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EXECUTIVE SUMMARY

Hundreds of thousands of children and adults who are malnourished or at risk of malnourishment in the United
States require life sustaining enteral nutrition (EN) to receive necessary nutrition and hydration. Individuals
requiring EN have a variety of medical conditions and may need EN on a temporary basis or have long term or
life-long needs. EN refers to any method of feeding that uses the gastrointestinal tract to deliver the nutrition.
EN is provided via tube feeding and/or oral nutrition supplements (ONS) and requires disposable supplies for
administration.

Durable Medical Equipment (also known as Home Medical Equipment or HME) providers work closely with the
prescribing clinician to provide the most clinically appropriate EN to an end user, monitoring for tolerance,
proper utilization, ongoing product availability, and satisfaction. In addition to supplying the EN products, HME
providers play a critical role in EN management and provide extensive, labor-intensive services in sourcing the
most medically appropriate products in a rapidly changing EN market, educating end users on EN management,
coordinating with prescribers on documentation, and submitting claims on behalf of the end user in compliance
with payer requirements. Appendixes A and B detail the steps HME providers must complete when supplying EN.

Proper EN management by knowledgeable HME providers is critical to prevent malnourishment and negative
health outcomes which can lead to avoidable payer expenses. Malnutrition can complicate conditions and lead
to frailty, risk of falling, delayed wound healing, and healthcare-acquired pressure ulcers. Additionally,
readmission rates, institutionalization, and ongoing healthcare services increase in end users suffering from
malnutrition. Complications with feeding tubes are the third most common reason and account for 10% of
hospitalizations in medically complex children.?

Current market conditions create significant headwinds to ensure end user access to EN. A 2023 nationwide
study revealed that one in four HME providers of EN are considering or actively planning to stop providing
EN/supplies due to cost pressures.? While other sectors can adjust their pricing to reflect current market
realities, EN is constrained by set reimbursement rates that often fail to factor in the increased costs of providing
EN products, supplies, support, and services. HME providers report significant increases in product, labor, and
shipping costs, yet 88% have received no reimbursement increase from payers outside of the Medicare FFS CPI-
U adjustment to offset the new market realities.? Billing and coding challenges present additional complications
for HME providers due to the wide variety of products, dressing, and adapters within a single miscellaneous non-
reimbursable billing code, affiliated costs of safety initiatives including change management and execution, as
well as limitations on feeding kit reimbursement.

To ensure continued access to life-sustaining EN, payers should: 1) adjust reimbursement to assure appropriate
end user access, 2) expedite Prior Authorization for EN formula, 3) provide regular review and expeditious
product additions to approved product lists/formularies, and 4) decrease excessively burdensome
documentation requirements.

OVERVIEW OF ENTERAL NUTRITION

Enteral Nutrition (EN) refers to any method of feeding that uses the gastrointestinal (Gl) tract to deliver
necessary nutrition and hydration to individuals of all ages in a variety of settings for various reasons. EN
includes tube feeding and oral nutrition supplements (ONS); EN supplies are necessary components required for
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the delivery of EN. EN is indicated when end users with functional Gl tracts are unable to consume enough
macronutrients, (carbohydrates, fat, protein, and water), and/or micronutrients (vitamins and minerals) to
promote health or sustain life.>*

End User Population & Clinical Conditions
EN therapy is utilized by individuals of all ages, from infancy to old age, at every juncture along the healthcare

continuum from inpatient hospital care to outpatient in-home care. As of 2017, an estimated 500,000 people
per year in the United States require tube feeding as their main source of EN.> The number of people using ONS
is harder to estimate due to a) the variance in prescriber recommendation and individual utilization, ranging
from 1-2 containers per day as supplement to 6-8 containers per day as full meal replacements or sole source of
nutrition and b) the variance in insurance coverage prompting some users to purchase out-of-pocket while
others access through a health plan benefit.

Individuals requiring EN are malnourished or at risk of malnutrition. Common additional diagnoses from chronic
illnesses include Crohn’s disease, short bowel syndrome, neurological conditions, inflammatory bowel disease,
cystic fibrosis, pediatric feeding disorders, and many cancers. Users may also suffer from acute illnesses,
malnutrition, growth failure, and/or bowel obstruction.* Individuals that suffer from short- or long-term oral
mechanical dysfunction, such as swallowing or chewing problems, may also require EN. Duration of EN is
variable and is determined by an individual’s medical team, and may be as brief as several weeks to lifelong
dependence. Pediatric EN users are often medically complex with frequently changing care plans requiring
adjustments in EN therapy, specialized formulas, ongoing supply/equipment education, and monitoring from
highly trained homecare staff and clinicians.

Routes & Methods of EN Administration
Routes of Administration
EN can be consumed orally or through a feeding tube. A feeding tube can be inserted into existing orifices or
openings in the body that lead into the Gl tract, such as a person’s nose or mouth, or surgically by a physician
directly into the stomach or small intestine. The following briefly describes the indications for different types of
feeding tubes provided in the home setting.

e Short-term feeding (up to 4-6 weeks):

o Nasogastric (NG-Tube) — Tube is inserted through nose, past throat, and into the stomach

e lLong-term feeding (more than 6 weeks):
o Gastrostomy (G-Tube) — Surgical tube insertion into stomach
o Jejunostomy (J-Tube) — Surgical tube insertion into middle section of small intestine, used to
reduce risk for aspiration of gastric contents or bypass a dysfunctional stomach
o Gastrojejunostomy (GJ-Tube) — Surgical opening through stomach with a dual port for
simultaneous venting and feeding; the feeding tip is placed in jejunum
e Low profile G-Tube “button” — Skin-level tube surgical insertion through stomach, used to reduce
incidence of dislodgement; G-Tube “buttons” can be replaced in a home-based setting by the end user or
caregiver after the initial surgical insertion has healed.

Methods of Administration
Tube feedings are administered using one of the following methods:
e Syringe: Nutrients are injected or pushed into the feeding tube via a syringe.
e Gravity: Nutrients enter the feeding tube unassisted via gravity bag feeding system.
e Feeding Pump: Nutrients are administered at a controlled flow rate into the feeding tube as
programmed by the pump setting. See Appendix C glossary for details.
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Equipment & Supplies to Administer EN:
The disposable supplies required for each method of administration are translated into one of three HCPCS
codes for billing, commonly referred to as “feeding kits"”:

Code Description

B4034 | Enteral feeding supply kit: syringe fed, per day, includes but not limited to
feeding/flushing syringe, administration set tubing, dressings, tape

B4035 | Enteral feeding supply kit: pump fed bag, per day, includes but not limited to
feeding/flushing syringe, administration set tubing, dressings, tape

B4036 | Enteral feeding supply kit: gravity fed bag, per day, includes but not limited to
feeding/flushing syringe, administration set tubing, dressings, tape

The feeding kits include supplies required for the administration of enteral feeding for one day. Administration
supplies consistently include, but are not limited to, a catheter/tube anchoring device, feeding bag/container,
flushing solution bag/container, administration set tubing, feeding/flushing syringes, gastrostomy tube holder,
dressings (any type) used for gastrostomy tube site, tape (to secure tube or dressings), and various connectors
and adapters. Feeding kits exclude the feeding tube and the administered nutrients. Gastric pressure relief
valves, declogging devices, and extension sets unique to G-Tube “buttons” may or may not be included in the
feeding kits, dependent on payer billing guidelines.

For many payers, the billing unit for the kit is a calendar day, similar to a per diem charge used in the home
infusion industry. The use of individual items often differs between users and changes over the course of the
user’s EN therapy. The feeding kits are not pre-packaged or provided as the same components to all of a HME
provider’s EN users. Although the feeding kits are often user-specific, the component items must not be
separately billed outside of the feeding kit code unless specifically authorized by the payer. Feeding pump
backpacks that allow the end user to be mobile, may reduce fall risk, and increase quality of life are often
provided although they are not separately reimbursable. It’s important to note that the cost of the component
parts within a single feeding kit code vary greatly, as do their costs, but are reimbursed at the same single flat
per diem rate, even if the component costs exceed the reimbursed rate.

The feeding pump is not included in the billing or reimbursement of the B4035 “pump fed” supply kit. The device
is billed separately, typically on a monthly rental basis and converts to purchase according to the payer’s billing
guidelines.

ENFit Supplies: New Modified EN Tubing Connection to Improve End User Safety - Global Initiative®

ENFit connectors are part of a patient safety initiative to decrease the avoidable, negative health outcomes
caused by medical device misconnections. An ENFit transition adaptor is also required if the end user does not
have an ENFit feeding tube. The ENFit transition adaptor enables legacy (non-ENFit) tubing that lacks these
safety features to be compatible with the new ENFit feeding set, thus reducing the risk of being connected with
an unrelated delivery system. The associated costs, both tangible and intangible, during the transition period
costs are not covered by the significant majority of payers.

Types of EN Nutrients

Nutrients

Enteral formulas come in a variety of preparations to meet specific nutrition needs for different medical
conditions, but are generally categorized as “oral” or “tube fed”.

Oral Enteral Nutrients: Oral EN can include liquid, semi-solids, or powders. End users who drink EN formulas (i.e.
ONS) can consume ONS as a sole source, in combination with regular food, and/or in combination with tube
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feeding to meet their nutritional needs which may fluctuate depending on one’s medical condition. For example,
a person experiencing a Crohn’s Disease flare may require an exclusive EN liquid supplement diet taken orally for
several months as an adjunct treatment until the flare resolves before transitioning back to a regular food diet.

Tube Fed Enteral Nutrients: EN delivered through a feeding tube is in the form of commercial manufactured
standard formulas, manufactured specialized formulas, manufactured blenderized formulas (eligible for coverage
by insurance), or home blenderized foods (not eligible for coverage by insurance). See Appendix C for
descriptions of the different types of EN formulas.

The more a formula’s macro- and micro-nutrients have been modified for specific medical conditions, the higher
the cost for both manufacturer and HME providers.

HME PROVIDER PROCESSES & REQUIREMENTS

EN Services & Product Fulfillment

HME providers work closely with the prescribing clinician to provide the best clinically appropriate EN to an end
user, monitoring for tolerance, proper utilization, ongoing product availability, and satisfaction. EN supply
availability has been dramatically impacted by supply chain issues, and HME providers play an integral role in
coordinating with the prescribing clinician to identify clinically appropriate alternate products to minimize
disruption in care and avoid more costly interventions and complications.

HME providers are also responsible for collecting and providing required medical documentation for initial
provision and the ongoing fulfillment of EN and supplies. At times, prescriber orders do not contain all the
necessary detailed information necessary for billing, requiring HME providers to act as a liaison between the
prescribing clinician and payer, gathering the required documentation to submit claims on behalf of end users.
This process is cumbersome, time-consuming, and requires combined subject matter expertise in medical
necessity, product knowledge, and payer guidelines to ensure the end user receives the product they need
within the constraints of their insurance coverage.

Documentation supporting the medical necessity is labor-intensive, requiring prescribers to present
comprehensive reasons to cover EN, including duration of treatment, and HME providers must confirm that the
medical need details are included in medical records to justify coverage and reimbursement. For justification of a
specialized formula, the documentation could include why a standard formula was considered but not used and
depending on payer requirements, must document more than a diagnosis for specialized formula coverage.

The service component of HME providers is invaluable and cannot be understated. In their multi-faceted role,
they are:

e Logistics coordinators to source products amidst a rapidly changing landscape;

e Billing experts to comply with a variety of payers’ requirements;

e Clinical liaisons to educate prescribers on documentation requirements;

e Front line advocates for the end users educating on EN management in the home;

e Product experts who understand the range of options available to best meet one’s needs; and

e Care coordinators who conduct ongoing assessments for renewal and change orders with the medical

care team.

For additional information, see Appendix A and B.
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FACTORS THAT INCREASE COSTS OF PROVIDING ENTERAL NUTRITION

HME Provider Costs

Unlike other sectors that can adjust their pricing to reflect current market realities, fluctuations, and inflationary
impacts, EN is constrained by set reimbursement rates that often fail to factor the increased costs of providing
EN products, supplies, support, and services.

Coding Challenges Costs
When determining HME providers’ cost of providing EN to end users, several variables must be considered:
e Acquisition cost variances

o Wide variety of products with different end user indications captured under a single HCPCS
code;

o Higher cost of low-profile G-Tube “button” commonly reimbursed at the same reimbursement
rate as a traditional gastrostomy tube in spite of having dramatically different acquisition costs;
and

o Higher cost of a dual (feed and flush) pump, which is reimbursed at the same rate as a feed-only
pump.

e Additional costs with ENFit international safety initiative
o The process of change has inherent costs, both tangible and intangible
e Limitations on feeding kit reimbursement

o Breadth of essential supplies included in the “kit” definition that are not separately
reimbursable, and

o High-cost component items that are not sufficiently reimbursed in the “kit” rate.

External Contributing Factors Impacting Costs
EN products are significantly impacted by supply chain disruptions, jeopardizing end user access to life-sustaining
nutrition; this was exacerbated by the pandemic and the infant formula crisis and remains past the end of the
COVID-19 Public Health Emergency. Other ripple effects of the pandemic also increased the operational
overhead required by HME providers, thus increasing EN costs:
e Additional time and resources required to source alternative EN products as needed with continued and
ongoing supply chain interruption and rolling national backorders;
e Increased time securing updated prescription(s) from the prescribing clinician in order to dispense
alternatives;
e Additional shipping and operational costs due to shipping partial orders and multiple orders due to
product backorders;
e Additional staff time contacting end users/family caregivers to discuss product changes, backorders, and
other updates; and
e Supply-chain shortages requiring product substitutions cost more than originally prescribed product,
sometimes exceeding the allowable rates.

A 2023 nationwide survey of HME providers who provide EN found significantly increased product, shipping, and
labor costs over the last 12 months. Over half reported EN backorder delays of 31-90 days with 23% exceeding
121 days; tubes/pumps/supplies faced similar challenges. The majority of the Industry ships the EN supplies to
end users, of which 94% report increased shipping .2 Backorder delays significantly increase costs due to multiple
shipments required to fulfill the order.

In total, 89% of HME providers reported increased labor, and product costs increased for 89% of those providing
EN (Table 1) and 95% of those providing tubes/pumps/supplies (Table 2). Relief is not in sight as 75% also
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reported that their manufacturers/distributors provided an advance notice of price increases or an expectation
that prices will increase again in 2023.2

TABLE 1 TABLE 2
% of Increased Costs Incurred for % of Increased Costs Incurred for
HME Providers of Enteral Nutrition HME Providers of
60% 100% Tubes/Pumps/Supplies
40%
20% . l I 50%
0%
; o | oo M [ ]
Shipping Labor Product: o
NUTRITION Shipping Labor Product:
T/P/SUPPLIES
M 1-10% Increase 11-20% Increase W 1-10% Increase 11-20% Increase
21-30% Increase ® 31%+ Increase 21-30% Increase ® 31%+ Increase

The Bureau of Labor and Statistics and the Food Price Index have information on inflation of commodities utilized
in EN. These commodities have dramatically increased under inflationary pressures. The cost of EN formula
ingredients such as dairy, vegetable oils, and protein sources have been impacted by inflation, increasing +10-
40%. 7 Increased transportation costs have also contributed to the increases in acquisition costs for HME
providers.

See Appendix D for additional information.

Costs to the Payer
For those with or at risk of malnutrition, EN is life-sustaining. It is critical to ensure access to clinically
appropriate and well-tolerated EN provided by knowledgeable HME providers to prevent malnourishment and

negative health outcomes which can lead to avoidable payer expenses. “Disease-associated malnutrition in the
USA has been estimated as more than $147 billion per year”, but “improved nutrition care has been associated
with fewer complications and faster recovery (shortened lengths of stay, lower readmission rates).”® In addition,
complications with feeding tubes are the third most common reason and account for 10% of hospitalizations in
medically complex children.?

“Malnutrition is linked to increased rates of mortality, increased incidence of healthcare-acquired pressure
ulcers, immune suppression and increased infection rates, delayed wound healing, decreased respiratory and
cardiac function, muscle wasting and functional loss increasing the risk of falls, longer length of hospital stay,
higher readmission rates, and higher treatment costs.”® Additionally, readmission rates, institutionalization, and
ongoing healthcare services increase in end users suffering from malnutrition. In particular, disease-related
malnutrition is a common reason for end users to be readmitted to hospitals.!® A study published in HCUP
Statistical Briefs, developed by the Agency for Healthcare Research and Quality (AHRQ), in 2013 found that
“malnutrition in U.S. hospitalized patients is associated with a more than 50 percent higher rate of readmission
within 30 days, compared to patient stays not associated with malnutrition.”** “In 2021, a draft comparative
effectiveness review on malnutrition in hospitalized adults, prepared for AHRQ by the Evidence-based Practice
Center, found an association between malnutrition and prolonged hospital stays as well as increased mortality
among malnourished patients” according to the Healthcare Nutrition Council.!2 “Hospitalized patients at risk of
malnutrition are also more likely to be discharged to another facility or require ongoing healthcare services after
being discharged from the hospital than patients who are not at risk.”*2
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Some other payers still require a tried-and-failed approach with negative outcomes before end users can receive
coverage for their prescribed formula regimen. This increases the cost of care and creates avoidable adverse
health outcomes for the end user.

PROPOSED SOLUTIONS

The changes in availability of EN formulas, combined with increased cost of goods, labor, and shipping continue
to impact end user access to care in the home or residential care facility. Payer requirements for authorization
when formulas are changed and restrictive formularies in some cases are no longer sustainable in today’s market
environment. The added delay in providing necessary products and expense of pursuing oftentimes redundant
authorizations combined with other external market factors is contributing to widespread enteral formula access
concerns. The current extensive prior auth process for EN formulas may reduce patient access, increase delays
to patient care, and reduce patient satisfaction.

The following solutions could help ensure end user access to EN and supplies:

e Adjust reimbursement to better assure appropriate patient access — would maintain the safety net of
HME providers available to care for end users;

e Expedited & simplified process for Prior Authorization for EN formula — would minimize disruption in
access (which prevents end users from being fed) while waiting on administrative process, help prevent
ED visits and/or adverse health outcomes of end users while using improper product waiting on prior
authorization, and help expedite hospital discharges reducing strain on the hospital system;

o Flexibilities to substitute medically appropriate alternative EN formulas without requiring new Prior
Authorization — preventing unnecessary delays in providing EN while waiting for a secondary prior
authorization

e Regular review and expeditious product additions to Approved Products Lists/Formularies — would
ensure that end users have access to current products on the market that are the most appropriate to
meet their medical needs;

o Decrease excessively burdensome documentation requirements by payers — would minimize delays in
providing needed EN to the end user

CONCLUSION

Enteral nutrition is utilized when medically necessary to sustain life and provide required nutrition for individuals
with a variety of medical conditions. EN is an essential component of nutrition intervention to improve clinical
outcomes for individuals with, or at risk for, malnutrition and to prevent complications that lead to avoidable ED
and physician visits as well as hospital readmissions. The clinical community, HME Industry, advocacy groups,
end users, and their caregivers are concerned about access to the most medically appropriate EN and related
products/supplies. As provider networks continue narrowing their networks, it is difficult for EN end users to
find HME providers that offer the particular EN and/or products they may need.

Insufficient reimbursement means that HME providers are likely to either stop providing EN and related
products/supplies or only offer limited/lower-end nutrition/products. Over 30% of HME providers have closed or
stopped taking Medicare since 2013 due to unsustainable rates and market pressures. Now, over 1in 4 HME
providers are actively considering dropping EN, tubes, pumps, and supplies due to current market dynamics
and increased operational expense.?

The short-term savings for a health plan with limited reimbursement may result in negative health outcomes
which have resulted in higher health care costs. To ensure end users requiring EN and related
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products/supplies receive the appropriate product to promote positive outcomes, payers must set rates at
appropriate levels. At current EN rates, uninterrupted end user access for life sustaining EN is at risk.

Citations:

1. Nackers, A, et al. “Encounters from Device Complications Among Children with Medical Complexity”; 2019.
https://www.ncbi.nlm.nih.gov/pmc/articles/PMC6303085/

American Association for Homecare. 2023. “Enteral Market Impact Survey”.

Bankhead R, et al. JPEN 2009;33(2):122-167

Bechtold ML et al. JPEN 2022;46:1470-1496

https://pearlpoint.org/feeding-tube-awareness/#:~:text=Approximately%20a%20half%20a%20million,for%20a%20variety%200f%20reasons

https://www.ecri.org/press/enfit-compliant-feeding-tube-connectors

www.bls.gov

https://www.dovepress.com/nutrition-interventions-deliver-value-in-healthcare-real-world-evidenc-peer-reviewed-fulltext-article-NDS

The Malnutrition Quality Collaborative. National Blueprint: Achieving Quality Malnutrition Care for Older Adults, 2020.

https://defeatmalnutrition.today/national-blueprint/

10. 2020 Update. Washington, DC: Avalere Health and Defeat Malnutrition Today; 2020.

11. Fingar K, Weiss A, Barrett M, Elixhauser A, Steiner C, Guenter P, and Hise Brown M. All-Cause Readmissions Following Hospital Stays for Patients
with Malnutrition, 2013. HCUP Statistical Brief #218. 2018. 1-18. https://hcup-us.ahrqg.gov/reports/statbriefs/sb218-Malnutrition-Readmissions-
2013.jsp

12. https://healthcarenutrition.org/wp-content/uploads/2022/07/HNC-Comments-to-CMS-FY2023-IPPS-Proposed-Rule-Final.pdf

WK NDUNRWN

1400 Crystal Drive, Suite 460, Arlington, VA 22202

Tel: 202-372-0107 Fax: 202-835-8306 aahomecare.org 12/9/23



: Order Flowcharts

Appendices A & B

*sal|ddns Bulobuo 1oy ojur
lIya1 sjuaired pue xy mau
{0 paau/asn panunuod 1oy
$8]0U Mau sureyqo Japinoid
ANH ‘spus pouad [ya1 1auY

’ — ‘

19ked Aq paulwiaiap Anuenb ||yl SRR
‘puey Ul Xy pifeA yum sjjyal 1oy pooh aq ued sAep 0g 1xau 8y} ul
apaau aq 0} pajoadxa si yonw Se 189 40 Juiod 1xau au 0}
Xy ‘abelanod soueinsul pue siapio ueloisAyd pep q 0} Py !4 UONISUE} 0} SUOFEPOLILIOIoE
uo Buipuadeq “uonelidxa 0} Joud pamaual || MOU PUR PUBY UO SEy Jual ay) [« axew Jo ‘Jauonnoeld
80 01 pax28yd pue pPaLeyd UOIBIUBWNI0P sal|ddns pue e|nuLIoy yonw moy Bupean yum 81eupIood
fyissa0aU [eaipaLu pue uondiosald sauiwie1ap yess Japinoid INH ‘30IAIBS 0} BNURUOD

136 01 13)00d
Jo 1no shed
Juaned

19300d

» Bulim

}

Aoeaiya
1onpoid

¢(aposida

V Med ‘92Inas 5 ¢ynpoid Juaund Buusye ; ob 3 [§]
ul >ealq ‘xa) Bu cAungerrene o d ! ¢abueyd ¢ssojfabueyd
onpoid yum sanss| Wy i Sl 8duela|0)/uonIpUod ueioisAyd buiquosay, UOIJRWIO}UI SOURINSY
10} BUBIID Ul 9BUBYD ERBRIE | W ) SR o= 101sAyd Buiquosaid Irewoul |
ul abueyd

1103 JONUOR ‘S||y3Y INoyBnoay L * *919Ad Burundal _

Ayuow Jayug

BawYng ® dn-mojjo4 Juaned Ajypuoly buninosy

abeIan00 3oURINSU| SBYLBA-
Jaquosaid
wioly Xy pesinal surelqo- ‘paureiqo asuo
| «—] uapinoid INH pesooid ‘yine
Joud Joy ywgns .
o1 o s “UONEIUAWNIOP panoidde
| T 80U0 PaB20ld
urelqo 'Sd3ls agl *suondo 1onpoid
on oN " aAjeUIB)E SSBSSE
” dor pue sanss| mucﬂ_w_og
PIAO
150D ‘saiddns ¢ued . Mcm_vw:_uwuwwmwu
[euonippe 1oy >.n PaMOIfe . %M“w__ arendoudde se juaped
q J0UUEd Inq ox Aib xew sax oN PpEEL son ., 2noiC M st 1o/pue ‘an1Based
apinoad fjim analpal Apeaile UINy Jolid MaN ‘auonnoeld
1apinoid Juaned Sey Jofed Jy Buliael ym
pia syiom Japinoid JWH

3 ‘saljddns Jo 1di@991 Jo uonewIuod

(TEEI1E S EINE | ——— Buikian Ja1e asueInsul i

¢papasu

i(s)1afked
suaned Ag pa1anod

Jonpoud yum
sanss|

¢1npoud
ay) yum sanssi Aue
9ouanadxa uaned
ay) seoq

yiny Jold alnbai 1onpoud 10} Wred sNWgns pue Japio

ay) sassadoud Jjels Jepinoid JNH

clyausq
9o1dsoy
Jo yireay awoy
Japun palanod
sjonpo.d

‘paurelqo aduo paadoid "yine "Jasn pua 0} 1S0 ou Je
Joud 1oy wgNS "uoneIUSWNIOP Jaydepe s|qesinquiai-un
Aressadau ureiqo sapinoid Japinoid JNH

aoueInsu| «
Jaquosaid wouy uoneuawnoop bunioddns
paiinbai-1eked Jayjo @ ‘sajou Leyd ‘salydesBowsp Juaned ‘XY «
saiiddns paejas Jo Alissedau [edlpaw JO UoNEIUBWNI0Q «
azisjpueiq

“191|ddns jo paisanbai
s921A19S J0j Juaned Ag uonoejsies
pue ‘uoneznn Jadoid ‘aouels|o}

2q 03 payirenb
1onpoud ays s|

ainsus 0} AreinBas dn mojjoy pue spasu
uonuINU [BI31US 10} Juded ssasse
0} paures yess Japinoid JNH

agn) ‘snjogyAuneibdwnd uo uopewsojul Buipnjour ‘uonensiuiwpe
JO poylaw Jo AISS898U [EIIPAL JO UONEIUSWNIO «

ayelul aLioed Ajrep
pue ‘pueiq ‘adAl enwoy Joj AIISSa8U [BIIPSW JO UONEIUSWNI0Q «
:Buipnjoul ‘dnas 1o} 1apI0 SaAIRdal Yess Japinoid JINH

A

- uonnN/Buipaa aqny -
$S9920.1d 13pJO [elu| [esajug

12/9/23

1400 Crystal Drive, Suite 460, Arlington, VA 22202

202-835-8306 aahomecare.org

202-372-0107 Fax:

Tel



. ’ — ‘

“1aked Agq paulwiaiep Anuenb

“saijddns Buiobuo 1oj ojut ‘puey Ul Xy PIfeA UM S{[Ija1 10} pooB aq ued skep og 1xau - w%ﬁmmnumw_ oo
31 sjusned pue xy mau Xy ‘abesanod soueInsul pue siapio ueisyd U} Ul papaau aq 0} pajoadxe UoNISUEJ) 0) SUONEPOWIWOIIE
w%oﬂw\mm\:wmm_wﬂwcﬁhw L_ﬁw < uo Buipuadeq ‘UoReIdxa 0] Joud POMoUDl |- S! UONL MOY PUE puBy uO sey [ "0 oo d
SINH ‘spus pouad (o1 Jeyy 90 0] PaY28yd pue papeyd uoieusWNIoP juaIjo 8y} 3onpoid yonw moy Buiea.) yum syeuIpi00d
: Aussadau [eaipaw pue uonduosald saulwIiap yess Japinoid INH ‘901AI8S 0} 8NUNU0D

}

hoealye
jonpoid
Jua.und Buuaye
99UeI9|0)UONIPUOD
|esipaw
ul abueyd

¢(aposida
V Med ‘90InIas

ul ealq xa) bu
Joj euaMId Ul abuByD

¢ynpoid
8yl yum sysey/ausiajaid
juaped ul abueyd

¢abueydp
uepisAyd Buiquosaid

¢ssojjabueyd
uonewloul soueINSU|

110} JONUO ‘S| INoyBnoiy L ’ *810A0 Bulnoal -

Ayuow Jayug

swiyIng % dn-mojjo- Juaned Ajyauop Burunoay

abe1an00 80URINSU| SBLIBA-
Jaquosaid
wioJj Xy pssinal surejqo- ‘paureiqo asduo
" . uapinoid IAH paaooid “yine
& m_m_>m Joud 1oy Nwgns : ad
Iqe|! ‘uoieIUBWINIOP Ppanoidde
01 dn Jenijag  Tesmm— 90U0 PaB20Id
R0 "Sd3LS gL
N oN saA ‘suondo 1onpoud
SARUIR)R SSBSSE pue
1apinoad o:
196 03 333j00d 105 .uw.w En:m Sued sanss| aisey/aoueIa|o}
10 1no sked G Aq pamoye cpasl| % ouiajeld aulwziep
juane, BBLY ) “Aib “xew ;papasu 10npoid mau st oyjsieldolddeise
ed 1119 J0uued Inq oA N 0 pap arl e uaired Jo/pue uanibared
" apinoid im anaiai Apealre YNy Jouid MaN 19€.11U00/A e[} waned 10/p i
i nord waned sey Jaked J| Jauonnoeld Buruagel
Joood P! pia yum sxom Japinosd JNH

0 1no Aed 0} pamoje
» Bulim

¢9o1dsoy
Jo aposida yiesH
SWOH e 1apun

cRugerene
1onpoud yum
sanss|

¢papaau
uiny Joud

dns Jo 1d1a2a1 Jo uoewlyuod
Buifjuen Ja)e aoueinsul

juaned énpoid
‘pauleIqo aouo 410} Wre|d spwqns pue Ispio ay) yum senssi Aue
paaooid ‘yine 8y} sessao0ud yess Japinoid JNH 9ouanadxa juaned
Joud Joj nwgns ay) saoq
"uoneIUBWNI0P >

Aressadau
urelgo
Jo} ajqisuodsal

Kouaby
901dsoH 10
Y)[eaH awoH

aouRINSU|

J1aquosaid woly uoneyuswnsop Buuoddns
pauinbal-1aked 1ayio % ‘sajou peyd ‘sojydelbowsp jusned Xy e
Ayssadau [eslpaw JO UoYEIUSWNI0Q «
:Buipnjour ‘dn)as 10} Japio san@al Jess 1apinoid JNH

“191/ddns jo paysanbai
S@2IAI9s J0j Juaned Ag uonoejsies
pue ‘uonezin Jadoid ‘edueis|o}
ainsua 0} Alrejnbal dn mojjoy pue spaau
uonuINU [eid)us Joj Juaned ssasse
0} paures yeis Japinoid JNH

é(s)afed
s, uaned Aq palanod
aq 0} payiienb
10npoud ays s|

- UOIIINN [e1Q -
$S3204d JapiO |eniuj [eia)ul

12/9/23

202-835-8306 aahomecare.org

202-372-0107 Fax:

1400 Crystal Drive, Suite 460, Arlington, VA 22202

Tel

10



11

Appendix C: Glossary and Supplemental Information

Feeding Pump:

The pump can administer nutrients “continuously” over a specified amount of time (typically between 8-
24 hours) or “intermittently” as a bolus feeding delivered in a larger volume of nutrition over a short
amount of time (repeated several times throughout the day to mimic meals).

A standard feeding pump is indicated for a) users at risk for feeding intolerances (nausea, vomiting,
stomach distension or bloating) with uncontrolled or larger feeding volumes, b) users requiring faster or
intermittent feeding rates or c) users requiring feedings into the small bowel.

The functionality of a “feed-flush” pump is indicated for end users on feedings that require intermittent
water flushes for hydration and tube patency. The feed-flush pump is becoming the preferred pump for
adult feeding. All feeding pumps can be secured on an IV pole for use at bedside and minimal portability.
Many pumps also provide additional portability features, placed in and worn as a backpack, so feedings
can occur while the user is mobile.

Low Profile G-Tubes:

To minimize the likelihood of complications, a low-profile gastrostomy tube is the standard of practice for
pediatric end users who are expected to require tube feedings for an extended period. As compared to a
traditional “long” gastrostomy tube, the low-profile device allows for increased mobility in a developing
child to promote fine and gross motor skills, caregiver ease of use to maintain nutrition and medication
regimens, and skin level proximity to avoid tube dislodgement and site breakdown.

The low-profile device has its own HCPCS code (B4088) but is commonly reimbursed at the same rate as
a traditional gastrostomy tube (B4087) despite having an exponentially higher acquisition cost. With
proper care and training, the low-profile gastrostomy tube can be used for a period of 3 months before it
is replaced, making the additional investment in the device a most cost-effective option to avoid more
costly interventions associated with complications.

Type of Formulas:

Standard formulas — Often comprised of semi-synthetic ingredients, using intact carbohydrates, protein
and fat. Indicated for majority of EN users.

Specialized formulas — Comprised of intact or hydrolyzed protein that is broken down to its individual
components (peptides and amino acids) or specific macro- or micronutrient content is modified to
address the needs of a medical condition. Indicated for users with medical conditions such as Gl
malabsorption conditions, inborn errors of metabolism, or any organ injury or dysfunction.

Blenderized feedings — Commercially manufactured tube feeding formulas are covered by payers but
conventional foods that are home blenderized are not covered by Medicare or other payers.

1400 Crystal Drive, Suite 460, Arlington, VA 22202
Tel: 202-372-0107 Fax: 202-835-8306 aahomecare.org
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Appendix D: Enteral Market Infographic

AAHOMECARE

American Association for Homecare

COST INCREASES AFFECTING

ENTERAL NUTRITION & SUPPLIES

Current reimbursement rates for life sustaining enteral nutrition
& related supplies™ fail to factor the increased costs andmust be
addressed to preserve access to care

REPORTED IMPACT

ON SUPPLIERS:

11-30%+ Increased cost of goods
11-20%+ Increased shipping costs
11-20%+ Increased labor costs

880/ REPORT NO PAYER
O RATE INCREASES

Percent of Increased Costs Incurred? HME PROVIDERS’' COST INCREASES FROM

60
40

% of Suppliers

0
Shipping Labor Avg. Product

B 1-10% Increase [l 11-20% Increase [l 21-30% Increase [ 31%+ Increase
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EN formula in the last year?

10-40%

%
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MANUFACTURER/DISTRIBUTOR!

Incurred Incurred Received
increased increased advance
enteral enteral notice or
nutrition supplies costs  expectation of
costs in in the last 12 cost increase
the last 12 months this year
months

CONTINUED MARKET CHALLENGES WITH SUPPLY CHAIN
DISRUPTION & INCREASE SHIPPING COSTS!
Respondents report supply chain, inflation, labor market, and challenges managing operational costs as issues negatively
impacting their ability to provide disposable supplies

Supply Chain Interruption -
Delayed TimeFrame for Order Fulfillment*

40%

30%

/o
°.
%

Upto30days 31-60days  61-90days  91-120days 121+ days

2

o
B3

1

% of HME Providers
o
B3

o

89% Increased labor costs

Increased shipping costs 94%

100% experienced supply chain disruption in

the last 12 mo.

ship enteral nutrition & supplies at least 80%

[o)
. 84A of the time to end users

B Nutrition B Enteral Supplies 6 9% Minimum additional increase in shipping costs
L]

by major carriers to take effect in 2023

°
1 I n 4 1) National AAH supplier survey on enteral nutrition and supplies, March-April ‘23.

are considering 37%

or actively planning to fewer HME

2) www.bls.gov. 3) AAH analysis of Medicare DMEPOS supplier, July ‘23.
4) www.partnership.com/blog/post/fedex-ups-general-rate-increase

stop providing enteral Providers UNSUSTAINABLE REIMBURSEMENT CAN

d““tt”t'°“t/ supplies gationyide JEOPARDIZE PATIENT ACCESS TO CARE
U€ to cost pressures since 2013 *Supplies includes tubes, pumps, & other supplies required for provision of enteral nutrition

Note: Home Medical Equipment (HME) Providers are also referred to as suppliers
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