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6 Discuss alternatives when patients do not meet criteria for coverage
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Learning objectives

1

2

3

4

List the 4 parts of Medicare and briefly define coverage provided by each

Define PEN and how it fits into the “Prosthetic Device Benefit”

Explain the latest update on Medicare policy for coverage of home PN and 

EN

Discuss alternatives when patients do not meet criteria for coverage

6 Discuss alternatives when patients do not meet criteria for coverage
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• Part A: Hospitalization insurance

• Part B: Medical insurance

• Part C: Medicare advantage

• Part D: Prescription drug coverage

• Varies state by state

Medicare - Federal Medicaid Commercial Payers

PN coverage by payer
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Commercial payers

• Most coverage is through employer purchased policies and levels of coverage may vary widely 

depending on the policy purchased by the employer.

• Patients increasingly have higher deductibles and out-of-pocket (OOP) expenses.

• Most insurance policies have coverage for home infusion services through the major medical benefit.

• Authorization for infusion services is usually required.

• Many payers have restrictive plans (HMO’s, PPO’s) that may limit which providers may be paid for 

services rendered.  
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Commercial payers

Some patients are covered under two different policies. It is key to know which policy is 

primary and which is secondary, and to investigate coverage criteria for both policies.

A secondary policy requires a copy of the original Explanation of Benefits, or EOB before 

paying any claims.

A secondary policy will cover costs not covered under the primary policy (for example, 

deductible, coinsurance, copayments) but only up to its own allowable amounts.

Primary and Secondary Policies
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Medicaid

• Medicaid is a joint federal and state funded program intended to provide medical coverage for the 

indigent

• Each state has different rules

• Most cover infusion therapies but payment varies widely from state to state

• May need authorization for infusion

• Patients may choose or be forced to participate in a managed Medicaid or Medicaid HMO “like” 

program

Rules and payment vary state by state
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The Medicare program

1965 Title XVIII of Social Security Act

Administered by the Centers for Medicare and Medicaid Services (CMS)

Eligibility

• Age 65+

• Under age 65 with permanent disability

• Under age 65 with end-stage renal disease (ESRD)

• Under age 65 with ALS

Centers for Medicare and Medicaid Services. Medicare managed care eligibility and enrollment. Available at: http://www.cms.gov/MedicareMangCareEligEnrol/. Accessed November 2020.
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It covers hospice care, with limited coverage for outpatient drugs and inpatient respite care

Medicare certified agency must be used

Home health aide services

Intermittent skilled care and related supplies

It covers some home healthcare, and the patient must be homebound

An entitlement program

Medicare Part A: hospitalization insurance

Centers for Medicare and Medicaid Services. Medicare program – general information. Available at http://www.cms.gov/MedicareGenInfo. Accessed November 2020.
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Medicare Part B: medical insurance

Medicare Part B is an optional program

• It must be elected and paid for by monthly premiums deducted from Social Security checks

It pays the provider 80% of an ”allowable” charge

• The allowable is the same for all similar type providers within the same geographic area

The remaining 20% is the patient’s responsibility, which may be paid by a secondary or supplemental 

policy. Providers must bill patients for the 20% copay by law.

Outpatient services

Centers for Medicare and Medicaid Services. Medicare program – general information. Available at: http://www.cms.gov/MedicareGenInfo. Accessed November 2020.
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Medicare Part B

Parenteral and enteral nutrition therapy or PEN

11

Falls under the Medicare Part B “Prosthetic Device 
Benefit” of DMEPOS program

There is no reimbursement for the service or actual care 
of the patient, therefore not a full “nutritional benefit” 
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Timeline of progress

ASPEN, in cooperation with NHIA, have been advocating for decades 
to change the outdated Durable Medical Equipment (DME) Parenteral 
and Enteral Nutrition Local Coverage Determination (LCD) criteria. 
Most recent meeting with DME MAC Med Directors was July 2020. 

As a result, effective November 12, 2020, Medicare PN and EN 
Local Coverage Determination policies were retired due to 
“evolution of clinical nutrition paradigms”.

Medicare PN and EN coverage defaulted to the 1984 National 
Coverage Determination (NCD) while proposed changes to the LCD 
were recommended (ASPEN/NHIA) and reviewed for potential 
implementation.

Final PN and EN LCDs effective as of September 5, 2021, 
incorporating many of the proposed changes to be more aligned 
with current clinical practice. 1984 NCD retired on 1/1/22.  
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Enteral nutrition (EN) LCD

“Enteral nutrition is covered for beneficiary who requires feedings via an enteral access device to provide 

sufficient nutrients to maintain weight and strength commensurate with the beneficiary’s overall health 

status and has a permanent impairment:

A. Full or partial non-function of disease of the structures that normally permit food to reach the small    

bowel;

OR

B. Disease that impairs digestion and/or absorption of an oral diet, directly or indirectly, by the small 

bowel.”
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• Inflammatory bowel disease

• Surgical resection of the small bowel

• Chronic pancreatitis

• Advanced liver disease

• Cystic fibrosis

*List is not all inclusive

Impaired digestion/absorption of an oral diet*

• Head and neck cancer with reconstructive surgery

• CNS disease leading to interference with the 

neuromuscular mechanisms of ingestion such 

severity that the patient cannot be maintained with 

oral feeding

Non-function of structures
that permit food to reach the small bowel

Coverage indications for EN (per the new LCD)
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• “Test of Permanence” still required i.e. the need for 
long and indefinite EN as per the judgment of the 
“treating practitioner”

• Documentation of medical necessity for pump (i.e. 
aspiration, severe diarrhea, blood glucose fluctuations 
etc.) is still required

• EN will still be billed under Part B as a prosthetic 
device

What has not changed?

• Medical necessity for special enteral formulas (i.e. 
Vivonex® RTF) must be justified in the medical record, 
but it is no longer required for a patient to fail a trial of 
standard products (i.e. Nutren® 1.0)

• Necessity of multiple objective tests/evidence may still 
be completed but are not required within the updated 
criteria (such as swallow studies)

What has changed?

Effective September 5, 2021

Meeting EN LCD coverage requirements now
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Parenteral nutrition (PN) LCD

“For any item to be covered by Medicare, it must:

1. Be eligible for a defined Medicare benefit category

2. Be reasonable and necessary for the diagnosis or 

treatment of illness or injury or to improve the 

functioning of a malformed body member

3. Meet all other applicable Medicare statutory and 

regulatory requirements.”

“Reasonable and necessary” (Medicare’s definition)

https://www.cms.gov/medicare-coverage-database/view/lcd.aspx?lcdid=38953
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The PN solution provides 20-35 cal/kg/day, 0.8-2.0g protein/kg/day, ≥ 10% dextrose & 
lipid use consistent with product specific dosing recommendations. PN components 
outside of these criteria will require treating practitioner to document medical 
necessity.

4

The beneficiary must have a permanent impairment. Clear documentation in the 
medical record that PN is required for long and indefinite duration (not acceptable if 
only written as part of the Rx)

3

(OR) Disease of the stomach and/or intestine which is a motility disorder and impairs 
the ability of nutrients to be transported through and absorbed by the GI system and is 
clearly supported by the medical record

2b

Condition involving the small intestine and/or its exocrine glands which significantly 
impairs the absorption of nutrients and is clearly supported by the medical record

2a

The treating practitioner must document that EN has been considered and ruled out, 
tried and been found ineffective or that EN exacerbates GI tract dysfunction

1

Meeting the PN LCD coverage requirements as of 9/5/21

Parenteral nutrition (PN) LCD

https://www.cms.gov/medicare-coverage-database/view/lcd.aspx?lcdid=38953
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• PN still billed under Part B Prosthetic Device Benefit

• “Test of Permanence” still required i.e. the need for long and 
indefinite PN as per the judgment of the “treating practitioner”

• The indication for PN needs to be related to permanent small 
bowel impairment/malfunction affecting nutrient absorption --
clearly supported by the medical record

• PN calorie range  20-35 cal/kg/day or need supporting docs 
explaining why

• Final dextrose concentration of PN solution ≥ 10%

• All documentation required prior to SOC

What has not changed?

• Necessity of multiple objective tests/evidence supporting a 
permanent impairment may still be completed but are not 
required for coverage.  

• Required documentation that EN has been considered and 
ruled out, tried and been found ineffective or that EN 
exacerbates GI tract dysfunction. 

• PN Rx protein range has been increased to 0.8-2.0g/kg/day 
(not 0.8-1.5g/kg/day); meaning less documentation required if 
a patient needs up to 2.0 gm/kg/day.

• PN Rx lipid dosing is now consistent with product specific 
dosing guidelines and is not capped at 1500g/month 
(reference product dosing recommendations on next slide)

• Treating practitioner must have seen patient within 30 days 
prior to initiation of PN.

What has changed?

Meeting PN coverage requirements now
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Permanence must be substantiated in the medical record by the 

treating practitioner--always

• Beneficiary has a diagnosis of 

short bowel syndrome and 

cannot be maintained on oral or 

enteral nutrition.

• It is clearly documented that 

there is no longer enough 

functional small bowel to absorb 

enough nutrients to maintain 

weight and strength.

GI

• Beneficiary has a diagnosis of ovarian 

cancer and has a bowel obstruction 

which cannot be relieved with surgery 

or treatment.

• Oral and enteral nutrition is not 

possible, and the medical record 

supports this.

Oncology

• Beneficiary has had bariatric 

surgery in the past, has 

documented long term GI 

complications that preclude the use 

of oral or enteral feedings, and the 

beneficiary cannot maintain weight 

or strength commensurate with 

overall health status.

Surgery

Meeting the LCD for PN: 3 Examples

1 2 3

National Home Infusion Association. NHIA Talk Infusion Webinar: Medicare’s 
Changing Coverage Criteria for Parenteral and Enteral Nutrition. October 27, 2020
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• Follows commercial insurance guidelines

• Requires a denial from Medicare, but the denial must 
be a PR (patient responsibility) denial

• Because secondary policies require a primary 
explanation of benefits (EOB), when the patient does 
not meet Medicare criteria or there is no coverage for 
therapy through Medicare, Medicare still needs to be 
billed for denial

• Provider must go through the same paperwork process

• If Medicare Part B has a benefit (PN, enteral, or 
external infusion pump), the patient must sign an ABN 
(Advance Beneficiary Notice of Non-coverage) prior to 
start of care (SOC) indicating understanding that 
Medicare will not pay

Secondary insurance: True major medical coverage

• Only pays when Medicare covers the therapy

• Covers the deductible and the 20% co-payment

• If Medicare doesn’t pay, a Medicare supplemental 
policy will not pay

Medicare “supplemental” insurance

Supplemental and secondary policies

Medicare

Centers for Medicare and Medicaid Services. Medicare national coverage determinations manual chapter 1, part 1 (section 10 – 80.12) coverage determinations. Available at: https://www.cms.gov/manuals/downloads/ncd103c1_Part1.pdf. Accessed November 2020
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Options when patients do not qualify

Stay in hospital to complete therapy

Referral to skilled nursing facility (SNF) or long-term acute care facility (LTAC) where the 

patient has benefits

Hospital letter of agreement (LOA) or contract where institution will pay home infusion 

provider for a defined therapy length – usually short term

Patient self pay

• The patient must sign an ABN prior to SOC
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Medicare Part C

• Plans are operated by the private sector and replace Medicare A and B.

• Plans have to state they follow Medicare guidelines, but some plans may offer enhanced or

supplemental benefits for home infusion. Beneficiary must select and pay more for these benefits if 

they are offered.

• Plans contract with other providers for services (doctors, hospitals, outpatient services)

• Many plans build prescription benefits into the same plan; others may have a separate Part D 

contractor for oral meds

Medicare advantage/replacement plans

///
Beneficiaries have an opportunity to sign up/change plans during open enrollment (Oct-Dec): 

http://www.medicare.gov/find-a-plan/questions/home.aspx

http://www.medicare.gov/find-a-plan/questions/home.aspx


© 2022 Optum, Inc. All rights reserved. 23

Each plan has their own formulary

Part D plans do not cover all drugs – only those on their individual formulary

There can be 30-60 plans in a market

Each plan contracts with pharmacies to provide services

A “mandatory” benefit for all dual-eligible patients (Medicare with Medicaid secondary)

• It replaces Medicaid drug coverage for patients in most states

“Voluntary” benefit for all Medicare eligible patients

Managed entirely by the private insurance sector

Covers oral medications, injectables and some infusion drugs (drug only) that are 
NOT covered under Part A or Part B

• PN is NOT covered since it falls under part B

Retail prescription drug plan

Medicare Part D
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Additional Medicare PN Resources 

ASPEN podcast:  

Update on Medicare Reimbursment Coverage 

for Parenteral and Enteral Nutrition

Podcast link:

https://www.linkedin.com/posts/american-society-for-parenteral-%26-enteral-nutrition-a-s-p-e-n-_our-latest-podcast-episode-

discusses-the-activity-6868986628703035392-iQQB

NHIA Infusion magazine article: 

Medicare updates home enteral and parenteral nutrition policies: 

What home infusion providers need to know about coverage criteria.  

Article link: 

http://digitaleditions.sheridan.com/publication/?m=13064&i=723306&p=1&ver=html5

https://www.linkedin.com/posts/american-society-for-parenteral-%26-enteral-nutrition-a-s-p-e-n-_our-latest-podcast-episode-discusses-the-activity-6868986628703035392-iQQB
http://digitaleditions.sheridan.com/publication/?m=13064&i=723306&p=1&ver=html5


© 2022 Optum, Inc. All rights reserved. 25

Links to EN and PN LCDs (Effective 9.5.21)

LOCAL COVERAGE DETERMINATIONS (LCDs)

L38955 - Enteral Nutrition

https://www.cms.gov/medicare-coverage-database/view/lcd.aspx?lcdid=38955&ver=5

LOCAL COVERAGE DETERMINATIONS (LCDs)

L38953 - Parenteral Nutrition

https://www.cms.gov/medicare-coverage-database/view/lcd.aspx?lcdid=38953&ver=4

https://www.cms.gov/medicare-coverage-database/view/lcd.aspx?lcdid=38955&ver=5
https://www.cms.gov/medicare-coverage-database/view/lcd.aspx?lcdid=38953&ver=4
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Learning Assessment Questions:

1. True of False: Home parenteral nutrition is covered under Medicare Part A.

2. True or False: A patient must be NPO to qualify for home parenteral nutrition under Medicare.

3. True of False: If a patient meets Medicare guidelines, home parenteral nutrition will be covered at 

100%.


