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INSTRUCTIONS FOR USE

The following Coverage Policy applies to health benefit plans administered by Cigna Companies.
Certain Cigna Companies and/or lines of business only provide utilization review services to clients
and do not make coverage determinations. References to standard benefit plan language and
coverage determinations do not apply to those clients. Coverage Policies are intended to provide
guidance in interpreting certain standard benefit plans administered by Cigna Companies. Please
note, the terms of a customer’s particular benefit plan document [Group Service Agreement,
Evidence of Coverage, Certificate of Coverage, Summary Plan Description (SPD) or similar plan
document] may differ significantly from the standard benefit plans upon which these Coverage
Policies are based. For example, a customer’s benefit plan document may contain a specific
exclusion related to a topic addressed in a Coverage Policy. In the event of a conflict, a customer’s
benefit plan document always supersedes the information in the Coverage Policies. In the absence
of a controlling federal or state coverage mandate, benefits are ultimately determined by the
terms of the applicable benefit plan document. Coverage determinations in each specific instance
require consideration of 1) the terms of the applicable benefit plan document in effect on the date
of service; 2) any applicable laws/regulations; 3) any relevant collateral source materials including
Coverage Policies and; 4) the specific facts of the particular situation. Each coverage request
should be reviewed on its own merits. Medical directors are expected to exercise clinical judgment
where appropriate and have discretion in making individual coverage determinations. Where
coverage for care or services does not depend on specific circumstances, reimbursement will only
be provided if a requested service(s) is submitted in accordance with the relevant criteria outlined
in the applicable Coverage Policy, including covered diagnosis and/or procedure code(s).
Reimbursement is not allowed for services when billed for conditions or diagnoses that are not
covered under this Coverage Policy (see "Coding Information” below). When billing, providers
must use the most appropriate codes as of the effective date of the submission. Claims submitted

Page 1 of 26
Medical Coverage Policy: 0536


https://static.cigna.com/assets/chcp/pdf/coveragePolicies/medical/mm_0178_coveragepositioncriteria_breast_reconstruction_follow_mast_lump.pdf
https://static.cigna.com/assets/chcp/pdf/coveragePolicies/medical/mm_0178_coveragepositioncriteria_breast_reconstruction_follow_mast_lump.pdf
https://static.cigna.com/assets/chcp/pdf/coveragePolicies/medical/mm_0266_coveragepositioncriteria_gender_reassignment_surgery.pdf
https://static.cigna.com/assets/chcp/pdf/coveragePolicies/medical/mm_0125_coveragepositioncriteria_intraocular_lens_implant.pdf
https://static.cigna.com/assets/chcp/pdf/coveragePolicies/medical/mm_0403_coveragepositioncriteria_surgery_for_male_sexual_dysfunction.pdf
https://static.cigna.com/assets/chcp/pdf/coveragePolicies/medical/mm_0403_coveragepositioncriteria_surgery_for_male_sexual_dysfunction.pdf
https://static.cigna.com/assets/chcp/pdf/coveragePolicies/medical/mm_0543_coveragepositioncriteria_orthotic_devices_shoes.pdf

for services that are not accompanied by covered code(s) under the applicable Coverage Policy
will be denied as not covered. Coverage Policies relate exclusively to the administration of health
benefit plans. Coverage Policies are not recommendations for treatment and should never be used
as treatment guidelines. In certain markets, delegated vendor guidelines may be used to support
medical necessity and other coverage determinations.

This Coverage Policy addresses prosthetic devices—fabricated items designed as replacements for
missing body parts.

For information regarding prosthetic devices not addressed in this policy, please reference the
applicable Cigna Medical Coverage Policy in the Related Coverage Resources section above.

Coverage Polic

Coverage for prosthetic devices varies across plans. Please refer to the customer’s
benefit plan document to determine benefit availability and the terms and conditions of
coverage.

Microprocessor-controlled/computer-controlled/ myoelectric devices are considered a
type of power enhancement/controlled device.

GENERAL CRITERIA FOR A PROSTHETIC DEVICE
Functional Levels

Medical necessity for a lower limb prosthetic appliance is based on an individual’s
functional ability when using the prosthetic device. Functional ability is based on the
following classification levels:

e Level 0: Does not have the ability or potential to ambulate or transfer safely with or
without assistance and prosthesis does not enhance his/her quality of life or mobility.

e Level 1: Has the ability or potential to use prosthesis for transfers or ambulating on level
surfaces at fixed cadence; typical of the limited and unlimited household ambulator.

e Level 2: Has the ability or potential for ambulating with the ability to traverse
environmental barriers such as curbs, stairs or uneven surfaces; typical of the limited
community ambulator.

e Level 3: Has the ability or potential for ambulating with variable cadence; typical of the
community ambulator who has the ability to traverse most environmental barriers and may
have vocational, therapeutic, or exercise activity that demands prosthetic utilization
beyond simple locomotion.

e Level 4: Has the ability or potential for prosthetic ambulating that exceeds basic
ambulating skills, exhibiting high impact, stress, or energy levels; typical of the prosthetic
demands of the child, active adult, or athlete.

The following prosthetic devices are considered medically necessary when used to
replace a missing or nonfunctional body part and when applicable medical necessity
criteria listed below is met (Please note: prior authorization requirements may apply):
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External facial (e.g., nose, ear, midfacial, orbital, upper facial, hemifacial)
Eye prosthesis (e.g., internal ocular, scleral shell)

Lower extremity (e.g., foot, ankle, above/below knee)

Upper extremity (e.g., finger, hand, wrist, above/below elbow, shoulder)
Terminal devices, such as hands or hooks

Accessories to a prosthetic device are considered medically necessary when the
accessory is required for the effective use of the prosthesis.

Not Medically Necessary
The following prosthetic devices are each considered not medically necessary:

e a lower limb prosthetic device for functional level 0
additions/components that are not required for the effective use of the device
prosthetic devices or additions/components not required for participation in normal
activities of daily living, including those that are chiefly for convenience, for participation in
recreational activities, or that otherwise exceed the medical needs of the individual (e.g.,
back-up/duplicate prosthetic devices, waterproof leg prosthesis [e.g., The Fin, used for
swimming])

IRIS PROSTHESIS

An iris prosthesis (CPT® code 66683; HCPCS code C1839) is considered experimental,
investigational or unproven for any indication, including but not limited to the treatment
of full or partial aniridia.

EXTERNAL FACIAL PROSTHESIS

An external facial prosthesis is considered medically necessary when the prosthesis is
prescribed to compensate for the loss or absence of facial tissue as a result of disease,
injury, surgery, or congenital defect.

A duplicate external facial prosthesis is considered a convenience item and is
considered not medically necessary.

UPPER LIMB: MYOELECTRIC PROSTHETIC DEVICE

If a benefit is available for an upper limb myoelectric device, the following medical
necessity criteria apply.

An upper limb myoelectric prosthetic device is considered medically necessary for an
individual with an amputation or congenital absence of a portion of an arm (e.g., hand,
forearm, elbow) when ALL of the following criteria are met:

e The individual has sufficient cognitive ability to successfully utilize a myoelectric prosthetic
device.

e The remaining musculature of the arm(s) contains the minimum microvolt threshold to
allow operation of a myoelectric prosthetic device.
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e A standard body-powered prosthetic device cannot be used or is insufficient to meet the
functional needs of the individual in performing activities of daily living

An intent decoding module or pattern recognition add-on module for an upper limb
myoelectric prosthetic device (e.g., Coapt Complete Control Gen2; Ottobock Myo Plus)
(HCPCS code L6700) is considered experimental, investigational or unproven.

LOWER LIMB: MECHANICAL (NON-POWERED, NON-MICROPROCESSOR)

A single axis, fluid swing and stance phase control lower limb addition (HCPCS code
L5828) is considered medically necessary when the individual is functional level 3 or
greater.

LOWER LIMB: MICROPROCESSOR-CONTROLLED PROSTHETIC DEVICE

If a benefit is available for a microprocessor-controlled/computer-controlled lower limb
prosthetic, the following medical necessity criteria apply.

Any of the following microprocessor-controlled prosthetics, including
additions/components that are required for the effective use of the device (and
consistent with the user’s functional level), are considered medically necessary when
the individual is functional level 3 or greater:

e a microprocessor-controlled ankle-foot prosthetic (HCPCS code L5973) for a transtibial
amputee (i.e., below-the-knee)

e a microprocessor-controlled knee prosthetic (HCPCS code L5856) for a knee disarticulation
amputee or a transfemoral amputee (i.e., above-the-knee)

e a combination microprocessor-controlled prosthetic/system (e.g., Linx), when a
microprocessor-controlled prosthetic knee alone is inadequate to meet the functional needs
of the individual (e.g., continued knee/foot instability due to environmental/anatomical
barriers)

A microprocessor-controlled prosthetic is considered not medically necessary for any
other indication.

LOWER LIMB: POWERED MICROPROCESSOR-CONTROLLED PROSTHETIC DEVICE

If a benefit is available for a powered or power-enhanced lower limb prosthetic, the
following medical necessity criteria apply.

An endoskeletal knee-shin system (addition to a lower limb device) with powered and
programmable flexion/extension assist control, including any type of motor(s) (HCPCS
code L5859) (e.g., Ossur Power Knee™) is considered medically necessary when ALL of
the following criteria have been met:

e The individual has a swing and stance phase-type microprocessor controlled (electronic)
knee (HCPCS code L5856).
e The individual is functional level 3 (K3) only™.
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e The individual has a documented comorbidity of the spine and/or sound limb affecting hip
extension and/or quadriceps function that impairs K3 level function with the use of a
microprocessor-controlled knee alone.

*Note: Coverage of this device is limited to individuals who are Functional Level 3; the
device is not intended for high impact activity, sports, excessive loading, or heavy duty
use.

The following powered prosthetic devices are each considered not medically necessary:
e a microprocessor-controlled ankle foot prosthetic with power assist (e.g., Ottobock

Empower [HCPCS codes L5973, L5969])
e a powered lower limb prosthetic for any other indication

LOWER LIMB: VACUUM SUSPENSION SYSTEM

A vacuum suspension system (e.g., vacuum-assisted socket system [VASS]) (HCPCS
code L5781) is considered medically necessary to control residual limb volume when
there is contraindication to or failure of other socket-suspension systems (e.g.,
mechanical, passive suction) to adequately secure the limb to the prosthesis.

Coding Information

Notes:

1. This list of codes may not be all-inclusive since the American Medical Association (AMA)
and Centers for Medicare and Medicaid Services (CMS) code updates may occur more
frequently than policy updates.

2. Deleted codes and codes which are not effective at the time the service is rendered may
not be eligible for reimbursement.

IRIS PROSTHESIS

Considered Experimental/Investigational/Unproven:

CPTO®* Description
Codes
66683 Implantation of iris prosthesis, including suture fixation and repair or removal of

iris, when performed

HCPCS Description
Codes
C1839 Iris prosthesis

EXTERNAL FACIAL PROSTHESIS

Considered Medically Necessary when criteria in the applicable policy statements listed
above are met and only when coverage is available under the plan for the specific
device/component/item:
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CPTO®* Description
Codes
21088 Impression and custom preparation; facial prosthesis

UPPER LIMB: MYOELECTRIC PROSTHETIC DEVICE

Considered Medically Necessary when criteria in the applicable policy statements listed
above are met and only when coverage is available under the plan for the specific
device/component/item:

HCPCS Description

Codes

L6880 Electric hand, switch, or myoelectric controlled, independently articulating digits,
any grasp pattern or combination of grasp patterns, includes motor(s)

L6881 Automatic grasp feature, addition to upper limb electric prosthetic terminal
device

L6882 Microprocessor control feature, addition to upper limb prosthetic terminal device

L6935 Below elbow, external power, self-suspended inner socket, removable forearm
shell, Otto Bock or equal electrodes, cables, two batteries and one charger,
myoelectronic control of terminal device

L6955 Above elbow, external power, molded inner socket, removable humeral shell,
internal locking elbow, forearm, Otto Bock or equal electrodes, cables, two
batteries and one charger, myoelectronic control of terminal device

L7007 Electric hand, switch or myoelectric controlled, adult

L7259 Electronic wrist rotator, any type

Considered Experimental/Investigational/Unproven:

HCPCS Description

Codes

L6700 Upper extremity addition, external powered feature, myoelectronic control
module, additional EMG inputs, pattern-recognition decoding intent movement

LOWER LIMB: MECHANICAL (NON-POWERED, NON-MICROPROCESSOR)

Considered Medically Necessary when used to report a component or addition to a lower
limb prosthetic device when criteria in the applicable policy statements listed above are
met and when coverage is available under the plan for the specific
device/component/item:

HCPCS Description

Codes

L5828 Addition, endoskeletal knee-shin system, single axis, fluid swing and stance
phase control

L5999'" Lower extremity prosthesis, not otherwise specified

Note: Considered medically necessary for functional level 3 or above.

*Note: Considered medically necessary when used to report a medically necessary
component or addition to a lower limb prosthetic device in the absence of a more
specific code.
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LOWER LIMB: MICROPROCESSOR-CONTROLLED PROSTHETIC DEVICES

Considered Medically Necessary when criteria in the applicable policy statements listed
above are met and when benefits are available under the plan for a microprocessor-
controlled prosthetic:

HCPCS Description

Codes

L5827 Endoskeletal knee-shin system, single axis, electromechanical swing and stance
phase control, with or without shock absorption and stance extension damping

L5856 Addition to lower extremity prosthesis, endoskeletal knee-shin system,
microprocessor control feature, swing and stance phase, includes electronic
sensor(s), any type

L5973 Endoskeletal ankle foot system, microprocessor controlled feature, dorsiflexion
and/or plantar flexion control, includes power source

Additional Components/Features of Microprocessor-Controlled Prosthetic Devices

Considered Medically Necessary when criteria in the applicable policy statements listed
above are met and when benefits are available under the plan for a microprocessor-
controlled prosthetic:

HCPCS Description

Codes

L5828 Addition, endoskeletal knee-shin system, single axis, fluid swing and stance
phase control

59991 Lower extremity prosthesis, not otherwise specified

Note: Covered when used to report a medically necessary component/feature or
addition to a lower limb prosthetic microprocessor-controlled device in the absence of a

specific code.

LOWER LIMB: POWERED MICROPROCESSOR-CONTROLLED PROSTHETIC DEVICES

Considered Medically Necessary and when benefits are available for a power-controlled
or power- assisted lower limb knee device (e.g., Ossur Power Knee):

HCPCS Description

Codes

L58597 Addition to lower extremity prosthesis, endoskeletal knee-shin system, powered
and programmable flexion/extension assist control, includes any type motor(s)

Note: L5859 requires K-3 functional level; the device is not intended for high impact
activity, sports, excessive loading or heavy duty use.

Microprocessor-Controlled Ankle Foot Prosthetic with Power Assist (e.

Empower)

., Ottobock

Considered Not Medically Necessary:
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HCPCS Description

Codes

L5969 Addition, endoskeletal ankle-foot or ankle system, power assist, includes any
type motor(s)

L5973 Endoskeletal ankle foot system, microprocessor controlled feature, dorsiflexion
and/or plantar flexion control, includes power source

Additional Components/Features of Powered Prosthetic Devices, Including Power Assist
Features

Considered Not Medically Necessary when reported in addition to a non-covered power-
controlled (L5859, L5973) or power-assisted (L5969) prosthetic device:

HCPCS Description

Codes

L5828 Addition, endoskeletal knee-shin system, single axis, fluid swing and stance
phase control

L5856 Addition to lower extremity prosthesis, endoskeletal knee-shin system,

microprocessor control feature, swing and stance phase, includes electronic
sensor(s), any type

L5969 Addition, endoskeletal ankle-foot or ankle system, power assist, includes any
type motor(s)

LOWER LIMB: VACUUM SUSPENSION SYSTEM

Considered Medically Necessary when criteria in the applicable policy statements listed
above are met:

HCPCS Description

Codes

L5781 Addition to lower limb prosthesis, vacuum pump, residual limb volume
management and moisture evacuation system

*Current Procedural Terminology (CPT®) ©2025 American Medical Association:
Chicago, IL.

General Background

Prosthetic Devices

A prosthesis is an artificial device used to replace a missing body part and is intended to restore
normal function. Prosthetic devices are secured or retained in place by harnesses or belts, by
suction, or using anatomical structures; some devices such as facial prosthetics are held in place
with the use of a skin adhesive. Additionally, devices may be held in place by implants, such as
bone integrated titanium implants.

The following services and items are typically included in the allowance for a prosthetic device:

e the evaluation and fitting of the prosthesis
the cost of base component parts and labor, as described in HCPCS base codes
the repairs due to normal wear and tear during the 90-day period following the date of
delivery
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e adjustments of the prosthesis or the prosthetic component made when fitting the
prosthesis or component and for 90 days from the date of delivery, when the adjustments
are not necessitated by changes in the underlying tissue or the patient’s functional ability

Iris Prostheses

An iris prosthesis is an implanted device proposed for the treatment of partial or complete aniridia.
Aniridia is absence of the iris and may be associated with visual conditions such as glare,
photophobia, glaucoma, corneal opacification, and/or cataract formation. The degree of vision loss
varies. Treatment generally consists of contact lenses with iris prints and tinted eyeglasses.
Various surgical techniques may also be used to repair iris defects, depending on the nature,
extent and size of the defect (Ferro Desideri, et al., 2024).

The prosthetic iris device is made of foldable medical grade silicone which is then custom-sized
and colored for each individual. The iris prosthetic is implanted surgically through a small incision,
it is then unfolded, the edges are smoothed out and it is then held in place by anatomical
structure of the eye or using sutures. It may be placed in the ciliary sulcus without sutures when
there is a pre-existing intraocular lens, implanted into the capsular bag with a new intraocular
lens, or can be sutured to the sclera, with or without an intraocular lens implant (IOL). The device
purportedly reduces sensitivity to light while improving the appearance of the eye and visual
acuity. Implant insertion can be done alone or in combination with cataract or lens fixation
surgery.

U.S. Food and Drug Administration (FDA): The CustomFlex™ Artificial Iris (Clinical Research
Consultants, Inc., [HumanOptics]) received premarket approval (PMA number P170039) by the
FDA in May 2018 as an artificial iris intended for use in children and adults for the treatment of full
or partial aniridia resulting from congenital aniridia, acquired defects, or other conditions
associated with full or partial aniridia. The device is available with or without embedded fiber mesh
for implantation, and may or may not be sutured. The FDA is requiring a post approval study to
evaluate long term safety outcomes up to three years postoperatively for adults and five years for
pediatric subjects.

Other implants have been investigated in the medical literature, however these devices have not
been cleared or approved by the FDA (e.g., BrightOcular implants, used for cosmetic purposes).
Some of the cosmetic devices have been associated with a high incidence of serious complications
such as corneal decompensation, glaucoma, native iris trauma, intraocular inflammation, and
cataract development, which may result in permanent structural damage or visual impairment
(Ghaffari, 2021).

Literature Review: While there is a growing body of evidence in the peer-reviewed scientific
literature evaluating use of the artificial iris, sample populations are small, lack a comparator
group, study populations are heterogeneous, and surgical techniques vary, precluding
generalization of overall safety and efficacy (Mayer, et al., 2021; Bonnet and Miller, 2020;
Figueiredo and Snyder, 2020; Mayer, et al., 2019; Yoeruek and Bartz-Schmidt, 2019; Mayer, et
al., 2018; Mostafa, et al., 2018; Mayer, et al., 2016; Rickmann, et al., 2016; Spitzer, et al.,
2016). Several authors have reported high complications rates, both intra and post-operatively. As
a result, strong evidence-based conclusions regarding safety and efficacy cannot be made.
Additional clinical studies with longer follow-ups are needed to evaluate use of the device and
impact on health outcomes.

Ayers et al. (2022) reported the results of a prospective, nonrandomized trial evaluating safety
and efficacy of the CustomFlex Artificial Iris for treatment of partial or complete, congenital or
acquired iris defects of various causes. Inclusion criteria were 22 years of age or greater,
congenital or acquired iris defect and photophobia, glare sensitivity, or both, and pseudophakia,
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phakia, or cataract in the study eye. The initial cohort involved 180 subjects, afterwards eligible
adults were enrolled in a continued access cohort until the device received premarket approval
from the FDA. Following at least four weeks post initial eye implantation fellow eye implantation
was performed in 28 subjects. A compassionate use cohort (n=89) was also followed as part of
the study protocol for individuals who did not meet one or more of the inclusion criteria. The
authors reported subjects were reexamined one day following surgery and one week, one, three,
six and 12 months after surgery. Three different techniques were used: (1) passive fixation within
the capsular bag, (2) passive fixation within the ciliary sulcus, and (3) active suture fixation to
residual iris tissue, the sclera, or an intraocular lens (IOL) that, in turn, was sutured to the sclera.
Primary efficacy outcomes included a decrease in the severity of patient-reported photosensitivity
(i.e., daytime and nighttime light sensitivity and daytime and nighttime glare), improvement in
health-related quality of life, and improvement in postoperative cosmesis. Primary safety
outcomes included cumulative IOL-related adverse events, cumulative surgery-related adverse
events, and device-related adverse events. Secondary safety outcomes were tabulated and
reported at the various study intervals and included changes in vision (CDVA, uncorrected
distance visual acuity [UDVA], and manifest refraction), intraocular pressure (IOP), endothelial cell
density (ECD), and slit-lamp observations. Endothelial cell density was measured at the screening
visit and at six and 12 months after surgery if no corneal scarring, edema, or other pathologic
features precluding measurement were present and was recorded as the average of three
measurements obtained by noncontact specular or confocal microscopy. Results demonstrated a
59.7% reduction in marked to severe daytime light sensitivity (p<0.0001), a 41.5% reduction in
marked to severe nighttime light sensitivity (p<0.0001), a 53.1% reduction in marked to severe
daytime glare (p<0.0001), and a 48.5% reduction in severe nighttime glare (p<0.0001). A 15.4
point total score improvement was demonstrated in vision-related quality of life as measured by
the 25-item National Eye Institute Visual Function Questionnaire (NEI VFQ-25) (p<0.0001), and
93.8% of participants rated an improvement in cosmesis on the Global Aesthetic Improvement
Scale at the 12-month postoperative examination. There was no loss of CDVA of > two lines
related to the device. Median ECD loss was 5.3% at six months after surgery and 7.2% at 12
months after surgery. The authors concluded that the artificial iris surpassed all key safety end
points and met all key efficacy end points. The study was limited by the short length of follow-up.

Professional Societies/Organizations: The National Institute for Health and Care Excellence
(NICE) (United Kingdom) published interventional procedures guidance for artificial iris insertion
as treatment for acquired aniridia (NICE, 2020a). NICE reviewed evidence consisting of one non-
randomized comparative trial, seven case series, and one case report. The primary efficacy
outcomes included reduction in symptoms of glare, improvement in visual acuity, quality of life
and other patient-reported outcomes. Key safety outcomes included need for explantation,
infection, worsening visual acuity, glaucoma, and implant displacement. Within this document
NICE concluded the “evidence on the safety and efficacy of artificial iris implant insertion for
acquired aniridia is limited in quantity and quality. Therefore, this procedure should only be used
with special arrangements for clinical governance, consent, and audit or research.” Similarly, for
congenital aniridia NICE concluded “evidence on the safety and efficacy of artificial iris implant
insertion for congenital aniridia is inadequate in quantity and quality. Therefore, this procedure
should only be used in the context of research” (NICE, 2020b).

External Facial Prostheses

External facial prostheses are used to replace lost or absent facial tissue that is the result of
disease, injury, surgery, or a congenital defect, or they may be considered an alternative to
reconstructive surgery. An external device is usually made from silicone materials and requires
frequent removal and cleaning while a surgically implanted prosthetic device is typically removed
and cleaned less often. The function of the external prosthesis is to protect exposed tissues, cover
exposed cavities, and restore physical appearance.
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Common types of external facial prostheses include the following:

e Auricular (ear): Restores all or part of the ear, function includes directing sound into the
auditory canal; supporting eyeglasses and acting as a hearing aide, if required.

e Nasal (nose): Restores all or part of the nose and may include the nasal septum; functions
to direct airflow to the nasopharynx and may also provide support for eyeglasses.

e Midfacial (nose and adjacent tissues): Restores part or all of the nose and significant
adjacent facial tissue/structures, does not include the orbit or any intraoral maxillary
prosthesis; adjacent facial tissue/structures include one or more of the following: soft
tissue of the cheek, upper lip, or forehead.

e Orbital (orbit/eyelids): Restores the eyelids and the hard and soft tissue of the orbit, may
include the eyebrow; functions to house the artificial eye, does not include the ocular
prosthesis.

e Upper facial (orbit and adjacent tissues): Restores the orbit, plus significant adjacent facial
tissue/structures, does not include the nose, any intraoral maxillary prosthesis or ocular
prosthesis; adjacent facial tissue/structures include soft tissue of the cheek(s) or forehead.

e Hemifacial (nose, orbit and adjacent tissues): Restores part or all of the nose, the orbit,
and significant adjacent facial tissue/structures, does not include any intraoral maxillary
prosthesis or ocular prosthesis.

o Partial facial prosthesis: Restores a portion of the face, does not specifically involve the
nose, orbit or ear.

e Nasal septal prosthesis: Prosthesis that occludes a hole in the nasal septum, does not
include superficial nasal tissue.

Prosthetic devices may be secured or retained in place by anatomical structures; however, in most
cases the device is held in place with the use of a skin adhesive. Additionally, some devices may
be held in place by implants, such as bone integrated titanium implants. The method chosen to
secure the device and the type of device are usually dependent upon factors such as the degree of
deformity, the person’s ability to handle maintenance routines, the individual’s occupation and
lifestyle, and the availability of assistance when needed.

Upper Limb Myoelectric Prosthetic Devices

The conventional prosthetic appliance for replacement of an upper extremity, either below or
above the elbow, is a body-powered prosthesis with a terminal hand or hook device. A myoelectric
device functions by means of electrical impulses and operates on rechargeable batteries requiring
external cables or harnesses. It is a prosthetic device used as an alternative to a passive or
conventional body-powered device which enables an amputee to adjust the force of his/her grip
and an ability to both open and close the hand voluntarily. Myoelectric devices may be
recommended for amputees who are unable to use body-powered devices or who require
improved grip function/motion for performance of daily activities. Adults or children with above- or
below-the-elbow amputations may use the device effectively, although as a child grows the
prosthesis may require multiple socket replacements for proper fit and function.

A hybrid prosthesis is a device that uses a combination of myoelectric and body-powered
technology to enhance the amputee's overall functionality, depending on the level and location of
amputation. A hybrid device is indicated for high level amputations, (i.e., at or above the elbow)
and consists of a body-powered device to control shoulder and elbow movement and a myoelectric
device to control hand and wrist motion, allowing control of two joints at one time.

The integration of intent decoding modules with prostheses is an evolving area of interest. Intent
decoding modules (IDMs) are advanced components added to myoelectric upper limb prosthetic
devices, which use machine learning (pattern recognition) algorithms to translate
myoelectric/electromyographic (EMG) signals from residual muscles into corresponding movement
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commands to the prosthetic device. An accompanying app may also be used for configuration and
feedback purposes. The purported benefits of machine learning pattern recognition control over
conventional (direct) prosthesis control include more natural, fluid movements for improved
function and precision. Examples of such devices include Coapt’s Complete Control Gen2 add-on
controller kit, and Ottobock’s Myo Plus system.

U.S. Food and Drug Administration (FDA): The FDA generally considers upper limb
myoelectric prostheses to be Class I devices, and exempt from premarket notification
requirements. Prosthetic intent decoding modules (IDMs) may be cleared via the 510(k)
premarket notification process, as Class II devices. The given indication for IDMs is for use
exclusively with external prosthetic fittings of the upper limbs.

Device or Product Identifier Manufacturer
Complete Control Gen2 K191083 Coapt
Myo Plus K191179 Otto Bock

*FDA product codes: GXY, IQZ

Note: Coverage decisions are not based solely on FDA approval. Device or product names are
provided for example purposes only. Their inclusion does not indicate endorsement or preference
for any specific brand or model. This list is not intended to reflect all available products or
technologies.

Literature Review—Upper Limb Myoelectric Prostheses: The overall body of evidence in the
peer-reviewed literature supports the safety and clinical benefits of upper limb myoelectric
prostheses. Studies have demonstrated improvements in function and range of motion among
individuals using these devices. Patient selection criteria are not uniformly defined, and direct
comparisons to body-powered or passive devices remain limited. However, despite these
limitations, the published literature supports the clinical value of myoelectric prostheses in
enhancing upper limb function (Bouwsema, et al., 2010).

Literature Review—Intent Decoding/Pattern Recognition Modules: Evidence in the
scientific peer-reviewed literature is insufficient to establish the efficacy and overall clinical utility
of intent decoding or pattern recognition modules for upper limb prosthetic devices. Evidence is
primarily in the form of case studies, case series, and randomized trials with small sample sizes,
heterogenous patient populations, and mixed outcomes (Simon, et al., 2023b; Simon, et al.,
2019; Woodward and Hargrove, 2019; Hargrove, et al., 2018; Hargrove, et al., 2017; Kuiken, et
al., 2016; Kuiken, et al., 2009).

Lower Limb Prostheses

Prior to being fitted with a lower limb prosthetic device, the individual must demonstrate specific
functional levels. A functional level is defined as a measurement of the capacity and potential of
the individual to accomplish his/her expected post-rehabilitation daily function.

The Medicare Functional Classification Level (or “K level”) rating system consists of five
classification levels and is used to gauge an individual's rehabilitation potential for using a lower
limb prosthesis. The characteristics of individuals classified as KO through K4 include the following
(Centers for Medicare & Medicaid Services [CMS], 2017):

e Level 0: Does not have the ability or potential to ambulate or transfer safely with or
without assistance and a prosthesis does not enhance their quality of life or mobility.

e Level 1: Has the ability or potential to use a prosthesis for transfers or ambulation on level
surfaces at fixed cadence, typical of the limited and unlimited household ambulator.
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e Level 2: Has the ability or potential for ambulation with the ability to transverse low level
environmental barriers such as curbs, stairs or uneven surfaces. This level is typical of the
limited community ambulator.

e Level 3: Has the ability or potential for ambulation with variable cadence, typical of the
community ambulator who has the ability to transverse most environmental barriers and
may have vocational, therapeutic, or exercise activity that demands prosthetic utilization
beyond simple locomotion.

e Level 4: Has the ability or potential for prosthetic ambulation that exceeds the basic
ambulation skills, exhibiting high impact, stress or energy levels typical of the prosthetic
demands of the child, active adult, or athlete.

Lower limb prosthetic devices may be preparatory or permanent. A preparatory device is a
prosthesis made soon after an amputation (approximately four weeks) as a temporary method of
retraining a person to walk and balance while shrinking the residual limb. A permanent prosthesis
is recommended when an individual has used a prosthetic device full time for a period of six
months and when the limb volume has stabilized to a point where the socket fit remains relatively
consistent for two to three weeks.

Components and/or additions to a prosthesis may be supported; the determination of medical
necessity is based on the person’s functional ability and expected functional potential as defined
by the prosthetist and the ordering physician. Appropriate documentation supporting medical
necessity must accompany requests submitted for prosthetic components and/or additions.
Customizing prosthetic devices with enhanced features is generally not supported if activities of
daily living can be met with standard devices.

Accessories that are necessary for the effective use of the prosthetic device may also be
considered medically necessary devices. Accessories that are not necessary for the effective use of
the device are considered not medically necessary. While some prosthetic manufacturers offer
devices with waterproof features, including devices that are submergible (e.g., the Fin [Eschen
Prosthetics and Orthotics Labs] [used for swimming]; Genium X3 and X4 [Ottobock], [waterproof
microprocessor-controlled knee prosthetic devices]), when used for recreational purposes these
prosthetic accessories/devices are considered a convenience item and not medically necessary.

Lower Limb Microprocessor-Controlled Devices—Knee: Microprocessor-controlled knee
prosthetics, or microprocessor knees (MPKs), are sensor-equipped devices. The sensor detects
when the knee is in full extension and adjusts the swing phases automatically, allowing a more
natural pattern of walking at variable speeds (passive powered device).

Multiple devices are available that use various degrees of computer technology to enhance the
clinical function of the basic mechanical knee design; all microprocessor-controlled systems do not
have identical features and functions. Some devices have swing phase only, stance phase only, or
swing and stance phase. Some of the devices currently available include the Ottobock C-Leg®, and
the Orion3 SmartIP (Blatchford Limited). The Genium X3 and X4 microprocessor devices by
Ottobock are waterproof and submersible. The Kenevo prosthetic knee (Ottobock) is a device that
is recommended for users with low to moderate mobility (indoor ambulation, limited outdoor
ambulation) and is purported to better support those who use a walker, cane, crutch or wheelchair
device. According to the manufacturer this device is not indicated for walking speeds greater than
3 km/hour and has a supported feature for stand-to-sit and sit-to-stand, wheelchair mode, and for
putting on the prosthesis while seated.

The purported advantages of a microprocessor-controlled above-the-knee (AKA) prosthesis
include:
e reduced energy expenditure of the amputee
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e improved ability to walk on uneven ground
e improved ability to climb and descend stairs
e increased walking distance

U.S. Food and Drug Administration (FDA): The FDA generally considers lower limb
microprocessor-controlled prostheses to be Class II (special controls) devices, and thus these
devices are exempt from premarket notification requirements.

Device or Product Identifier Manufacturer

C-LEG K991590 Ottobock

*FDA product codes: ISW, ISY, KFX

Note: Coverage decisions are not based solely on FDA approval. Device or product names are
provided for example purposes only. Their inclusion does not indicate endorsement or preference
for any specific brand or model. This list is not intended to reflect all available products or
technologies.

Literature Review: Evidence in the peer-reviewed literature demonstrates that, for select
populations, microprocessor-controlled knee prostheses provide important clinical benefits
compared to conventional devices. Evidence is primarily in the form of case series, randomized
trials, and systematic reviews, with studies reporting reductions in energy consumption, improved
physical function, and a more symmetrical gait pattern when compared to a conventional.
Additional research indicates decreased fall risk, as well as reductions in hip movement and
metabolic requirements, particularly at faster walking speeds. Evidence of benefit is strongest for
individuals in good health without significant comorbidities, and current literature supports the
effective use of these devices for select populations where enhanced mobility and safety are
clinically appropriate (Herrin, et al., 2025; McGrath et al., 2022; Carse et al., 2021; Campbell et
al., 2020; Kaufman et al., 2018; Lansade et al., 2018; Fuenzalida Squella, et al., 2017; Prinsen,
et al, 2017; Aldridge Whitehead et al., 2014; Highsmith, et al., 2013; Wolf, et al., 2013;
Bellmann, et al., 2010). The evidence for individuals with lower functional levels (i.e., less active
or primarily indoor users; < functional level 3) remains insufficient.

Lower Limb Microprocessor-Controlled Devices—Ankle: To enhance the basic mechanical
design and mimic the action of a biological ankle, researchers have applied microprocessor
technology to prosthetic feet. Stair ambulation is limited in the transtibial amputee because of
neutral and fixed ankle position. Newer prosthetic ankles which adjust for ankle angle during
swing phase and identify sloping gradients and ascent or descent of stairs are under investigation.
One such microprocessor-controlled ankle foot prosthesis is the Proprio Foot® (Ossur). The Proprio
Foot is a quasi-passive ankle that can actively change the ankle angle in the unloaded swing
phase as the result of microprocessor-control and sensor technology. The device is passive
(without power) while in stance phase. According to the manufacturer, the proposed benefits of
microprocessor—controlled ankle movements include the ability to identify slopes and stairs, when
ascending or descending stairs the device automatically adapts ankle position to enable the next
step; allows the user to place both feet behind their knees when rising from a chair; and
automatically gives a toe-lift allowing sufficient ground clearance when walking. The device is
designed to promote a more symmetrical and balanced gait and is intended for use by transtibial
amputees engaging in low to moderate impact activities who are classified as level K3 (i.e.,
community ambulatory, with the ability or potential for ambulation with variable cadence). It is
not suitable for sport and high impact activities.

Literature Review: Evidence in the published peer-reviewed scientific literature evaluating the
use of microprocessor-controlled ankle foot devices consists mainly of small comparative trials,
pilot studies and case series involving small sample populations (Colas-Ribas, et al., 2022; Ernst,
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et al., 2022; Kim, et al., 2021; Struchkov and Buckley, 2016; Darter and Wilken, 2014; Delussu,
et al., 2013). The evidence demonstrates some clinical advantages for use compared to
conventional ankle foot prostheses for individuals who are functional level 3 or greater. These
devices may improve slope and uneven terrain ambulation, allowing larger range of motion of the
ankle when compared with other conventional devices.

Combination Microprocessor-Controlled Knee-Ankle/Foot Prostheses: Combination
microprocessor prosthetics are available integrating both a microprocessor knee and the
ankle/foot device (e.g., SYMBIONIC® LEG 3 [Ossur, Iceland] [no longer commercially available];
Linx Limb System [Endolite/Blatchford]). One device, the SYMBIONIC® LEG 3 is a prosthetic that
combines a microprocessor knee with a powered microprocessor ankle with proactive ankle
flexion. The device purportedly has a more powerful knee actuator and new kinematic sensors for
improved stability, increased support with stance flexion, and more rapid, and consistent swing
extension. For a transfemoral amputee, combining both types of prosthetic devices theoretically
enables a more natural and symmetrical gait when ambulating, decreasing energy expenditure,
and offering increased stability. The device is intended for use by individuals who are Functional
Level 3 or 4. The Linx prosthetic system is intended for individuals who are Functional Level 3 or
greater; according to the manufacturer this system is an integrated prosthetic utilizing a
microprocessor-controlled system in addition to sensors and actuators which simultaneously
controls the knee and foot.

Lower Limb Powered Microprocessor-Controlled Prosthetic Devices

Powered Knee Prostheses: Powered prosthetic devices that use signals from muscle activity in
the remaining limb to bend and straighten the device remain under investigation. These devices
utilize sensors and electronics to process data and control movement and power of the knee.
Examples of this type of device include the Power Knee™, manufactured by Ossur. According to
the manufacturer, the Power Knee is described as a motorized device which contains a
rechargeable battery pack. It is designed to replace muscle activity of the quadriceps muscle and
uses artificial proprioception with sensors in order to anticipate and respond with the appropriate
movement required for stepping (active powered device).

In comparison to a passive prosthetic knee, including a microprocessor device, the manufacturer
suggests a power knee offers advantages such as powered extension with standing, controlled
resistance with descending, and active flexion and extension during walking. The device controls
the transition from a bent knee to an extended knee, at heel strike supports the individual’s full
body weight, and can help lift above-knee amputees out of a chair to a standing position. It is
suggested the device helps to maintain walking speeds, assists with upward motion (required for
stairs and inclines), and learns and responds to gait patterns. With the initial use of the device a
practitioner must program and align the knee. Once programming and alignment are complete,
the user needs only to press the power button to use the device. The device is compatible with a
variety of dynamic flex-foot feet, must be re-charged daily and is not intended for high impact
activity, sports, excessive loading or heavy duty use.

Powered Ankle-Foot Prostheses: Similar to the powered knee device, powered foot-ankle
prosthetic devices are currently being developed. Two such devices are the BiOM® Ankle (BionX
Medical Technologies, [previously iWalk, Inc., Bedford, MA) and the Empower prosthetic foot
(Ottobock). The BiOM device (previously referred to as Powerfoot One) uses a combination of
processors, sensors, motors, and springs that allow the user a powered push-off with taking steps.
Theoretically the device replaces the action of the foot, Achilles tendon and calf muscle to result in
a near normalized gait for amputees and is intended for amputees that are functional level 3 or 4.

Literature Review—Powered Ankle-Foot Prostheses: There is limited evidence in the
published peer-reviewed literature to demonstrate the safety, efficacy, and overall clinical utility of
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powered ankle-foot prostheses compared to conventional devices. Most available research focuses
on device design and biomechanical performance, with few comparative clinical trials. Although
some studies report outcomes such as kinematic improvements, reduced energy expenditure, and
enhanced biomechanical function with powered ankle-foot prostheses, these studies typically
involve small sample sizes, short-term follow-ups, and lack control groups (Rabago, et al., 2016;
Russel Esposito, et al., 2016; Ingraham, et al., 2016; Simon, et al., 2016; Gates, et al., 2013;
Grabowski and D’Andrea, 2013; Takahashi and Stanhope, 2013; Aldridge, et al., 2012; Herr and
Grabowski, 2012).

Lower Limb Vacuum Suspension Systems: Suspension systems for lower limb prostheses
keep the prosthesis in place, ensuring a good fit between the socket and residual limb. The
intended function is to provide a connection that reduces rotational and shearing forces which can
result in skin breakdown as well provide for balance and steady gait. Various types of suspension
systems are available and include those that are primarily mechanical or suction-type systems.
Mechanical systems involve the use of belts, straps, or sleeves, for example, to attach the device
to the residual limb. Suction-type systems function by way of a negative pressure created
between the socket and insert/liner. These devices can be passive (air escapes while donning via a
one-way valve) or active (suction pump evacuates the air). Passive systems involve the use of a
soft liner, a one-way valve and a donning sleeve. A liner is placed over the limb, the limb is placed
in the socket and the force of one’s body weight upon standing expels excess air through the
valve creating a seal. With active suction devices the sleeve creates a seal around the edge of the
socket and a pump and exhaust remove the excess air between the socket and the liner to ensure
a secure fit.

Various vacuum suction-type devices (mechanical or electrical) are available and include the
Vacuum-Assisted Socket System (VASS) (Ottobock Harmony Vacuum-Assisted Socket System),
and the LimbLogic prosthetic vacuum suspension system (WillowWood). Each device is a vacuum
suction-type suspension system that manufacturers claim helps control volume fluctuation in the
residual limbs of lower-extremity amputees, reduces forces to the limbs, and improves both
suspension and proprioception without restricting vascular flow. Although patient selection criteria
have not been firmly established, the device has been proposed for individuals with non-healing
skin ulcerations located on the stump and/or when other socket systems have failed to provide a
secure fit.

Literature Review: There is evidence to support vacuum systems decrease limb volume
fluctuations, improve socket fit, reduce inside movement for some individuals, decrease falls, and
improve comfort and satisfaction (Youngblood, et al., 2020; Rosenblatt and Ehrhardt, 2017;
Darter, et al., 2016; Gholizadeh, et al., 2016; Hoskins, et al., 2014; Samitier, et al., 2014;
Traballesi, et al., 2012; Klute, et al., 2011; Beil, et al., 2002). For individuals where other types of
suspension systems have failed to provide a secure fit or are contraindicated, a vacuum suction-
type suspension system may be considered an effective alternative. The choice of a suspension
system is determined by factors such as activity level, residual stump shape, age, and health
status.

Health Equity Considerations

Health equity is the highest level of health for all people; health inequity is the avoidable
difference in health status or distribution of health resources due to the social conditions in which
people are born, grow, live, work, and age.

Social determinants of health are the conditions in the environment that affect a wide range of
health, functioning, and quality of life outcomes and risks. Examples include safe housing,
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transportation, and neighborhoods; racism, discrimination and violence; education, job
opportunities and income; access to nutritious foods and physical activity opportunities; access to
clean air and water; and language and literacy skills.

Medicare Coverage Determinations

Contractor Determination Name/Number Revision Effective
Date

NCD | National No Determination found
LCD | CGS Lower Limb Prostheses (L33787) 10/1/2025
Administrators;
Noridian
Healthcare
Solutions

LCD | CGS Facial Prostheses (L33738) 1/1/2020
Administrators;
Noridian
Healthcare
Solutions

LCD | CGS Eye Prostheses (L33737) 1/1/2020
Administrators;
Noridian
Healthcare
Solutions

Note: Please review the current Medicare Policy for the most up-to-date information.
(NCD = National Coverage Determination; LCD = Local Coverage Determination)

Lower Limb Prosthetic "Device to Coding” Crosswalk

Please note, this list is for informational purposes only; it DOES NOT imply coverage or
non-coverage of a device, or guarantee claim reimbursement. Coding may vary
according to manufacturer.

Device Name Brief Description Manufacturer HCPCS Code(s)

Allux™ 2 Microprocessor- Nabtesco L5856, L5848, L5845,
controlled knee L5615

Avior Microprocessor- Blatchford L5856, L5850, L5848,
controlled knee (for L5845, L5615, L5925
activity/mobility levels
K1, K2)

Bio Leg® Microprocessor- BionicM L5859, L5856, L5827

controlled motor-
powered knee

C-Leg Microprocessor- Ottobock L5856, L5850, L5848,
controlled knee L5845, L5828, L5925

Elan Microprocessor- Blatchford L5973

ElanIC controlled ankle foot

(ElanIC is waterproof)
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Device Name Brief Description Manufacturer HCPCS Code(s)

Empower Microprocessor- Ottobock L5969, L5973
controlled ankle foot
(power)

Genium Microprocessor- Ottobock L5999

Genium X3 controlled knee

Genium X4 (X3 and X4 are
waterproof)

Icon Microprocessor- College Park L5856, L5850, L5848,
controlled knee Industries L5845, L5828, L5925

INTUY® Knee Microprocessor- WillowWood L5859, L5856, L5827
controlled motor-
powered knee

Kenevo Microprocessor- Ottobock L5856, L5850, L5848,
controlled knee L5845, L5828, L5925

Kinnex™ 2.0 Microprocessor- Proteor L5973

controlled ankle foot

Kneuro Microprocessor- BrainRobotics L5856, L5850, L5848,
controlled knee (for L5845, L5828, L5925
activity/mobility levels
K2-K4)

Linx Combination Blatchford L5856, L5850, L5848,
microprocessor- L5845, L5828, L5925,
controlled knee and L5973
foot

Meridium Microprocessor- Ottobock L5973
controlled ankle foot

Navii® Microprocessor- Ossur L5856, L5850, L5848,
controlled knee (for L5845, L5828, L5925
activity/mobility levels
K2-K4; waterproof)

Odyssey® iQ Microprocessor- College Park L5973
controlled ankle foot Industries

Orion3 Microprocessor- Blatchford L5856, L5850, L5848,
controlled knee L5845, L5828, L5925

Power Knee™ Microprocessor- Ossur L5859, L5856, L5827
controlled motor-
powered knee

Plié 3® Microprocessor- Proteor L5856, L5850, L5848,
controlled knee L5845, L5828
(submersible)

Pro-Flex® Pivot Mechanical ankle foot | Ossur L5781, L5999
with vacuum
suspension

Proprio Foot® Microprocessor- Ossur L5973
controlled ankle foot
(for activity/mobility
levels K2, K3;
waterproof)

Quattro® Microprocessor- Proteor L5856, L5828, L5848,

controlled knee

L5845, L5850, L5925
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Device Name Brief Description Manufacturer HCPCS Code(s)

Rheo Knee® Microprocessor- Ossur L5856, L5850, L5848,
Rheo Knee® XC controlled knee L5845, L5828, L5925

(Rheo Knee XC
supports early
rehabilitation to full

recovery)

SLK™ 3.0 Microprocessor- DAW Industries L5856, L5848, L5845,
controlled knee L5613

SmartIP Microprocessor- Blatchford L5830, L5857
controlled knee, with (+L5845 for
weight activated Stanceflex models
stance control only)

SYNSYS Combination Proteor L5856, L5850, L5848,
microprocessor full-leg L5845, L5828, L5925,
system (for L5973

activity/mobility levels
K2, low to moderate
K3)
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