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Information regarding coding, coverage and payment 
is provided as a service to our readers. Every effort has 
been made to ensure the accuracy of the information. 
However, Kestrel Health Information, Inc., and the 
author do not represent, guarantee or warranty that 
the coding, coverage and payment information is error-
free or that payment will be received. The ultimate 
responsibility for verifying coding, coverage and 
payment information accuracy lies with the reader.

The latest edition of WoundSource includes new 
category descriptors for wound care products that 
are assigned HCPCS codes that begin with the 
letter “Q.” These new category descriptors are the 
culmination of a yearlong effort by the Alliance of 
Wound Care Stakeholders1 to identify terms that are 
broad and inclusive of current and future technology. 
To help you understand the depth and breadth of 
this intensive project, I interviewed several of its key 
participants. Below are their answers to the Why? 
What? and How? of the new category descriptors. 

Q  Why WaS IT NeCeSSary TO rePlaCe The 
TerM “SKIN SuBSTITuTe”?

 a Dr. Harper2: The term was established in 
the 1990s to describe specific products used 

to close wounds that were on the market at that 
time: acellular human dermis, bioengineered skin 
replacement, cultured skin equivalent, cultured 
fibroblasts on a synthetic membrane. Many other 
materials have emerged on the market, and payers 
and clinicians were becoming confused about 
which products could/should be reimbursed.

Dr. Drueck3: The term “skin substitute” used in 
the past has become a misnomer because there are 
now approximately 50 products that are not truly 
skin substitutes.

Dr. Somani4: Historically this term has never been 
vetted, nor was it proposed as an official classification 
term to represent advanced wound care products. It 
has been a clinically inaccurate catchall term for a 
category of products, which also includes synthetic 

and biosynthetic dressings. Therefore, the need for a 
proper term has always existed. With recent advances 
in our understanding and development of multiple 
advanced wound care products, the need for proper 
and accurate classification has become paramount. 
An accurate classification system is important, as it 
will allow clinicians and payers to better understand 
and select appropriate wound care products. Accurate 
categorization of these products will also be valuable 
as research in this important area of medicine 
continues to advance.

Marcia Nusgart5: Use of the term “skin substitute” 
was recognized to be clinically inaccurate by 
representatives from clinical specialty organizations 
who work on Current Procedural Terminology 
(CPT®) coding issues. They also determined 
that if an accurate terminology and appropriate 
classification system for these biological materials 
were not created, (1) the Centers for Medicare & 
Medicaid Services (CMS) and its contractors would 
be unable to [develop] proper coverage policies, and 
(2) if coverage policy was flawed, clinicians would 
not be appropriately paid for using these materials, 
and further, patients would not have access to them. 

The Agency for Healthcare Research and Quality 
(AHRQ), in its draft technology assessment on 
skin substitutes, stated that these products are not 
“skin substitutes.” The CMS abandoned the term 
in code descriptors for these products in 2010, 
when “Q” codes for each individual product were 
issued by brand name.

Q  WhaT PrOCeSS WaS uSeD TO eSTaBlISh 
The OrIgINal TerM “SKIN SuBSTITuTe”?

 a Dr. Somani: From my understanding, 
no process was used to establish the term. 

Traditionally, this clinically inaccurate catchall 
term was adopted simply because many of the wound 
care products available for treating chronic wounds 
“mimicked” or “substituted for” some aspect of the 
skin’s structure and function to promote healing 
and wound closure.
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Q WhaT PrOCeSS WaS uSeD TO eSTaBlISh 
The NeW CaTegOry DeSCrIPTIONS?

 a Dr. Harper: The Alliance of Wound  
Care Stakeholders formed a workgroup 

(with more than 25 representatives from industry, 
academia and clinical practice) to develop language 
that would be inclusive of all materials that are 
commercially available. Their work was turned over 
to all of the Alliance of Wound Care Stakeholders, 
who … refined the draft language developed by  
the workgroup. 

Dr. Drueck: I was the chairman of the Alliance  
of Wound Care Stakeholders workgroup that met 
in person and by teleconference for almost a year. 
Our goal was to identify category descriptors that 
(1) are inclusive of the different products in use 
today and in the pipeline for future use, and that 
(2) will be understood by the various clinicians, 
regulatory agencies and payers. We considered nearly 
30 different category names. Once the workgroup 
had voted on and accepted the category names, 
the entire Alliance membership voted on the new 
category names. 

Q WhaT CrITerIa Were uSeD TO CONSIDer 
TerMS TO rePlaCe “SKIN SuBSTITuTe”?

 a Marcia Nusgart: The workgroup was 
constantly reminded that the new category 

names had to:
• Be based on science
•  Be inclusive of all products in the marketplace 

today with an eye toward what is in the 
“pipeline”

•  Be neutral with respect to the FDA (nothing 
that would be offensive and not allow 
manufacturers to get their products cleared/
approved in the future, if needed)

•  Ensure that all products would be eligible for 
Medicare coverage as drugs and biologically 
consistent with their U.S. Pharmacopeial 
Convention monographs

• Be easily understood by clinicians
•  Be easily linked to the existing CPT for the 

application of the products

Dr. Drueck: The category names needed to 
recognize products that have cells and products that 
do not, products that are of human origin, products 

that are of animal origin, and products that have 
both cells and tissues. The category names could 
not favor one product over the other. The category 
names needed to describe the composition of the 
products, not the function of the products. 

Q  Why WaS IT NeCeSSary TO eSTaBlISh 
varIOuS CaTegOry NaMeS fOr The 
PrODuCTS aSSIgNeD “Q” hCPCS CODeS?

 a Dr. Somani: Wound care science and 
technology have advanced. A myriad of 

current and emerging products exists. It is no longer 
[sufficient] to lump heterogeneous products together. 
The need to differentiate specific categories is 
essential to allow for better understanding, selection 
and clinical use of the individual products. Lumping 
them together haphazardly is clearly inadequate, as 
these products are of varying biologic complexities.

In my opinion, all stakeholders should benefit 
from these new category descriptors. Scientists 
will appreciate the importance of differentiating 
products into categories that accurately describe their 
components. Clinicians will be better able to select 
and tailor wound care plans using the products. 
Manufacturers will be assured that their products 
will be noted for their biological complexities. 

Dr. Harper: By establishing the proper categories, 
[we ensure that] clinicians can be clear about 
what products to use in specific clinical scenarios, 
without relying on the sales representatives. 

Q  DID yOu ThINK The COllaBOraTION 
BeTWeeN The SCIeNTISTS aND 
PhySICIaNS WaS effeCTIve?

 a Dr. Harper: I do believe the collaboration 
between the scientists and clinicians was very 

effective because the perception and understanding 
of the clinicians was clarified technically by the 
scientists. Historically, a disconnect has existed 
between the clinical perception and the scientific 
composition of the products. 

Dr. Somani: In my opinion, the collaboration was 
effective. As a physician -scientist myself, I place 
importance on using terminology that describes the 
science and biology of the product so that clinical 
application makes sense to the physician.
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Q  DO yOu BelIeve ThaT The TIMe 
yOu INveSTeD IN The PrOjeCT WaS 
WOrThWhIle?

 aDr. Drueck: Yes, the time spent was 
definitely worthwhile; these products are an 

important component for chronic wound care, 
and their use is growing. The physicians, scientists, 
manufacturers and payers needed to have consistent 
category names for the products.

Dr. Somani: Absolutely. The endeavor to derive a 
better nomenclature for these products will allow 
us to keep pace and better understand the scientific 
and technological merits of this rapidly advancing 
and important area of medicine.

SuMMary:

The members of the Alliance of Wound Care 
Stakeholders are to be commended for their 
collaborative effort to establish category names  
for products based on their composition, not  
their function. As you prepare educational 
material, clinical protocols, presentations, 
manuscripts, etc., consider using these new 
category descriptors to more clearly describe  
the various products assigned HCPCS codes 
that begin with “Q.” Recently, one of the 
Medicare administrative contractors, CGS 
Administrators, LLC, titled an LCD (local 
coverage determination) Application of Cellular 
and/or Tissue-Based Products (CTPs) for Wounds  
of Lower Extremities (L33173). As you review  
the product categories in this edition of 
WoundSource, you should get a clear picture  
of the synthetic dressings, biosynthetic dressings 
and CTPs.

The new category names:

•  Synthetic & Biosynthetic Dressings:
o Biosynthetic
o Biosynthetic: Animal-Based
o Synthetic

•  Cellular and/or Tissue-Based Products for 
Wounds (CTPs):

o Non-Viable Cells, Tissue-Based: Human
o Non-Viable Cells, Tissue-Based: Animal
o  Viable Human Cells, Non-Cultured:  

Intact Tissue

o  Viable Human Cells, Cultured in vitro: 
Animal Substrate

o  Viable Human Cells, Cultured in vitro: 
Synthetic Substrate

Kathleen D. Schaum, MS, is president and founder of 
Kathleen D. Schaum & Associates, Inc., Lake Worth, 
Florida. Ms. Schaum can be reached for questions and 
consultations by calling 561-964-2470 or through 
email: kathleendschaum@bellsouth.net. 

1   The Alliance of Wound Care Stakeholders (“Alliance”) is a 
501(c) (6) multidisciplinary trade association composed of 
physician, clinical and patient organizations whose mission  
is to promote quality care and patient access to wound care 
products and services. This is accomplished by focusing on 
compelling issues of commonality to the organizations in 
reimbursement, government and public affairs affecting  
wound care. www.woundcarestakeholders.org

2   John R. Harper, PhD, Senior Vice President, Clinical Affairs 
and Clinical Sciences, Kinetic Concepts, Inc. San Antonio, TX. 
john.harper@kci1.com

3   Charles Drueck, MD,  Wound Surgeon, Swedish Covenant 
Hospital, Glenview, IL. cdrueck@msn.com

4   Ally-Khan Somani, MD, PhD, Assistant Professor, Director 
of Dermatologic Surgery & Cutaneous Oncology Division, 
Department of Dermatology, Indiana University School of 
Medicine, Indianapolis, IN. somania@iu.edu

5   Marcia Nusgart, RPh, Executive Director,  
Alliance of Wound Care Stakeholders, Bethesda, MD.  
marcia@woundcarestakeholders.org

6   Current Procedural Terminology (CPT) is a registered 
trademark of the American Medical Association.
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ClINICal eDITOr:

Pamela Scarborough, PT, DPT, MS, CDe, CWS, Ceeaa 
American medical technologies, Wimberley, tX

fOuNDINg eDITOr:
glenda j. Motta, rN, BSN, MPh, eT 

Gm Associates, Inc., loveland, Co

eDITOrIal aDvISOry BOarD:
Cordell “Corky” atkins, PT, DPT, CWS, CDe, CPed 

Intermountain Diabetic Foot Clinic, murray, ut  

elizabeth ayello, PhD, rN, aCNS-BC, MaPWCa, CWON, faaN 
Ayello, Harris & Associates-President, Copake, NY 

Sharon Baranoski, MSN, rN, CWCN, aPN-CCNS, faaN, MaPWCa  
Wound Care Dynamics, shorewood, Il

jacalyn a. Brace, PhD, rN-BC, CWOCN, aPrN-BC 
Widener university school of Nursing, Chester, PA

Paula erwin-Toth, MSN, rN, CWOCN, CNS 
Petprojects: Wound, ostomy and Continence Care, education and 

Advocacy, Deerfield, OH

allen holloway, MD 
maricopa medical Center, Dept. of surgery, Phoenix, AZ

Diane Krasner, PhD, rN, CWCN, CWS, MaPWCa, faaN 
Wound & skin Care Consultant, York, PA

James Mcguire, DPM, faPWCa, PT, CPed 
school of Podiatric medicine-temple university, Philadelphia, PA

Wendy McKinney, lPN, CWCa 
rest Haven-York, York, PA

Michael S. Miller, DO, faCOS, faPWCa, WCC 
the miller Care Group (Indy lymphedema, Indy Wound Care,  

Indy Nutrition), Indianapolis, IN

Catherine T. Milne, aPrN, MSN, BC-aNP, CWOCN 
Connecticut Clinical Nursing Associates, llC, bristol, Ct

Marcia Nusgart, r.Ph.  
Coalition of Wound Care manufacturers, Alliance of Wound Care 

stakeholders, bethesda, mD

Mary ellen Posthauer, rD, CD, lD  
meP Healthcare Dietary services, evansville, IN

Donna Sardina, rN, Mha, WCC, CWCMS, DWC 
Wound Care education Institute, lake Geneva, WI

Kathleen D. Schaum, MS 
Kathleen D. schaum & Associates, Inc., lake Worth, Fl

Thomas e. Serena, MD, faCS, faChM, MaPWCa 
serenaGroup, Cambridge, mA

r. gary Sibbald, BSc, MD, frCPC (Med) (Derm),  
MaCP, faaD, M. ed, MaPWCa  

university of toronto, toronto, ontario

aletha W. Tippett, MD 
Advanced Wound team, Cincinnati, oH

Kevin y. Woo, PhD, rN, faPWCa  
Queen’s university, Kingston, ontario
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