Akido Labs Medical Necessity Supplementation Criteria

Durable Medical Equipment

1. MCG Criteria Used

Clinical Criteria: MCG Care Guidelines, 30th Edition
» Walker (MCG ORG: A-0881 AC, 30th Edition)
» Hospital Bed, Semi-Electric or Total Electric (MCG ORG: A-0878 AC, 30th Edition)

Applicable CPT /| HCPCS Codes:
CPT | HCPCS Code Description

E0130, E0135 Walker, rigid (pickup) or folding (wheeled), adjustable or fixed
height

E0140, E0141 Walker with trunk support, or rigid wheeled walker without seat,
adjustable or fixed height

E0143, E0144 Walker, folding, wheeled, with or without seat; or enclosed four-
sided framed wheeled walker with posterior seat

E0147-E0149 Heavy-duty multiple-braking-system walker, heavy-duty walker
without wheels, or heavy-duty wheeled walker

E0150-E0157 Additional walker types and accessories (e.g., gait trainer, leg
extensions, seat attachment, crutch attachment)

E0260, E0261 Hospital bed, semi-electric (head and foot adjustment), with or
without mattress and side rails

E0265, E0266 Hospital bed, total electric (head, foot, and height adjustment), with
or without mattress and side rails

E0294-E0297 Hospital bed, semi-electric or total electric, with or without mattress
and with or without side rails (additional configurations)

E0329 Hospital bed, pediatric, electric or semi-electric, with or without
mattress

2. Statement of Rationale

Akido Labs uses the criteria in MCG Care Guidelines (30th Edition) to supplement the general
Medicare criteria regarding durable medical equipment, including walkers and semi-electric or
total electric hospital beds, where Medicare coverage criteria are not fully established or require
additional clinical specificity. MCG criteria are used to ensure consistency in reviewing the
conditions to be met for coverage of durable medical equipment and to determine when such
equipment is medically necessary.

Durable medical equipment supports safe mobility and care at home for the Medicare Advantage
population, in which impaired ambulation, falls risk, and conditions requiring specific body
positioning or transfer assistance are common. Walkers address mobility deficits not resolved by
lesser assistive devices, and semi-electric or total electric hospital beds address positioning,
transfer, respiratory, and special-equipment needs that a standard bed cannot meet. Appropriate,
evidence-based criteria help ensure that equipment is provided when it is needed and is not
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provided when a lesser device would suffice. Absent consistent criteria, there is material risk of
both inappropriate denial of medically necessary equipment and inappropriate approval of
equipment that exceeds clinical need.

Potential Clinical Harms:

Walker: Inappropriate denial of a walker for a patient with impaired ambulation, limited weight-
bearing status, or a mobility deficit not resolved by a cane or crutches, who is able to ambulate
with and safely use a walker, could result in immobility, deconditioning, falls, fall-related fracture,
and loss of independence. In an elderly population, denial of an appropriate ambulatory assistive
device materially increases fall risk and its downstream morbidity and mortality.

Hospital Bed: Inappropriate denial of a semi-electric or total electric hospital bed for a patient
whose medical condition requires body positioning that cannot be achieved in an ordinary bed
could prevent management of conditions such as edema, contracture, and pressure injury, and
could impede safe transfer to a chair, wheelchair, or standing position in patients with hip fracture,
spinal cord injury, or stroke. Denial of head-of-bed elevation greater than 30 degrees, where
pillows and wedges are insufficient, could worsen respiratory compromise in heart failure or
pulmonary disease and increase the risk of aspiration and ventilator-associated pneumonia during
enteral feeding. Denial of a bed required to support attached special equipment such as traction or
an overhead trapeze could prevent necessary treatment and safe mobility.

Clinical Benefits:

Walker: MCG criteria provide validated indications drawn from published evidence and a
systematic review of mobility-related assistive devices, requiring that ambulation is impaired, that
a lesser device does not sufficiently resolve the mobility deficit, and that the patient is able to
ambulate with and safely use a walker. By tying provision to these specific findings, the criteria
directly counter the harm of immobility, falls, and loss of independence identified above while
ensuring the device matches the patient's functional need. The guideline notes that for impaired
ambulation the evidence demonstrates a net benefit, of less than moderate certainty, consistent
with common standard care.

Hospital Bed: MCG criteria specify the qualifying conditions for a semi-electric or total electric
hospital bed and tie each to clinical evidence. For body positioning that cannot be achieved in an
ordinary bed, a national clinical practice guideline supports a home total electric hospital bed for
patients whose mobility issues prohibit use of a standard bed and who require positioning for
pressure relief, improved respiratory function, contracture prevention, or pain relief (e.g., multiple
limb amputation, severe arthritis, spinal cord disorders, stroke), directly countering the harm of
unmanaged edema, contracture, and pressure injury identified above. For head-of-bed elevation
greater than 30 degrees, a review article establishes that an adjustable bed is necessary when
pillows and wedges are insufficient, and a feasibility study of 15 ventilated patients receiving tube
feeding found that elevation greater than 30 degrees reduced oral secretion volume, reflux, and
aspiration without development of pressure ulcers, directly addressing the respiratory and
aspiration harms identified above. For attached special equipment, evidence establishes that a
fracture frame, overhead trapeze, or traction equipment must be attached to a hospital bed for
proper use, addressing the harm of withheld necessary treatment identified above.

Reduction of unwarranted variation and overutilization: MCG criteria identify when a lesser
assistive device or alternative is sufficient (e.g., cane or crutches for a walker; bed grab rail, bed
risers, low-height or conventional bed, or positioning equipment such as pillows and wedges for a
hospital bed) and require documentation of functional need and the patient's or caregiver's ability
to operate the equipment, reducing provision of equipment that exceeds clinical need. The clinical
benefits of using MCG Care Guidelines are highly likely to outweigh any clinical harms, including
delayed or decreased access to services. The criteria are unlikely to lead to inappropriate denials
because they incorporate indications drawn directly from current evidence, specialty and national
clinical practice guidelines, and standard practice. Use of these criteria ensures patients receive
the most clinically appropriate equipment, and decreases inappropriate denials by applying a

MCG Care Guidelines, 30th Edition Page 2 of 9



Akido Labs Medical Necessity Supplementation Criteria

consistent, objective, evidence-based set of review criteria across the Medicare Advantage
population.

3. Explanation of Supplementation

Basis for Use:

Original Medicare clinical criteria for durable medical equipment are addressed in part by national
and local coverage policy but are not fully established for every clinical circumstance, and require
supplementation to ensure consistent medical necessity determinations for walkers and hospital
beds. While Medicare statutes establish the general 'reasonable and necessary' standard and
CMS maintains durable medical equipment coverage policy, the available determinations do not
specify the full set of functional thresholds (e.g., the degree of ambulation impairment and failure
of lesser devices for a walker, or the positioning, transfer, respiratory, and special-equipment
conditions for a hospital bed) required to distinguish indicated from nonindicated equipment.
Where a national or local coverage determination applies, MCG criteria are used to supplement
and do not replace, modify, or supersede it.

Applicable Medicare References:
» Social Security Act Section 1862(a)(1): 'Reasonable and necessary' standard
» Medicare Benefit Policy Manual, Chapter 14: Medical Devices (CMS IOM Publication 100-
02)
» Medicare Benefit Policy Manual, Chapter 15: Covered Medical and Other Health Services,
including the durable medical equipment benefit (CMS I0M Publication 100-02)

» Medicare Benefit Policy Manual, Chapter 16: General Exclusions from Coverage (CMS
IOM Publication 100-02)

* Medicare Program Integrity Manual, Chapter 6, Section 6.5: Medical Review of Inpatient
Hospital Claims for Part A Payment (CMS IOM Publication 100-08)

* Code of Federal Regulations: 42 CFR 419.22; 42 CFR 422.101

» National Coverage Determinations: CMS maintains durable medical equipment coverage
policy and the National Coverage Determinations Manual provisions applicable to walkers
and hospital beds; applicable NCDs and LCDs are followed first, and MCG criteria are used
to supplement and do not replace them. For circumstances not fully addressed by an NCD
or LCD, Original Medicare criteria are not fully established, requiring supplementation.

* Medicare Coverage Database:
https://lwww.cms.gov/medicare-coverage-database/search.aspx

Within the above statutes and regulations, coverage criteria for these specific durable medical
equipment items are not fully established, and the use of MCG Care Guidelines is necessary to
provide additional clinical specificity. Specifically, MCG criteria assist in determining:

» Medical necessity and appropriateness of a walker for impaired ambulation, including the
requirement that a lesser device does not sufficiently resolve the mobility deficit and that
the patient can safely use a walker;

» Medical necessity and appropriateness of a semi-electric or total electric hospital bed
based on the qualifying conditions of body positioning that cannot be achieved in an
ordinary bed, head-of-bed elevation greater than 30 degrees where pillows and wedges are
insufficient, or the need to support attached special equipment, together with the patient's
or caregiver's ability to operate the bed;

» Appropriate equipment selection matched to the patient's functional need, including
consideration of bariatric equipment for patients with a body mass index of 35 or greater.
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The use of MCG Care Guidelines ensures consistency in reviewing the conditions to be met for
coverage of durable medical equipment. Use of these criteria to supplement the coverage criteria
noted above provides clinical benefits by helping ensure equipment is not incorrectly denied when
medically appropriate for a particular patient, nor incorrectly approved when not reasonable and
necessary. The clinical benefits of using these criteria are highly likely to outweigh any clinical
harms, including from inappropriate denials, because the criteria are unlikely to lead to
inappropriate denials. The added criteria will provide numerous clinical benefits in helping ensure
patients receive the appropriate level of care. In addition, use of the criteria may decrease
inappropriate denials by creating a consistent set of evidence-based review criteria.

4. Summary of Clinical Evidence

Background

Walker (MCG ORG: A-0881 AC)

A walker is durable medical equipment indicated when ambulation is impaired such that mobility-
related activities of daily living cannot be completed, cannot be completed in a reasonable amount
of time, or cannot be completed safely; when weight-bearing status is limited; and when a lesser
ambulatory assistive device such as a cane or crutches does not sufficiently resolve the mobility
deficit, provided the patient is able to ambulate with and safely use a walker. Prescriptions may
include a standard walker, hemi-walker, and related types. This MCG care guideline may overlap
CMS guidance located in statutes and regulations; applicable NCDs, LCDs, and other regulations
are followed first, and MCG criteria supplement but do not replace them.

Hospital Bed, Semi-Electric or Total Electric (MCG ORG: A-0878 AC)

A hospital bed includes a headboard and footboard, locking and unlocking casters, and a mattress
supported by metal panels or a spring frame, and may include integrated bed rails. Semi-electric
beds allow motorized changes to upper and lower body positions but require manual height
adjustment, while total electric beds allow motorized adjustment of upper body, lower body, and
bed height. A semi-electric or total electric hospital bed is indicated when the patient's clinical
condition requires a hospital bed for body positioning that cannot be accomplished in an ordinary
bed, for elevation of the head of the bed to more than 30 degrees where pillows and wedges are
insufficient, or to support special equipment such as traction equipment or an overhead trapeze,
and when the patient or caregiver is able to operate the bed controls and adjust the bed position.
Patients with a body mass index of 35 or greater should be evaluated for possible need of a
bariatric bed. This MCG care guideline may overlap CMS guidance located in statutes and
regulations; for Medicare Advantage beneficiaries, applicable NCDs, LCDs, and other regulations
are followed first, and MCG criteria supplement but do not replace them.

Evidence Summary

Walker (MCG ORG: A-0881 AC)

The evidence for the clinical indications in this guideline includes 19 published peer-reviewed
articles and 2 book sections. Key evidence includes:

» For patients whose ambulation is impaired, evidence demonstrates a net benefit, of less
than moderate certainty, consistent with consensus opinion and common standard care. A
systematic review of the use of mobility-related assistive devices supports walker provision
for appropriately selected patients.

» The criteria require that a lesser assistive device does not sufficiently resolve the mobility
deficit and that the patient is able to ambulate with and safely use the walker, matching the
device to functional need.

Hospital Bed, Semi-Electric or Total Electric (MCG ORG: A-0878 AC)
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The evidence for the clinical indications in this guideline includes 12 published peer-reviewed
articles, 3 specialty society or other evidence-based guidelines, and 2 book sections. Key
evidence includes:

» For body positioning due to a medical condition that requires a hospital bed, evidence
demonstrates a net benefit, of less than moderate certainty. A national clinical practice
guideline states that a home total electric hospital bed is indicated for patients whose
permanent or temporary mobility issues prohibit use of a standard bed and who require
body positioning for pressure relief, improved respiratory function, contracture prevention,
or pain relief (e.g., multiple limb amputation, severe arthritis, spinal cord disorders, stroke).
An adjustable bed that elevates the lower extremities may be needed to manage conditions
such as edema, and adjustable bed height can facilitate transfers and promote
independence and safety for stroke patients.

» For elevation of the head of the bed to more than 30 degrees due to respiratory issues or
risk for aspiration, evidence demonstrates a net benefit, of less than moderate certainty. A
review article notes that when the head of the bed must be elevated greater than 30
degrees an adjustable hospital bed is necessary, and a feasibility study of 15 ventilated
patients receiving tube feeding found that elevation greater than 30 degrees reduced oral
secretion volume, reflux, and aspiration without development of pressure ulcers.

» For special equipment that requires a hospital bed, evidence demonstrates a net benefit, of
less than moderate certainty. Certain specialized equipment, such as a fracture frame,
overhead trapeze, or traction equipment, must be attached to a hospital bed for proper use.

Rationale (from MCG)

Use of these MCG care guidelines helps the clinician determine whether a particular treatment,
medication, or service might be appropriate for a specific patient, taking into account their unique
health complexities, and helps identify patient-specific complex clinical factors that determine the
medical necessity and appropriate selection of durable medical equipment. The evidence-based
clinical criteria assist the clinician in deciding when a walker or hospital bed is appropriate based
on functional impairment, positioning and safety needs, and the sufficiency of lesser alternatives.
Utilizing evidence-based clinical criteria promotes patient safety by helping ensure that potential
patient benefits outweigh the risks, and increases consistency in treatment thresholds, leading to
less variation in care and promoting equitable treatment among patients. Appropriate use of the
evidence-based clinical criteria ensures Medicare patients receive full access to Medicare
benefits without risk of delay or decreased access. These guidelines supplement but do not
replace, modify, or supersede existing Medicare regulations or applicable National Coverage
Determinations (NCDs) or Local Coverage Determinations (LCDs).

Related CMS Coverage Guidance (as cited in MCG 30th Edition):

» Code of Federal Regulations (CFR): 42 CFR 419.22; 42 CFR 422.101

* CMS IOM Publication 100-02, Medicare Benefit Policy Manual: Chapter 14 (Medical
Devices); Chapter 15 (Covered Medical and Other Health Services, including the durable
medical equipment benefit); Chapter 16 (General Exclusions from Coverage)

* CMS IOM Publication 100-08, Medicare Program Integrity Manual, Chapter 6, Section 6.5

» National Coverage Determinations: CMS National Coverage Determinations Manual
provisions applicable to durable medical equipment; followed first, with MCG criteria used
to supplement

» Medicare Coverage Determinations: Medicare Coverage Database:
https://www.cms.gov/medicare-coverage-database/search.aspx
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5. Public Accessibility

Transparency Tool URL:
https://akido.access.mcg.com/index

Coverage Summaries URL:
https://www.myfamilymg.com/medical-necessity-supplementation-criteria/documents

Navigation Instructions:

To access these coverage summaries, navigate to the UM Criteria page, scroll to the bottom of the
page, and click the Medical Necessity Supplementation Criteria link. All summaries are organized
alphabetically by category.
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