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The Critical Need to Provide Ostomy Supplies Specific to Patient Need to Improve
Health Outcomes

EXECUTIVE SUMMARY

An estimated 725,000-1,000,000 individuals in the United States are currently living with an ostomy.! An
ostomy is a surgical advancement that has enhanced the ability to treat disease or repair and minimize the
effects of trauma.? Ostomy surgery involves creating a stoma (opening) in the gastrointestinal tract or within
the urinary system to divert stool or urine. Each body and ostomy type is unique, and a customized approach
is required in order to determine the combination of products and brands that best meet a person’s clinical
and personal needs. Ostomy supplies and services such as education and delivery are provided by Home
Medical Equipment (HME) providers to help individuals manage their ostomy needs in the home setting.

Life-sustaining ostomy surgeries have a significant impact on mortality, health outcomes, quality of life, and
end users’ ability to continue contributing to the economy. HME providers play a key role in creating
successful outcomes for end users with ostomies, allowing them to regain many aspects of their pre-surgery
life. These providers/suppliers are an essential part of the continuum of care and work closely with the
clinical community to deliver appropriate supplies to people living with an ostomy that is affordable to the
insurance provider and patient.

Recent payer trends in the Medicaid, private insurance, and Managed Care Organizations (MCO) markets
have made it more challenging for the HME provider community to provide the ostomy supplies and services
that meet clinical and personal needs of individuals. Unsustainable reimbursement rate reductions limit both
the services provided and the types and brands of ostomy supplies offered. This can lead to avoidable
hospital readmissions, restriction of end users’ choice, product access, and access to care. HCPCS
(Healthcare Common Procedure Coding System) reimbursement for ostomy appliances has been trending
downward against research and development costs, causing increased associated costs for the end user.
Collectively, these restrictions ultimately add risk for adverse health outcomes that affect the total cost of
care and cause inequity in access to care.

This paper is the second of a white paper series to address the type of products and HME provider services
needed to manage an individual’s bowel and bladder needs and how ensuring adequate reimbursement for
these supplies is an indispensable part of payers achieving the Triple Aim of health care, as stated by the
Institute of Healthcare Improvement as improving the patient experience and health outcomes while
reducing costs. To ensure end users receive the appropriate products and to promote the most positive
outcomes, payers need to ensure rates for these services are set at appropriate levels.

ABOUT OSTOMY

Ostomy Overview

People living with an ostomy have had surgery that requires removal of their bladder and/or removal or
bypass surgery in areas within the gastrointestinal tract, which impairs their ability to store and eliminate
bodily waste. They have a surgically-created stoma (opening) for diversion of the gastrointestinal or urinary
tract for elimination of waste. Ostomy supplies are defined as prosthetic devices under the Social Security
Act; they replace the lost function of waste, storage, and elimination.?

The ostomy pouching system is self-applied or applied by a caregiver, worn continuously, emptied of waste
as needed, and changed as needed. Ostomy prosthetic devices are unique to each individual’s body profile
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and medical needs. People living with an ostomy require a pouching system to be worn 24 hours a day and
often for the rest of their lives.

Some ostomies are created as a temporary diversion after surgery ranging from six weeks to six months.
Temporary stomas may be used in life-saving situations or when the bowel needs to rest and heal. Many
times, however, a stoma is permanent (lifelong) as when normal intestinal or bladder function is
compromised due to disease or trauma.

Ostomy surgery may be necessary for the following conditions (not all-inclusive list):

e Bladder Cancer e Familial Adenomatous e Neurogenic Bladder
e Crohn’s Disease Polyposis Dysfunction and/or
e Colorectal Cancer e Perforated Colon Neurogenic Bowel
e Congenital Abnormalities e Trauma Dysfunction

e Diverticulitis e Ulcerative Colitis

The most common types of ostomies are described below.

® Colostomy: a surgically created opening of the colon (large intestine). A colostomy is created when a
portion of the colon or the rectum is removed, and the remaining colon is brought to the abdominal
wall.* Typical discharge is stool, gas, and mucus.

e |leostomy: a surgically created opening from the ileum, the lowest part of the small intestine. Typical
discharge is liquid stool containing digestive enzymes.

e Urostomy: a surgically created opening to divert the urinary tract. This is a general term for a
surgical procedure which diverts urine away from a diseased or defective bladder. Discharge of a
urostomy is urine and mucus.

There are estimated to be 725,000 to one million people living with an ostomy in the United States, with
approximately 100,000 ostomy surgeries performed each year in the U.S.! Roughly half of all individuals
living with a stoma are under the age of 64, and approximately half of those under the age of 64 are split
evenly amongst males and females.

The key parts of a pouching system are the skin barrier and the pouch. The skin barrier is the interface
between the pouch and the skin; it provides the seal and adhesion to protect the peristomal skin (skin
around the stoma opening) from urine and feces. Each ostomy supply manufacturer offers different skin
barrier materials that support the unique needs of individual skin types and body contours. The pouch is
designed to collect the waste and keep it away from the skin. There are closed and drainable pouches all
designed to accommodate the type of ostomy and waste. A pouching system is available in a 1-piece (the
barrier and pouch are one unit) or a 2 -piece option (the barrier and pouch snap or lock together or are an
adhesive coupling system).

An important requirement for the successful management of an ostomy is a properly fitted pouching system
because it minimizes the risk of leakage and skin complications. This has lent itself to the development of
several features incorporated into barriers and accessory products to help improve the fit. Although labeled
as “accessories” by the Centers for Medicare and Medicaid Services (CMS), items like skin barrier rings/strips,
paste, and belts may be necessary to achieve a proper fit for prosthetic functionality and to prevent
peristomal breakdown and leakage of intestinal waste or urine from the stoma onto the skin. Peristomal skin
is the area around the stoma that provides a surface for the pouching system to adhere to. If compromised,
the result is a decreased pouch adherence which could result in further damage to the skin area and may
become infected.

It’s crucial for the end-user to be made aware that they have many product choices. They are not limited to
what they receive in the hospital nor should they be restricted by what the agency may provide in the

241 18th Street South, Suite 500, Arlington, VA 22202
Tel: 202-372-0107 Fax: 202-835-8306 www.aahomecare.org 04/15/24




formulary. Oftentimes, end users must use products from multiple manufacturers in order to devise a
pouching system that will provide a well-sealed fit to collect bodily waste. The end user should have access to
the pouching system that was recommended and prescribed by their medical professional. Often, product
substitutions are ill-suited for individuals and can cause leakage and skin damage that can lead to increased
expense for the consumer who may have to pay out-of-pocket for additional supplies and on the health care
system when additional clinical resources (clinic, emergency department, or readmission) are utilized to
correct the fit of the pouching system.

Ostomy Expense

Risks of Improper Management: Peristomal Skin Complications and Costs

Increased ostomy surgeries in recent years are driven in part by the rapidly aging population and increase in
the number of operative procedures involving creation of intestinal stoma.

Caring for a stoma is extremely important given the high risk and financial burden of complications following

ostomy surgery. A study published in 2011 designed to measure the rate of, cost, and risk factors for hospital
readmission after colorectal surgery found individuals with an ostomy were nearly three times more likely to

be readmitted in 30 days than those without an ostomy.®

Multiple independent studies have concluded that timely intervention of securely fitting ostomy products
reduce the total number of peristomal skin complications (PSCs).> 7& 210 |n addition, Neil et al. noted that
“Each PSC event avoided yielded, on average, 8 additional quality-adjusted life days over 1 year”.?

The involvement of a certified wound, ostomy, and continence (WOC) nurse and/or an ostomy-trained
specialist can positively influence the quality of life and facilitate better overall outcomes for these
individuals while reducing costs to the healthcare system. Current literature supports this assertion by
showing that a WOCNCB board certified ostomy nurse or WOC specialist can positively influence the quality
of life and facilitate better overall health outcomes for these individuals and reduced costs to the health care
system.!12 Additional educational programs (whether administered by the healthcare system, the HME
provider or the manufacturer of ostomy products) can lead to a more educated user and offer better
outcomes overall.

Payer/Health System:

When the end-user is deficient of proper training or an appropriate appliance, overall healthcare costs rise.
According to a study from The Journal of Wound, Ostomy, and Continence Nursing, approximately one-third
of ostomy end users developed peristomal skin complications within 90 days of their surgery. These
complications are associated with higher overall healthcare costs and a greater likelihood of hospital
readmission.® In 2012, Meisner published a study looking at the cost of peristomal skin complications and
found that a severe skin complication can be up to six times more expensive than a mild PSC and four times
more expensive than a moderate PSC to treat due to the need for additional clinical support, accessory items,
and increased pouch use.’®

Correctly managing peristomal skin complications not only reduces the overall spend for ostomy care but
leads to a higher health-related quality of life for the user. Skin complications and leaks can lead to lower
social connectivity and isolation.® Additionally, out-of-pocket financial costs for ostomy care can negatively
impact quality of life (QOL) for individuals with ostomies.

Quality Products to Optimize Health Care Outcomes/Expenses

Limiting reimbursement not only prohibits product selection for the end user but also decreases
manufacturer involvement in further medical advancements. When reimbursement rates are not
sustainable, providers may resort to substituting another less costly product that may not provide equivalent
prosthetic function for end users and may cause avoidable negative health outcomes. In a study completed
in Sweden, it was proven in both one- and two-piece systems, a group of ostomy end users using products
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from companies with high patent activity (PA) [that is, companies with more product designs and more
research and development efforts] had significantly lower ostomy-related expenditures than the low PA
group of companies. Fewer pouch and skin wafer purchases per month were an important driver of cost
differences.* While the industry is able to develop products that can produce better outcomes — such as
ostomy pouches manufactured from hydrocolloids and polymers for better stretchability and pouches that fit
individual body contour and adapt to body movements — manufacturers are still constrained by
reimbursement.

PATIENT CARE COORDINATION

Transition of Care from Post-Surgery to Home

While an elective ostomy surgery may allow for pre-surgical education, many of these surgeries are
conducted as emergency procedures. According to HCUP data, the average length of stay for a person
undergoing ostomy surgery is approximately 12 days.’® That includes pre- and post-surgery; thus the
emphasis on ostomy training is limited and knowledge retention low. After the acute stay, many individuals
with ostomies move to a Home Health Care environment. The hospital may rely on the Home Health Agency
nurse to continue the necessary training;'® unfortunately, many home health care agencies do not have any
or enough ostomy specialists on staff. Additionally, Medicare provides a fixed bundled payment to
reimburse a Home Health Agency. Limitations to formulary brand(s) and reduced utilization are common
procedures to manage ostomy supply costs and maintain profitability. However, this payment method may
limit an agency’s access to beneficial, brand specific ostomy pouching systems and accessories prescribed in
the acute setting.

Suppliers and manufacturers currently engaged in providing products to individuals living with an ostomy
understand the complex needs of this population and have invested significant resources in order to meet
these needs. They can assist in finding the right product for the individual customer as their needs change
post-surgery, by offering various pouching systems and helping to match those to the individual’s personal
needs. Both suppliers and manufacturers also continue with needed education and assist not only the end-
users, but the home care nurses as well.

Once the individual is released from Home Health, the HME provider helps navigate challenges by assuming
responsibility for providing supplies and continued education. The certified ostomy nurse, WOC specialist,
and/or ostomy specialist in an outpatient setting may also be able to assist with ongoing education/refitting.

When the HME provider is limited by reimbursement, they are forced to either stop accepting that insurance
coverage or seek out less costly alternatives, which may not be the ideal fit for the end user and may increase
the occurrence of peristomal skin complications, leakage, and end user frustration. These alterations in the
continuum of care can result in the additional costs referenced above, including hospital readmissions, and
reducing any savings expected from the limited reimbursement.

SELECTION OF PRODUCT

Selecting the Appropriate Ostomy Products

End users along with their medical team often go through a lengthy process of trial and error to find a
pouching system that meets each person’s clinical needs. Ostomy supplies are highly customizable with a
diverse range of options required to address these unique needs. Ostomy supplies:

e Are prescribed by medical professionals to address the individual’s tailored medical needs. They
are not a one-size-fits-all or over-the-counter products.

e Are not easily interchangeable. Every individual has unique requirements due to body contours,
skin type, type of waste, the level of which the intestine extends through the ostomy site (which
determines how well the waste will drain into the pouch), and even environmental concerns. It is
essential that each person have access to compatible products to avoid medical consequences.
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e Require a health care professional’s (such as a WOC nurse or Ostomy Management Specialist)
ongoing services for selection, fitting, training, and adjustments that may be necessary.
Reassessment of ostomy status may be needed as new health conditions arise.

The stoma size and shape change over time. Immediately after surgery, the stoma is quite different and may
require the individual to change his/her ostomy pouching system more often. The need for barriers, pouches,
and accessories will vary over time. Further, varying climate conditions (such as high humidity) play a role,
affecting the frequency in which the pouching system must be reapplied.

There are many factors considered by medical professionals when prescribing an ostomy pouching system
that will work best for the end user. Location and protrusion of the stoma, unique body contours, scars,
folds, and barrier adhesion are just some of the challenges that must be considered. Some manufacturers
have custom-made products to fit unusual situations.

See Appendix A for Flow Chart of Ostomy Order Process and Monthly Fulfillment.

VALUE OF MANAGING OSTOMY WITH SUSTAINABLE REIMBURSEMENT

Ostomy surgery is a life-changing event. After surgery, the most cost-effective care environment for a person
with an ostomy is at home. Not only is this better for the emotional health of the person, it also substantially
reduces the costs of care. This home-based care for individuals with ostomies requires collaboration
between clinicians, HME providers, and manufacturers. Coordinated care can reduce the cost of overall care
while improving one’s quality of life and overall outcomes.

Continued fee erosion of reimbursements result in less training being allocated, deviation away from
clinically prescribed ostomy prosthetic devices, and limits manufacturing advancements thus contradicting
the Institute of Healthcare Improvement’s concept of the Triple Aim. Resulting outcomes may include a
decline in the end user’s quality of life with potential increases in pain and depression and a possible hospital
readmission which leads to increased costs to care.

A fee schedule floor will prevent Medicaid, private insurance, and Managed Care Organizations from paying
fees lower than Medicare established reimbursement rates. This minimum would protect the end user by
allowing HME providers to work with the prescriber and end user to supply the most appropriate product
and continue to provide ongoing education as the end user transitions into the community. A fee schedule
floor would also encourage manufacturers to continue to develop new products and support tools that
address the unique challenges faced by those living with an ostomy.

THE ASK

The clinical community, HME Industry, individuals with ostomies, and their caregivers are asking payers to re-
evaluate their fee schedule for ostomy products. Many HME providers already struggle with low margins; as
the provider network continues contracting, it is difficult for ostomy end users to find HME providers that
offer specific ostomy products they may need. Reduced fee schedules have resulted in HME providers being
forced to either stop taking individuals with an ostomy or offer lower quality products. The short-term
savings for a health plan specific to the DME fee schedule may result in significant increases of utilization and
skin damage to the surrounding stoma which have resulted in higher health care costs.!* To ensure end
users with an ostomy receive the appropriate product to promote positive outcomes, payers need to
ensure rates for these products and services are set at appropriate levels.
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Appendix A

"pUBY Ul XY PIEA U

21 TT-0 104 poob aq ued Xy ‘9beIan09 dauRINSUI pue S19pIo ueIsAyd uo Bulpuadaq
‘uonelldxa 0} Joud pamaual 8q 0} Pa3I3YI PUB PSLIEYD UOREIUSWINOOP AYISSS93U [eaIpaW pue uondudsaid

sAep og 1xau
Ay} Ul papaau aq 0} pajdadxa
SI 4onW MOy pue puey uo sey
1910 8y} 19npoud yanw moy
saulwiep Jels Jspinoid IJNH

SO

issaippe
ur abueyn

£91elS BWes ay)
Ul SS2Ippe MaU 3y} S|

ul abueyn

¢ 3lyoud Apoq
Jojpue ewojls sjoaye
ey} uonIpuod [eslpaw

2abueyd
uolewojul ddueInsu|

*9]0A2 BuLIndal
Ayiuow Jauzg

| W

SaA

¢papaau
Nav s|

uolEIuAWNI0P
Buiuoddns

Bw|YInd ® dn-mojjod Juaned Ajyuop Bulinosy

196 03 33)00d

¢1onpoid
8y} yum sanssi Aue

a|qe|rene

3o no sfed
0} dn Janijeq

Juaned

9ouanadxa Jusned
ay) seoq

papaau se yine Joud s
26180 30URINSU| SBYLIA-

UM NaY
Cbeaer wdmmb pue
sjuaned Aq _um_wc>8 uomewo!
il areudoidde
199]100

UHeaH awoH

cyiesH
BWOH Japun
paJanod spnpoid

Jaquosaid
wolj Xy pasinal surelqo-

apinosd INH

‘saijddns jo 1diadai Jo uonewuod
BuiAjian Jaye aoueinsul
10} Wrejo SHWQNS pue Japio
au sassaoo.d Je)s Japinoid JNH

!

ON

1apinoad 0y

cuerd
Aq pamojre

“Ab "xew
anaioal Apeale
juaned

¢aposida
uireaH

o 4

‘paurejgo aouo
paad0id “yine
Joud Joj ywgns

¢papasu

‘suondo yiny Jolid ‘uolEIUAWINO0P
1onpoud Kressaosau

anjeusa)e  |e— urelgo
sjuasaid

J1apinosd INH

*90URINSUI SBIJLIBA-
“1aquosald wouy sajou

> ey ‘solydeibowsp aned Xy sureigo-

BWOH ® I18pun

*AiISSS328U [RIIPaW SAUILIRISd-

juaned s|

2yeis Jopinoid INH

£INySsa00Ns

“Juaned 10} aWwooNo 3|qissod }saq SA3IYIe 0}

uasq Jonpoid
pajdwes seH

(shonpoud [enuajod uo suonepuswWOodal dHew pue Juaned ssesse

dn moj
0] JJelS [eD1Ul|9 YJIM UOITeUIPI00D Ul SHIOM Jjels Japiroid JNH

1uaired Aq uonoejsies pue
uoneznn Jadoid ainsua 0} Ajreinbias

‘spaau Awo3so Joj Juaned ssasse
01 paures yess Japinoid JNH

1 pue ‘) 19npoud 1saq sulwlsiep

$S320l1d JapiO enu] Awolso

241 18th Street South, Suite 500, Arlington, VA 22202

04/15/24

202-835-8306 www.aahomecare.org

202-372-0107 Fax:

Tel




References

1) Ostomy 101. (2017). Retrieved November 05, 2020, from https://www.ostomy.org/wp-
content/uploads/2019/03/ostomy_infographic 20170812.pdf

2) Colwell, J., Carmel, J., & Goldberg, M. T. (2016). Wound, Ostomy and Continence Nurses Society core curriculum. Ostomy
management (Kindle Edition ed.). China: Walters Kluwer.

3) Title XVIII, §1861 (s)(8) of the Social Security Act defines prosthetics as those, which replace all or part of an internal body
organ, including colostomy bags and supplies directly related to colostomy care, and replacement of such devices.

4) What is an Ostomy? | United Ostomy Associations of America. (2020, October 10). Retrieved November 05, 2020, from
https://www.ostomy.org/what-is-an-ostomy/

5)  Wick, E., Shore, A., et al.. Readmission Rates and Cost Following Colorectal Surgery Journal of The American Society of Colon
and Rectal Surgeons Vol 54:12 (2011)

6) Nichols T. Health Utility, Social Interactivity, and Peristomal Skin Status: A Cross-Sectional Study. J/ Wound Ostomy
Continence Nurs. 2018;45:438-443.

7) Taneja, C.,Netsch D., Rolstad BS et al.. ., Clinical and Economic Burden of Peristomal Skin Complications in Patients With
Recent Ostomies. ) Wound Ostomy Continence Nurs, 2017. 44(4): 350-357.

8) Taneja, C.,Netsch D., Rolstad BS et al.. Risk and Economic Burden of Peristomal Skin Complications Following Ostomy
Surgery. ) Wound Ostomy Continence Nurs, 2019. 46(2): 143-149.

9) Neil, N., Inglese, G. et all., Journal Wound Ostomy Continence Nurs, 2016. 43(1): 62-68.

10) Colwell )., Pittman J., et al.. A Randomized Controlled Trial Determining Variance in Ostomy Skin Conditions, J Wound
Ostomy Continence Nursing 2018; 45(1):37-42

11) Hendren S., Hammond K., Galsgo S. et al Clinical practice guidelines for ostomy surgery. Diseases of the Colon
Rectum.Vol58:4(2015)

12) Wound Ostomy and Continence Nurses Society (2017). Clinical guideline: Management of the adult patient with a fecal or
urinary ostomy. Mt. Laurel, NJ: Author

13) Meisner et al: Peristomal skin complications are common, expensive, and difficult to manage: a population based cost
modeling study. PLoS One. 2012;7(5):e37813

14) Paul Samuel Calara, Rikard Althin, Gary Inglese, Thomas Nichols, EXPLORING PATENT ACTIVITY AND ITS POTENTIAL
ASSOCIATION WITH HEALTHCARE OUTCOMIES: A CASE STUDY OF OSTOMY PRODUCTS IN SWEDEN, Int J Technol Assess
Health Care. 2017 Jan;33(2):168-175

15) Eaves D, Fischer D. Should | Stay or Should | Go? An Analysis of Acute Care Setting Length of Stay among New
Ostomates in the United States. Presented at WOCNext, June 5-7 2020, virtual setting.

16) Why Do Ostomy Patients Go Back to The Hospital? October 01, 2016 Wound Care Advice, Wound Treatment

241 18th Street South, Suite 500, Arlington, VA 22202
Tel: 202-372-0107 Fax: 202-835-8306 www.aahomecare.org 04/15/24




