https://oig.hhs.gov/faqs/general-questions-regarding-certain-
fraud-and-abuse-authorities/.

Fresno County Podiatrist and Sales Representative Plead Guilty to Conspiracy to Submit False Claims
Related to Skin Grafts, Press Release, U.S. Dep'’t of Justice, Office of Public Affairs (Sept. 22, 2025),
https://www.justice.gov/usao-edca/pr/fresno-county-podiatrist-and-sales-representative-plead-guilty-
conspiracy-submit-false.

Id

See, e.g., Noridian Healthcare Solutions, Jurisdiction E, Skin Substitute Codes (last updated July 9, 2025),
https://med.noridianmedicare.com/web/jeb/topics/wound-care/skin-substitute-codes.

Id

Criminal Complaint at 38, United States v. Ruiz, et al., No. 1:25-cr-00079-JLT-SAB (E.D. Cal. 2026) (Dkt. No.
1).

Id. at 39.

Id

USA Sentencing Memorandum at 9-10, United States v. Gehrke, et al, No: 2:24-cr-01040-ROS (D. Ariz. 2025)
(Dkt. No. 146).
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63  See, e.g., Ctrs. for Medicare & Medicaid Servs., Medicare Coverage Database, LCD: Application of
Bioengineered Skin Substitutes to Lower Extremity Chronic Non-Healing Wounds (L35041),
https://www.cms.gov/medicare-coverage-database/view/lcd.aspx?L.LCDId=35041.

64 Id.

65 See, e.g., Ctrs. for Medicare & Medicaid Servs., Medicare Coverage Database, LCD: Wound Application of

Cellular and/or Tissue Based Products (CTPs), Lower Extremities (1.36690),
https://www.cms.gov/medicare-coverage-database/view/lcd.aspx?L.LCDId=36690&DocID=1.36690.
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