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Disclosures

CE Credit Deadline: 09/30/25 

• Dr. Carter has a vested interest in or an affiliation with Avita Medical, 
PolyNovo Medical, Spectral AI and Vericel. 

• The other presenters have no real or perceived conflicts of interest related to 
this presentation.

Note: The content presented is for informational purposes only and is based upon the presenter(s) knowledge and opinion. 
It should not be relied upon without independent consultation with and verification by appropriate professional advisors. 
Individuals and organizations shall have sole responsibility for any actions taken in connection with the content herein. 
HealthTrust, the program presenter(s) and their employers expressly disclaim any and all warranties as to the content as 
well as any liability resulting from actions or omissions of any individual or organization in reliance upon the content.

This program may contain the mention of suppliers, brands, products, services or drugs presented in a case study or 
comparative format using evidence-based research. Such examples are intended for educational and informational 
purposes and should not be perceived as an endorsement of any particular supplier, brand, product, service or drug.
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Learning Objectives
At the end of this session, participants should be able to:

• Recognize types of regenerative tissue products and common 
uses in the treatment of chronic wounds.

• Identify contracted regenerative tissue products now covered by 
Medicare.

• Recall the financial impact for reimbursement of various wound 
care products at the facility level.
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REGENERATIVE 
TISSUE MARKET 

OVERVIEW

CE Credit Deadline: 09/30/25 
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Chronic Wounds Affect 16% of 
Medicare Beneficiaries 

Photos property of C. Fife, 
MD. Do not reproduce 
without permission

• Medicare FFS population affected by 
chronic wounds: 16%

• Cost estimate: $96.8 billion (4.5% of 
Medicare spending)

• Most spending is OUTPATIENT (49%)
• Most common wounds: Venous Leg Ulcers 

and Surgical complications
• Most expensive wound: Surgical 

complications

Sources: 1. An Economic Evaluation of the Impact, Cost, and Medicare Policy Implications of Chronic Nonhealing Wounds. Value Health. 21(1): 27-32, 2017. 
https://www.valueinhealthjournal.com/article/S1098-3015(17)30329-7/fulltext. 2. Chronic wound prevalence and the associated cost of treatment in Medicare beneficiaries: 
changes between 2014 and 2019 Full article: Chronic wound prevalence and the associated cost of treatment in Medicare beneficiaries: 
changes between 2014 and 2019

https://www.valueinhealthjournal.com/article/S1098-3015(17)30329-7/fulltext
https://www.valueinhealthjournal.com/article/S1098-3015(17)30329-7/fulltext
https://www.valueinhealthjournal.com/article/S1098-3015(17)30329-7/fulltext
https://www.valueinhealthjournal.com/article/S1098-3015(17)30329-7/fulltext
https://www.valueinhealthjournal.com/article/S1098-3015(17)30329-7/fulltext
https://www.tandfonline.com/doi/full/10.1080/13696998.2023.2232256
https://www.tandfonline.com/doi/full/10.1080/13696998.2023.2232256
https://www.tandfonline.com/doi/full/10.1080/13696998.2023.2232256
https://www.tandfonline.com/doi/full/10.1080/13696998.2023.2232256
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♦ ALLODERM 
♦ ALLOPATCH 
♦ ALLOSKIN 
♦ ARTHROFLEX 
    CYMETRA
♦ DERMACELL 
    DERMASPAN

 ENDOFORM (O)
♦ FLEX HD (H) 
♦ GAMMAGRAFT 
♦ GRAFTJACKET 
 hMATRIX
    INTEGUPLY 

INTEXEN  (P)
    MATRIDERM (B)

 MATRISTEM (P)
♦ MATRIX HD 

 MEDISKIN (P)
♦ MEMODERM 

 OASIS (P) 
 PERMACOL (P)
 PRIMATRIX (B)

♦ PUROS DERMIS 
♦ REPLIFORM 

 STRATTICE  (P)
 TISSUEMEND  (B)

    UNITE BIOMATRIX (E)

What They Are Made of: 
(BRANDS BY COMPONENT MATERIAL IN 2015) 

Source: Illustration created by the Alliance of Wound Care Stakeholders for a meeting with CMS

• Human derived products 
• Animal derived products
• Synthetic products
• Combinations of 

human/animal
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Autologous , not cultured

FULL THICKNESS GRAFT  FB KC
SPLIT THICKNESS GRAFT  FB KC
RECELL KC

What They Are Made of: 
(BRANDS BY COMPONENT MATERIAL IN 2015) 

♦ EPI-FIX
GRAFIX 
♦ THERASKIN 

Allogeneic minimally 
manipulated

Allogeneic  + synthetic
 DERMAGRAFT FB

CELADERM KC
DERMAGEN FB
ICX-SKN FB

Allogeneic cultured

Autologous cultured

BIOSEED-S KC
CELLSPRAY KC
EPIBASE KC
EPISKIN KC
HYALOGRAFT FB KC

KERAGRAF (EPIDEX)   KC
LASERSKIN (VIVODERM)FB KC
MYSKIN      KC
MYDERM FB KC
PERMADERM FB KC

Autologous cultured & 
Xenogeneic

 EPICEL   KC

Allogeneic immortal
 APLIGRAF (B)   FB KC

Source: Illustration created by the Alliance of Wound Care Stakeholders for a meeting with CMS

• Human derived products 
• Animal derived products
• Synthetic products
• Combinations of 

human/animal



HOW THEY COME TO MARKET DETERMINES 
WHAT CLAIMS THE SALES REPS CAN MAKE
FDA classification determines regulatory 
pathway required for commercialization 
and promotion (advertising claims)
FDA Classification of Medical devices: 
Premarket approval (PMA)
Premarket notification (510(k))

Human cells, tissues, and cellular and 
tissue-based products (HCT/Ps) HCT/Ps: 

• FDA approval/clearance not required if 
the human tissue is “minimally 
manipulated” and used in a way that is 
analogous to original function.

Only 3 products have come to market this 
way: Requires prospective, randomized, 
controlled trials. These can make claims 
of healing.

Lots of products: Requires the 
manufacturer to say that the product is 
“equivalent” to one already on the market. 
No claims of healing. 

No FDA review. No claims of healing. Can 
only make claims related to the function of 
the specific human tissue (e.g., “cover and 
protect” for placental tissue).
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Panelist Questions – Round One

1. What is your experience in utilizing 
regenerative tissue products?

2. How do you select a product?
3. How do you determine the validity of product 

claims?
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Assessment Question #1
Which of the following statements about Biologicals and 
wound healing is TRUE?
A. They are all made from human tissue. 
B. Companies marketing amniotic products cannot make claims of 

improved wound healing.  
C. Products made from human amnion must be cleared by the FDA.
D. They make wounds heal. 

CE Credit Deadline: 09/30/25 
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Assessment Question #1: Correct Response
Which of the following statements about Biologicals and 
wound healing is TRUE?
A. They are all made from human tissue. 
B. Companies marketing amniotic products cannot make claims of 

improved wound healing.  
C. Products made from human amnion must be cleared by the FDA.
D. They make wounds heal. 

CE Credit Deadline: 09/30/25
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CONTRACTED 
PRODUCTS ON 

MEDICARE

CE Credit Deadline: 09/30/25 



Outpatient (office/hospital clinic) Payment May Be 
Determined by Medicare Coverage Policy for Diabetic Foot 
Ulcers & Venous Leg Ulcers 
   • Medicare relies on regional (“local”) contractors 

to establish the specific criteria for coverage 
policy – called “Local Coverage 
Determinations” (LCDs)  

• Recently, all 8 regional Medicare Administrative 
Contractors (MACs) released identical coverage 
policies for CTPs/CAMPs around Diabetic Foot 
Ulcers and Venous Leg Ulcers. 

Source:  LCD - Skin Substitute Grafts/Cellular and Tissue-Based Products for the Treatment of Diabetic Foot Ulcers and Venous Leg 
Ulcers (L36377)

The LCD(s) are on hold until 1/1/2026 due to 
intense lobbying by manufacturers.

https://www.cms.gov/medicare-coverage-database/view/lcd.aspx?lcdid=36377&ver=19&keyword=skin%20substitute%20grafts&keywordType=starts&areaId=all&docType=NCA,CAL,NCD,MEDCAC,TA,MCD,6,3,5,1,F,P&contractOption=all&sortBy=relevance&bc=1
https://www.cms.gov/medicare-coverage-database/view/lcd.aspx?lcdid=36377&ver=19&keyword=skin%20substitute%20grafts&keywordType=starts&areaId=all&docType=NCA,CAL,NCD,MEDCAC,TA,MCD,6,3,5,1,F,P&contractOption=all&sortBy=relevance&bc=1
https://www.cms.gov/medicare-coverage-database/view/lcd.aspx?lcdid=36377&ver=19&keyword=skin%20substitute%20grafts&keywordType=starts&areaId=all&docType=NCA,CAL,NCD,MEDCAC,TA,MCD,6,3,5,1,F,P&contractOption=all&sortBy=relevance&bc=1
https://www.cms.gov/medicare-coverage-database/view/lcd.aspx?lcdid=36377&ver=19&keyword=skin%20substitute%20grafts&keywordType=starts&areaId=all&docType=NCA,CAL,NCD,MEDCAC,TA,MCD,6,3,5,1,F,P&contractOption=all&sortBy=relevance&bc=1
https://www.cms.gov/medicare-coverage-database/view/lcd.aspx?lcdid=36377&ver=19&keyword=skin%20substitute%20grafts&keywordType=starts&areaId=all&docType=NCA,CAL,NCD,MEDCAC,TA,MCD,6,3,5,1,F,P&contractOption=all&sortBy=relevance&bc=1
https://www.cms.gov/medicare-coverage-database/view/lcd.aspx?lcdid=36377&ver=19&keyword=skin%20substitute%20grafts&keywordType=starts&areaId=all&docType=NCA,CAL,NCD,MEDCAC,TA,MCD,6,3,5,1,F,P&contractOption=all&sortBy=relevance&bc=1
https://www.cms.gov/medicare-coverage-database/view/lcd.aspx?lcdid=36377&ver=19&keyword=skin%20substitute%20grafts&keywordType=starts&areaId=all&docType=NCA,CAL,NCD,MEDCAC,TA,MCD,6,3,5,1,F,P&contractOption=all&sortBy=relevance&bc=1
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Healthcare Common Procedure Coding System 
(HCPCS) Codes

CE Credit Deadline: 09/30/25 

Source: LCD - Skin Substitute Grafts/Cellular and Tissue-Based Products for the Treatment of Diabetic Foot Ulcers and Venous Leg Ulcers (L36377

https://www.cms.gov/medicare-coverage-database/view/lcd.aspx?lcdid=36377&ver=19&keyword=skin%20substitute%20grafts&keywordType=starts&areaId=all&docType=NCA,CAL,NCD,MEDCAC,TA,MCD,6,3,5,1,F,P&contractOption=all&sortBy=relevance&bc=1
https://www.cms.gov/medicare-coverage-database/view/lcd.aspx?lcdid=36377&ver=19&keyword=skin%20substitute%20grafts&keywordType=starts&areaId=all&docType=NCA,CAL,NCD,MEDCAC,TA,MCD,6,3,5,1,F,P&contractOption=all&sortBy=relevance&bc=1
https://www.cms.gov/medicare-coverage-database/view/lcd.aspx?lcdid=36377&ver=19&keyword=skin%20substitute%20grafts&keywordType=starts&areaId=all&docType=NCA,CAL,NCD,MEDCAC,TA,MCD,6,3,5,1,F,P&contractOption=all&sortBy=relevance&bc=1
https://www.cms.gov/medicare-coverage-database/view/lcd.aspx?lcdid=36377&ver=19&keyword=skin%20substitute%20grafts&keywordType=starts&areaId=all&docType=NCA,CAL,NCD,MEDCAC,TA,MCD,6,3,5,1,F,P&contractOption=all&sortBy=relevance&bc=1
https://www.cms.gov/medicare-coverage-database/view/lcd.aspx?lcdid=36377&ver=19&keyword=skin%20substitute%20grafts&keywordType=starts&areaId=all&docType=NCA,CAL,NCD,MEDCAC,TA,MCD,6,3,5,1,F,P&contractOption=all&sortBy=relevance&bc=1
https://www.cms.gov/medicare-coverage-database/view/lcd.aspx?lcdid=36377&ver=19&keyword=skin%20substitute%20grafts&keywordType=starts&areaId=all&docType=NCA,CAL,NCD,MEDCAC,TA,MCD,6,3,5,1,F,P&contractOption=all&sortBy=relevance&bc=1
https://www.cms.gov/medicare-coverage-database/view/lcd.aspx?lcdid=36377&ver=19&keyword=skin%20substitute%20grafts&keywordType=starts&areaId=all&docType=NCA,CAL,NCD,MEDCAC,TA,MCD,6,3,5,1,F,P&contractOption=all&sortBy=relevance&bc=1


Products Covered in the LCD for DFUs & VLUs Are 
Likely to Change by January 2026

• The (on hold) Local Coverage 
Determination (LCD) around 
CTPs created a “Medicare 
covered” list of skin subs for 
DFUs and VLUs – based on 
whether the product had 
prospective clinical trials for 
those conditions.

• Manufacturers have until 
November 1, 2025, to provide 
research data to the MACs in 
hopes of getting on the list.

• The list of covered products is 
expected to grow.

• It is possible that the LCD(s) will 
never be implemented.

Source: LCD - Skin Substitute Grafts/Cellular and Tissue-Based Products for the Treatment of Diabetic Foot Ulcers and Venous Leg Ulcers (L36377)

https://www.cms.gov/medicare-coverage-database/view/lcd.aspx?lcdid=36377&ver=19&keyword=skin%20substitute%20grafts&keywordType=starts&areaId=all&docType=NCA,CAL,NCD,MEDCAC,TA,MCD,6,3,5,1,F,P&contractOption=all&sortBy=relevance&bc=1
https://www.cms.gov/medicare-coverage-database/view/lcd.aspx?lcdid=36377&ver=19&keyword=skin%20substitute%20grafts&keywordType=starts&areaId=all&docType=NCA,CAL,NCD,MEDCAC,TA,MCD,6,3,5,1,F,P&contractOption=all&sortBy=relevance&bc=1
https://www.cms.gov/medicare-coverage-database/view/lcd.aspx?lcdid=36377&ver=19&keyword=skin%20substitute%20grafts&keywordType=starts&areaId=all&docType=NCA,CAL,NCD,MEDCAC,TA,MCD,6,3,5,1,F,P&contractOption=all&sortBy=relevance&bc=1
https://www.cms.gov/medicare-coverage-database/view/lcd.aspx?lcdid=36377&ver=19&keyword=skin%20substitute%20grafts&keywordType=starts&areaId=all&docType=NCA,CAL,NCD,MEDCAC,TA,MCD,6,3,5,1,F,P&contractOption=all&sortBy=relevance&bc=1
https://www.cms.gov/medicare-coverage-database/view/lcd.aspx?lcdid=36377&ver=19&keyword=skin%20substitute%20grafts&keywordType=starts&areaId=all&docType=NCA,CAL,NCD,MEDCAC,TA,MCD,6,3,5,1,F,P&contractOption=all&sortBy=relevance&bc=1
https://www.cms.gov/medicare-coverage-database/view/lcd.aspx?lcdid=36377&ver=19&keyword=skin%20substitute%20grafts&keywordType=starts&areaId=all&docType=NCA,CAL,NCD,MEDCAC,TA,MCD,6,3,5,1,F,P&contractOption=all&sortBy=relevance&bc=1
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Will the LCD(s) change anything?
• The LCDs only cover diabetic foot ulcers and venous leg ulcers.
• Common wounds are surgical complications, “generic” chronic ulcers, 

and pressure ulcers which are covered for biologicals now. 
• Limiting coverage for ONLY DFUs and VLUs may have little impact when 

the majority of use is in other wound types. 
• There will eventually be some change in payment policy to get control of 

spending. 

CE Credit Deadline: 09/30/25 
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Panelist Questions – Round Two
1. How are the new LCD coverage determinations 
going to affect your selection?

2. How are the new LCD coverage determinations 
going to affect your patients?
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Assessment Question #2
What statements about the contracted regenerative tissue 
products currently covered by Medicare are TRUE?
A. The list of products covered for diabetic foot ulcers and venous leg ulcers will 

likely be expanded before January 2026 to include more HCPCS codes.
B. The regenerative products not on the “DFU/VLU covered lists” can still be 

used in the operating room and in other wound types.
C. Until new policies are created or implemented, Medicare is covering all 

contracted biological products.
D. All of the above are true.

CE Credit Deadline: 09/30/25 
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Assessment Question #2: Correct Response
What statements about the contracted regenerative tissue 
products currently covered by Medicare are TRUE?
A. The list of products covered for diabetic foot ulcers and venous leg ulcers will 

likely be expanded before January 2026 to include more HCPCS codes.
B. The regenerative products not on the “DFU/VLU covered lists” can still be 

used in the operating room and in other wound types.
C. Until new policies are created or implemented, Medicare is covering all 

contracted biological products.
D. All of the above are true.

CE Credit Deadline: 09/30/25 
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FINANCIAL 
CONSIDERATIONS & 

OPPORTUNITIES

CE Credit Deadline: 09/30/25 



Priced by the cm2 – Sold by the PIECE!

Product X = $100/cm2 Average Sales Price (ASP)

• 2 x2 cm = $500

• 4 x 4 cm = $1,600

• 4 x 6 cm = $2,400

Product Y = $300/cm2 ASP
• 1.8 mm disc = $540
                    
• 2 x 2 cm = $1,200

• 4 x 6 = $7,200

$1,600

$500

$2,400

(small pieces increase cost/cm2)

$1,200

$7,200

$540
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Surgical Biologics in the Hospital Outpatient 
Wound Center – Package Pricing

What is “Package Pricing?”

• The hospital overhead and application fees 
are included in the cost of the CTP.

• All CTPs are divided into “high tier” and “low 
tier” cost buckets.

• High Tier payment is ~$1,700
• Products that cost more than ~$1,500 

(for the entire piece) result in a net 
loss to the hospital 

• Only relatively small wounds can be 
treated because of the size of 
products compared to the cost 

Source: Illustrations by C. Fife, M.D.

Product is part 
of the outpatient 
procedural fee- 
capped at 
~$1,700



BREAKING NEWS! MEDICARE PLANS TO CHANGE 
PAYMENT STRUCTURE!
CMS is proposing to use a single payment amount for all these products (PMA, 
510(k) and 361 HCT/P) of $125.38 per sq cm 

• Medicare payment will not be based on ASP
• If the product costs less than the fixed payment rate per cm2, the hospital will 

experience a net gain. 
• “Final rule” (with final price amount) is typically released in mid-November. 
• Effective date for the new pricing is expected to be January 1, 2026. 

(CMS is proposing to continue to pay for products that have a biologic license 
agreement (BLA) using ASP +6%.)  

Source: 2025-13271.pdf;
 Fact sheet: https://www.cms.gov/newsroom/fact-sheets/calendar-year-cy-2026-medicare-
physician-fee-schedule-pfs-proposed-rule-cms-1832-p

https://public-inspection.federalregister.gov/2025-13271.pdf
https://public-inspection.federalregister.gov/2025-13271.pdf
https://public-inspection.federalregister.gov/2025-13271.pdf
https://www.cms.gov/newsroom/fact-sheets/calendar-year-cy-2026-medicare-physician-fee-schedule-pfs-proposed-rule-cms-1832-p
https://www.cms.gov/newsroom/fact-sheets/calendar-year-cy-2026-medicare-physician-fee-schedule-pfs-proposed-rule-cms-1832-p
https://www.cms.gov/newsroom/fact-sheets/calendar-year-cy-2026-medicare-physician-fee-schedule-pfs-proposed-rule-cms-1832-p
https://www.cms.gov/newsroom/fact-sheets/calendar-year-cy-2026-medicare-physician-fee-schedule-pfs-proposed-rule-cms-1832-p
https://www.cms.gov/newsroom/fact-sheets/calendar-year-cy-2026-medicare-physician-fee-schedule-pfs-proposed-rule-cms-1832-p
https://www.cms.gov/newsroom/fact-sheets/calendar-year-cy-2026-medicare-physician-fee-schedule-pfs-proposed-rule-cms-1832-p
https://www.cms.gov/newsroom/fact-sheets/calendar-year-cy-2026-medicare-physician-fee-schedule-pfs-proposed-rule-cms-1832-p
https://www.cms.gov/newsroom/fact-sheets/calendar-year-cy-2026-medicare-physician-fee-schedule-pfs-proposed-rule-cms-1832-p
https://www.cms.gov/newsroom/fact-sheets/calendar-year-cy-2026-medicare-physician-fee-schedule-pfs-proposed-rule-cms-1832-p
https://www.cms.gov/newsroom/fact-sheets/calendar-year-cy-2026-medicare-physician-fee-schedule-pfs-proposed-rule-cms-1832-p
https://www.cms.gov/newsroom/fact-sheets/calendar-year-cy-2026-medicare-physician-fee-schedule-pfs-proposed-rule-cms-1832-p
https://www.cms.gov/newsroom/fact-sheets/calendar-year-cy-2026-medicare-physician-fee-schedule-pfs-proposed-rule-cms-1832-p
https://www.cms.gov/newsroom/fact-sheets/calendar-year-cy-2026-medicare-physician-fee-schedule-pfs-proposed-rule-cms-1832-p
https://www.cms.gov/newsroom/fact-sheets/calendar-year-cy-2026-medicare-physician-fee-schedule-pfs-proposed-rule-cms-1832-p
https://www.cms.gov/newsroom/fact-sheets/calendar-year-cy-2026-medicare-physician-fee-schedule-pfs-proposed-rule-cms-1832-p
https://www.cms.gov/newsroom/fact-sheets/calendar-year-cy-2026-medicare-physician-fee-schedule-pfs-proposed-rule-cms-1832-p
https://www.cms.gov/newsroom/fact-sheets/calendar-year-cy-2026-medicare-physician-fee-schedule-pfs-proposed-rule-cms-1832-p
https://www.cms.gov/newsroom/fact-sheets/calendar-year-cy-2026-medicare-physician-fee-schedule-pfs-proposed-rule-cms-1832-p
https://www.cms.gov/newsroom/fact-sheets/calendar-year-cy-2026-medicare-physician-fee-schedule-pfs-proposed-rule-cms-1832-p
https://www.cms.gov/newsroom/fact-sheets/calendar-year-cy-2026-medicare-physician-fee-schedule-pfs-proposed-rule-cms-1832-p
https://www.cms.gov/newsroom/fact-sheets/calendar-year-cy-2026-medicare-physician-fee-schedule-pfs-proposed-rule-cms-1832-p
https://www.cms.gov/newsroom/fact-sheets/calendar-year-cy-2026-medicare-physician-fee-schedule-pfs-proposed-rule-cms-1832-p
https://www.cms.gov/newsroom/fact-sheets/calendar-year-cy-2026-medicare-physician-fee-schedule-pfs-proposed-rule-cms-1832-p
https://www.cms.gov/newsroom/fact-sheets/calendar-year-cy-2026-medicare-physician-fee-schedule-pfs-proposed-rule-cms-1832-p
https://www.cms.gov/newsroom/fact-sheets/calendar-year-cy-2026-medicare-physician-fee-schedule-pfs-proposed-rule-cms-1832-p
https://www.cms.gov/newsroom/fact-sheets/calendar-year-cy-2026-medicare-physician-fee-schedule-pfs-proposed-rule-cms-1832-p
https://www.cms.gov/newsroom/fact-sheets/calendar-year-cy-2026-medicare-physician-fee-schedule-pfs-proposed-rule-cms-1832-p
https://www.cms.gov/newsroom/fact-sheets/calendar-year-cy-2026-medicare-physician-fee-schedule-pfs-proposed-rule-cms-1832-p
https://www.cms.gov/newsroom/fact-sheets/calendar-year-cy-2026-medicare-physician-fee-schedule-pfs-proposed-rule-cms-1832-p
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Surgical Biologics in the Operating Room – 
Part of the DRG?

25

Physician 
payment 

is 
separate

Pricing Under DRG?
• In the operating room, every procedure 

has an allowable reimbursement 
• Used for many reasons:

• Breast reconstruction
• Tendon repair
• Others 

• However, biologicals may be charged 
separately depending on insurance.

Product 
cost is part 

of the 
DRG?

How do surgeons (or hospitals) 
decide what or why to use 
them in the OR?

Source: Illustrations by C. Fife, M.D.
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Panelist Questions – Round Three
1. How is this financial impact being handled by your 
facility?

2. How might you suggest partnering with your colleagues 
and facility leaders on evaluating opportunities in this 
space?
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Recap

• Medicare covers biologicals for all wound types right now. 
• The LCDs if implemented will not impact wound types 

other than DFUs and VLUs.
• Reimbursement for skin subs varies by site of care 

(hospital outpatient clinic, doctor’s office, operating room)
o The HOPD is under “package pricing” – any product over ~$1,500 is unaffordable
o Operating room use – cost may be passed on to the patient, depending on insurance 
o Office-based use is ASP +6% (but substantial discounts can increase profit to the 

clinician)
 Note: There is a lot of fine print here (“middle-man” vs. direct distributors)
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Assessment Question #3
Which of the following statements is FALSE about the use of 
biologicals for wound healing?
A. The wide variation in price (>10,000%) is justified by published evidence 

based on clinical outcomes.
B. Medicare is about to dramatically change the pricing structure for these 

products effective January 2026.
C. LCDs (still on hold) impact Medicare coverage policy only for DFUs and 

VLUs.
D. The clinician’s decision about which product to use is often determined by 

factors other than effectiveness data.

CE Credit Deadline: 09/30/25 
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Assessment Question #3: Correct Response
Which of the following statements is FALSE about the use of 
biologicals for wound healing?
A. The wide variation in price (>10,000%) is justified by published evidence 

based on clinical outcomes.
B. Medicare is about to dramatically change the pricing structure for these 

products effective January 2026.
C. LCDs (still on hold) impact Medicare coverage policy only for DFUs and VLUs.
D. The clinician’s decision about which product to use is often determined by 

factors other than effectiveness data.

CE Credit Deadline: 09/30/25 



30 CE Credit Deadline: 09/30/25 

• Jeffrey Carter, M.D.  jcar12@lsuhsc.edu
• Bert Altmanshofer, DPM  balt550dpm@gmail.com
• Caroline Fife, M.D.  cfife@intellicure.com
• Dean Vayser, DPM  deanvayser@gmail.com
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