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Introduction

After a person has had a limb amputated, an artificial limb (prosthesis) may be used.
Computerized, microprocessor controlled prosthetic joints have been developed that contain
sensors to automatically adjust movement of the joint. When the prosthesis involves a knee
joint, a microprocessor controlled prosthetic joint is thought to help a person walk more safely
and smoothly.

This policy describes when a microprocessor controlled prosthetic device may be medically
necessary.

Note: The Introduction section is for your general knowledge and is not to be taken as policy coverage criteria. The
rest of the policy uses specific words and concepts familiar to medical professionals. It is intended for
providers. A provider can be a person, such as a doctor, nurse, psychologist, or dentist. A provider also can
be a place where medical care is given, like a hospital, clinic, or lab. This policy informs them about when a
service may be covered.

Policy Coverage Criteria




Service | Medical Necessity

Microprocessor-controlled | A microprocessor-controlled knee may be considered

knee medically necessary in individuals with transfemoral

amputation (above the knee) who meet ALL of the following

requirements:

e Demonstrated need for long-distance ambulation at variable
rates (use of the limb in the home or for basic community
ambulation is not sufficient to justify provision of the
computerized limb over standard limb applications) OR
demonstrated patient need for regular ambulation on uneven
terrain or for regular use on stairs (use of the limb for limited
stair climbing in the home or employment environment is not
sufficient evidence for prescription of this device over standard
prosthetic application)

AND

e Physical ability, including adequate cardiovascular and
pulmonary reserve, for ambulation at faster than normal
walking speed

AND

e Adequate cognitive ability to master use and care requirements
for the technology

A microprocessor-controlled knee is considered not medically

necessary in individuals who do not meet these criteria.

Service | Investigational

Powered knee A powered knee is considered investigational.
Microprocessor-controlled | A microprocessor-controlled or powered ankle-foot is

or powered ankle-foot considered investigational.

Additions to a Orthotics, prosthetics, or prosthetic components added to a
conventional prosthesis: conventional prosthesis are considered investigational when
e Orthotics used for experimental or investigational therapy or

* Prosthetics interventions.

e Prosthetic components
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Service Investigational

Microprocessor stance A microprocessor or electronic stance controlled orthosis is

controlled orthoses considered investigational (eg, Ottobock C-Brace™ Orthotronic
Mobility System, Ottobock the Sensor Walk™ stance control
KAFO, Becker E-Knee™microprocessor knee joint).

Service Not Covered

Additions to a Orthotics, prosthetics, or prosthetic components added to a

conventional prosthesis: conventional prosthesis are not covered when:

e Orthotics e Itis used only for recreational, sports or athletic activities

* Prosthetics e |tis available over-the-counter or off-the-shelf without a

* Prosthetic components prescription from the treating physician or consultation with a
prosthetist

Additional Guidelines
Microprocessor-controlled prosthetic knees are programmable devices equipped with a

sensor that detects when the knee is in full extension and adjusts the swing phase
automatically, permitting a more natural walking pattern of varying speeds (see Table 1).
These lower limb prosthetics will most likely include a prosthetic foot that may or may not
be powered or controlled by a microprocessor.

Microprocessor-controlled prosthetic feet have sensors that control the flexion angle of the
ankle. This programmable ankle/foot prosthetic is considered investigational (see Table 2).
Other conventional types of prosthetic feet do not require review under this medical policy.

Amputees should be evaluated by an independent qualified professional to determine the
most appropriate prosthetic components and control mechanism. A trial period may be
indicated to evaluate the tolerability and efficacy of the prosthesis in a real-life setting.

Decisions about the potential benefits of microprocessor-knees involve multiple factors
including activity levels and the patient's physical and cognitive ability. A patient's need for
daily ambulation of at least 400 continuous yards, daily and frequent ambulation at variable
cadence or on uneven terrain (eg, gravel, grass, curbs), and daily and frequent use of ramps
and/or stairs (especially stair descent) should be considered as part of the decision.
Typically, daily and frequent need of two or more of these activities would be needed to

show benefit.
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Additional Guidelines

For patients in whom the potential benefits of the microprocessor knees are uncertain, patients
may first be fitted with a standard prosthesis to determine their level of function with the standard
device.

Veterans Health Administration Prosthetic Clinical Management Program (VHA PCMP)
Recommendations

The following are guidelines from the Veterans Health Administration Prosthetic Clinical
Management Program Clinical Practice Recommendations for Microprocessor Knees.'

Contraindications for use of the microprocessor knee should include the following:

e Any condition that prevents socket fitting, such as a complicated wound or intractable pain
which precludes socket wear

¢ Inability to tolerate the weight of the prosthesis

e Medicare Level K 0—no ability or potential to ambulate or transfer

e Medicare Level K 1—limited ability to transfer or ambulate on level ground at fixed cadence

e Medicare Level K 2—limited community ambulator that does not have the cardiovascular
reserve, strength, and balance to improve stability in stance to permit increased independence,
less risk of falls, and potential to advance to a less-restrictive walking device

¢ Inability to use swing and stance features of the knee unit

e Poor balance or ataxia that limits ambulation

¢ Significant hip flexion contracture (> 20 degrees)

¢ Significant deformity of remaining limb that would impair the ability to stride

e Limited cardiovascular and/or pulmonary reserve or profound weakness

e Limited cognitive ability to understand gait sequencing or care requirements

e Long distance or competitive running

e Falls outside of recommended weight or height guidelines of manufacturer

e Specific environmental factors—such as excessive moisture or dust, or inability to charge the
prosthesis

e Extremely rural conditions where maintenance ability is limited

Indications for use of the microprocessor knee should include the following:

e Adequate cardiovascular and pulmonary reserve to ambulate at variable cadence
e Adequate strength and balance in stride to activate the knee unit

e Should not exceed the weight or height restrictions of the device

e Adequate cognitive ability to master technology and gait requirements of device
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e Hemi-pelvectomy through knee-disarticulation level of amputation, including bilateral; lower
extremity amputees are candidates if they meet functional criteria as listed.

e The patient is an active walker and requires a device that reduces energy consumption to
permit longer distances with less fatigue

e Daily activities or job tasks that do not permit full focus of concentration on knee control and
stability—such as uneven terrain, ramps, curbs, stairs, repetitive lifting, and/or carrying

e Medicare Level K 2—limited community ambulator, but only if improved stability in stance
permits increased independence, less risk of falls, and potential to advance to a less restrictive
walking device, and the patient has cardiovascular reserve, strength, and balance to use the
prosthesis. The microprocessor enables fine-tuning and adjustment of the hydraulic
mechanism to accommodate the unique motor skills and demands of the functional level K2
ambulator

e Medicare Level K 3—unlimited community ambulator

e Medicare Level K 4—active adult, athlete who has the need to function as a K 3 level in daily
activities

e Potential to lessen back pain by providing more secure stance control, using less muscle
control to keep knee stable

e Potential to unload and decrease stress on remaining limb

e Potential to return to an active lifestyle

Physical and functional fitting criteria for new amputees:

e New amputees may be considered if they meet certain criteria as outlined above
e Premorbid and current functional assessment important determinant

e Requires stable wound and ability to fit socket

e Immediate postoperative fit is possible

e Must have potential to return to an active lifestyle

Table 1. Microprocessor-Controlled Knee Prosthetics

Names of Microprocessor-Controlled Knee Prosthetics (company) include but are

not limited to:
Adaptive (Endolite, Blatchford Inc. United Kingdom)

C-Leg Compact (Otto Bock Orthopedic Industry, Minneapolis, MN)

Endolite Intelligent/Smart Prosthesis (Endolite, Blatchford Inc. United Kingdom)

Genium Bionic Prosthetic system (Otto Bock Orthopedic Industry, Minneapolis, MN)
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Names of Microprocessor-Controlled Knee Prosthetics (company) include but are

not limited to:
Intelligent Prosthesis (IP) (Blatchford, United Kingdom

Linx (Endolite, Blatchford Inc. United Kingdom)

Orion 2 (Endolite, Blatchford Inc. United Kingdom)

Power Knee™ (Ossur, Iceland)

RheoKnee® (Ossur, Iceland)

Seattle Power Knees (Seattle Systems) 3 models include:

e 4-bar
e Fusion
e Single Axis

X2 prostheses (Otto Bock Orthopedic Industry, Minneapolis, MN)

X3 prostheses (Otto Bock Orthopedic Industry, Minneapolis, MN)

Table 2. Microprocessor-Controlled or Powered Foot Prosthetics

Names of Microprocessor-Controlled Foot Prosthetics (company) include but are not

limited to:

élan Foot (Endolite)

iPED (developed by Martin Bionics LLC and licensed to College Park Industries)

Proprio Foot® (Ossur, Iceland)

PowerFoot BIOM® (developed at MIT and licensed to iWalk)

Documentation Requirements

Clinical documentation supporting ALL of the following:

e Patient has a need for long-distance walking at variable speed (in other words, use within the
home or for basic community ambulation is not sufficient to justify the computerized limb over
standard limb applications)

OR

e Patient has a demonstrated need for regular walking on uneven terrain or regular use on stairs.
Use of limb for limited stair climbing in the home or place of employment is not sufficient to
justify the computerized limb over standard limb applications

AND
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Documentation Requirements

e Patient has physical ability, including adequate cardiovascular and pulmonary reserve, to allow
for faster than normal walking speed

AND

e Patient is mentally fit to master use and care requirements for the technology

Description

L2006 Knee-ankle-foot (KAF) device, any material, single or double upright, swing and/or
stance phase microprocessor control with adjustability, includes all components (eg,
sensors, batteries, charger), any type activation, with or without ankle joint(s), custom
fabricated

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

L5857 Addition to lower extremity prosthesis, endoskeletal knee-shin system, microprocessor
control feature, swing phase only, includes electronic sensor(s), any type

L5858 Addition to lower extremity prosthesis, endoskeletal knee shin system, microprocessor
control feature, stance phase only, includes electronic sensor(s), any type

L5859 Addition to lower extremity prosthesis, endoskeletal knee-shin system, powered and
programmable flexion/extension assist control, includes any type motor(s)

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

Note: CPT codes, descriptions and materials are copyrighted by the American Medical Association (AMA). HCPCS
codes, descriptions and materials are copyrighted by Centers for Medicare Services (CMS).

Benefit Application

Contractual or benefit limitations on durable medical equipment or prostheses upgrades may be
applicable.

Page |7 of 19 w



New technologies that use microprocessor control are being developed. Based on currently
available evidence, no microprocessor-controlled device has been shown to have better
outcomes than other (eg, earlier) models. If more costly, the prosthesis would be considered not
medically necessary using the Plan’s definition of medical necessity. Benefit or contract language
describing the "least costly alternative" may also be applicable to prostheses.

C-Brace Microprocessor-Controlled Orthosis

Source: https://www.ottobockus.com/orthotics/solution-overview/c-brace/ Accessed April 22, 2021

Evidence Review

Description

Microprocessor-controlled prostheses use feedback from sensors to adjust joint movement on a
real-time as-needed basis. Active joint control is intended to improve safety and function,
particularly for patients who can maneuver on uneven terrain and with variable gait.
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Background

Lower-Extremity Prosthetics

More than 100 different prosthetic ankle-foot and knee designs are currently available. The
choice of the most appropriate design may depend on the patient’s underlying activity level. For
example, the requirements of a prosthetic knee in an elderly, largely homebound individual will
differ from those of a younger, active person. Key elements of a prosthetic knee design involve
providing stability during both the stance and swing phase of the gait. Prosthetic knees vary in
their ability to alter the cadence of the gait, or the ability to walk on rough or uneven surfaces. In
contrast to more simple prostheses, which are designed to function optimally at one walking
cadence, fluid and hydraulic-controlled devices are designed to allow amputees to vary their
walking speed by matching the movement of the shin portion of the prosthesis to the
movement of the upper leg. For example, the rate at which the knee flexes after “toe-off” and
then extends before heel strike depends in part on the mechanical characteristics of the
prosthetic knee joint. If the resistance to flexion and extension of the joint does not vary with
gait speed, the prosthetic knee extends too quickly or too slowly relative to the heel strike if the
cadence is altered. When properly controlled, hydraulic or pneumatic swing-phase controls
allow the prosthetist to set a pace adjusted to the individual amputee, from very slow to a race-
walking pace. Hydraulic prostheses are heavier than other options and require gait training; for
these reasons, these prostheses are prescribed for athletic or fit individuals. Other design
features include multiple centers of rotation, referred to as “polycentric knees.” The mechanical
complexity of these devices allows engineers to optimize selected stance and swing-phase
features.

Microprocessor-Controlled Prosthetic Knees

Microprocessor-controlled prosthetic knees have been developed, including the Intelligent
Prosthesis (Blatchford); the Adaptive, (Endolite); the Rheo Knee® (Ossur); the C-Leg®, Genium™
Bionic Prosthetic System, and the X2 and X3 prostheses (Otto Bock Orthopedic Industry); and
Seattle Power Knees (3 models include Single Axis, 4-bar and Fusion, from Seattle Systems).
These devices are equipped with a sensor that detects when the knee is in full extension and
adjusts the swing phase automatically, permitting a more natural walking pattern of varying
speeds. The prosthetist can specify several different optimal adjustments that the computer later
selects and applies according to the pace of ambulation. Also, these devices (except the
Intelligent Prosthesis) use microprocessor control in both the swing and stance phases of gait.
(The C-Leg Compact provides only stance control.) By improving stance control, such devices
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may provide increased safety, stability, and function. For example, the sensors are designed to
recognize a stumble and stiffen the knee, thus avoiding a fall. Other potential benefits of
microprocessor-controlled knee prostheses are improved ability to navigate stairs, slopes, and
uneven terrain and reduction in energy expenditure and concentration required for ambulation.
In 1999, the C-Leg was cleared for marketing by the Food and Drug Administration (FDA)
through the 510(k) process (K991590). Next-generation devices such as the Genium Bionic
Prosthetic system and the X2 and X3 prostheses use additional environmental input (eg,
gyroscope and accelerometer) and more sophisticated processing that is intended to create
more natural movement. One improvement in function is step-over-step stair and ramp ascent.
They also allow the user to walk and run forward and backward. The X3 is a more rugged version
of the X2 that can be used in water, sand, and mud. The X2 and X3 were developed by Otto
Bock as part of the Military Amputee Research Program.

Powered Knee Prostheses

The Power Knee™ (Ossur), which is designed to replace muscle activity of the quadriceps, uses
artificial proprioception with sensors similar to the Proprio Foot to anticipate and respond with
the appropriate movement required for the next step.

Microprocessor-Controlled Ankle-Foot Prostheses

Microprocessor-controlled ankle-foot prostheses are being developed for transtibial amputees.
These include the Proprio Foot® (Ossur), the iPED (developed by Martin Bionics and licensed to
College Park Industries), and the Elan Foot (Endolite). With sensors in the feet that determine the
direction and speed of the foot's movement, a microprocessor controls the flexion angle of the
ankle, allowing the foot to lift during the swing phase and potentially adjust to changes in force,
speed, and terrain during the step phase. This technology is designed to make ambulation more
efficient and prevent falls in patients ranging from the young active amputee to the elderly
diabetic patient. The Proprio Foot® and Elan Foot are microprocessor-controlled foot
prostheses that are commercially available at this time and are considered class | devices that
are exempt from 510(k) marketing clearance. Information on the Ossur website indicates the use
of the Proprio Foot® for low- to moderate-impact for transtibial amputees who are classified as
level K3 (ie, community ambulatory, with the ability or potential for ambulation with variable
cadence).
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Powered Ankle-Foot Prostheses

In development are lower-limb prostheses that also replace muscle activity in order to bend and
straighten the prosthetic joint. For example, the PowerFoot BIOM® (developed at the
Massachusetts Institute of Technology and licensed to iWalk) is a myoelectric prosthesis for
transtibial amputees that uses muscle activity from the remaining limb for the control of ankle
movement (see Related Policies). This prosthesis is designed to propel the foot forward as it
pushes off the ground during the gait cycle, which in addition to improving efficiency, has the
potential to reduce hip and back problems arising from an unnatural gait with use of a passive
prosthesis. This technology is limited by the size and the weight required for a motor and
batteries in the prosthesis.

Microprocessor-Controlled KAFOs

The C-brace™ (Ottobock) is a microprocessor stance and swing control knee-ankle-foot orthosis
(KAFO) that is custom made for each individual user. Per the manufacturer, “the C-brace consists
of individually fabricated thigh, calf and foot components. An ankle joint, unilateral or bilateral
fitting, or an individual spring element connects the foot and calf components. The sensor
system continuously measures the flexion of the knee joint and its angular acceleration.” The C-
brace enables the user’s walking phase and hydraulic resistances to be detected and controls
the flexion and extension of the knee joint. It is intended to reportedly increase mobility in
individuals with leg paresis and allows for more natural movement on stairs, inclines, and rough
terrain. A rechargeable lithium ion battery powers the microprocessor, which is then controlled
by the user via a mobile app.

The FDA describes the Sensor Walk™(Ottobock) as “a microprocessor-controlled knee-ankle-
foot orthosis (KAFO) designed to help wearers achieve a safer, more physiologically correct gait.
It does this by unlocking the knee joint when the wearer is ready for swing phase and locking it
again for stability during stance phase.” The system includes an onboard microprocessor, a
clutch spring knee joint, foot pressure sensors, a knee angle sensor, a battery (which lasts for 12
hours), and a battery charger. It is designed for community ambulators who exhibit knee
instability in the sagittal plane while bearing weight during the stance phase of their gait cycle.

The Becker E-Knee™ “is a foot force activated, computer controlled electromechanical orthotic
knee joint". A pressure sensitive adjustable footplate signals the microprocessor to lock the knee
joint when pressure is applied and unlock when there is no pressure to the knee joint.
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Summary of Evidence

For individuals who have a transfemoral amputation who receive a prosthesis with a
microprocessor-controlled knee, the evidence includes a number of within-subject comparisons
of microprocessor-controlled knees vs non-microprocessor-controlled knee joints. Relevant
outcomes are functional outcomes, health status measures, and quality of life. For K3- and K4-
level amputees, studies have shown an objective improvement in function on some outcome
measures, particularly for hill and ramp descent, and strong patient preference for
microprocessor-controlled prosthetic knees. Benefits include a more normal gait, an increase in
stability, and a decrease in falls. The evidence in Medicare level K2 ambulators suggests that a
prosthesis with stance control only can improve activities that require balance and improve
walking in this population. For these reasons, a microprocessor-controlled knee may provide
incremental benefit for these individuals. The potential to achieve a higher functional level with a
microprocessor-controlled knee includes having the appropriate physical and cognitive ability to
be able to use the advanced technology. The evidence is sufficient to determine that the
technology results in a meaningful improvement in the net health outcome.

For individuals who have a transfemoral amputation who receive a prosthesis with a powered
knee, the evidence includes no data. Relevant outcomes are functional outcomes, health status
measures, and quality of life. The evidence is insufficient to determine that the technology
results in an improvement in the net health outcome.

For individuals who have a tibial amputation who receive a prosthesis with a microprocessor-
controlled ankle-foot, the evidence includes limited data. Relevant outcomes are functional
outcomes, health status measures, and quality of life. The limited evidence available to date
does not support an improvement in functional outcomes using microprocessor-controlled
ankle-foot prostheses compared with standard prostheses. The evidence is insufficient to
determine that the technology results in an improvement in the net health outcome.

For individuals who have a tibial amputation who receive a prosthesis with a powered ankle-
foot, the evidence includes limited data. Relevant outcomes are functional outcomes, health
status measures, and quality of life. The limited evidence available to date does not support an
improvement in functional outcomes using powered ankle-foot prostheses compared with
standard prostheses. The evidence is insufficient to determine that the technology results in an
improvement in the net health outcome.

For individuals with neuromuscular lower-limb deficits using a microprocessor stance-controlled
knee ankle foot orthosis, the evidence includes limited data. Probsting, et al (2017) in a before
and after trial of patients who were previous users of orthoses due to lower limb paresis were
then fitted with the Ottobock C-brace microprocessor stance-controlled KAFO and
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questionnaire scores on their performance of various activities of daily living using both devices

were compared. The authors noted that the microprocessor stance and swing control orthosis

may facilitate improvements in performing activities of daily living such as ambulation at varying

speeds and descending stairs compared with use of a stance control orthosis. Limitations of the

study include small sample size (n=13), no randomization, no blinding, self-reported outcome

measures were not validated, and authors of the study were employed by Otto Bock Healthcare

which could result in a high risk of bias. The evidence is insufficient to determine that the

technology results in an improvement in the net health outcome.

Ongoing and Unpublished Clinical Trials

Some ongoing and currently unpublished trials that might influence this policy are listed in

Table 3 below.

Table 3. Summary of Key Trials

Trial Name

Planned

Enrollment

Completion
Date

NCT03204513 Impact of Powered Knee-Ankle Prosthesis Leg on Everyday 15 Apr 2021
Community Mobility and Social Interaction
NCT04630457 Safety and Effectiveness of Electronically Controlled Prosthetic | 42 Dec 2024
Ankle in Patients With Transtibial Amputation
NCT02864693 Comparative Effectiveness of Microprocessor Controlled and 30 Apr 2018
Carbon Fiber Energy Storing and Returning Prosthetic Feet in (Results
Persons with Unilateral Transtibial Amputation submitted,
pending quality
control review)
NCT04112901 Activity, Mobility, Social Functioning, Mental Health and 330 May 2020
Quality of Life Outcomes in Limited Mobility Transfemoral and
Knee Disarticulation Amputees Using Microprocessor-
Controlled Knees or Non-Microprocessor Controlled Knees in
the United Kingdom: A Cohort Study

NCT: national clinical trial.
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https://clinicaltrials.gov/ct2/show/NCT03204513
https://www.clinicaltrials.gov/ct2/show/NCT04630457?term=NCT04630457&draw=2&rank=1
https://www.clinicaltrials.gov/ct2/show/NCT02864693?term=NCT02864693&rank=1
https://www.clinicaltrials.gov/ct2/show/NCT04112901?term=NCT04112901&draw=2&rank=1

Practice Guidelines and Position Statements

Guidelines or position statements will be considered for inclusion if they were issued by, or
jointly by, a U.S. professional society, an international society with U.S. representation, or
National Institute for Health and Care Excellence (NICE). Priority will be given to guidelines that
are informed by a systematic review, include strength of evidence ratings, and include a
description of management of conflict of interest.

Veterans Affairs/Department of Defense Clinical Practice Guideline for
Rehabilitation of Individuals with Lower Limb Amputation

In 2019, the Veterans Affairs/Department of Defense Clinical Practice Guideline for Rehabilitation
of Individuals with Lower Limb Amputation made the following recommendations:*’

“We suggest offering microprocessor knee units over non-microprocessor knee units for
ambulation to reduce risk of falls and maximize patient satisfaction. There is insufficient
evidence to recommend for or against any particular socket design, prosthetic foot
categories, and suspensions and interfaces.”

Table 4. Classification of Rehabilitation Potential

Level ‘ Rehabilitation Potential

Level O 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.

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 ambulatory.

Level 2 Has the ability or potential for ambulation with the ability to traverse low level environmental barriers
such as curbs, stairs, or uneven surfaces. Typical of the limited community ambulatory.

Level 3 Has the ability or potential for ambulation 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.

Level 4 Has the ability or potential for prosthetic ambulation that exceeds basic ambulation skills, exhibiting
high impact, stress, or energy levels. Typical of the prosthetic demand of the child, active adult, or
athlete.
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Regulatory Status

According to the manufacturers, microprocessor-controlled prostheses are considered a class |
device by the FDA and are exempt from 510(k) requirements. This classification does not require
submission of clinical data regarding efficacy but only notification of the FDA prior to marketing.

FDA product codes: ISW, KFX.

Sensor Walk™ (Otto Bock HealthCare LP) an electronic stance control KAFO is considered a class
1 orthosis, limb brace by the FDA. In 2006 it was cleared for 510(k) marketing as equivalent to
the Otto Bock Free Walk exempt device. (K052771). Indications for use are solely for the orthotic
fitting of the lower limbs of patients who are community ambulators who exhibit knee instability
in the sagittal plane while bearing weight during the stance phase of their gait cycle when
walking forward on level surfaces.

FDA product code: IQl
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02/10/04 Add to Durable Medical Equipment Section - New Policy PR.1.01.113 replaces BCBSA
1.01.25 (Issue 3:2003).

09/01/04 Replace Policy - Policy renumbered from PR.1.01.113. No date changes.

02/08/05 Replace Policy - Policy reviewed with literature search through December 2004; no
change to policy statement; references added.

02/14/06 Replace Policy - Policy reviewed with literature search; no change to policy statement;
reference added.

02/22/06 Codes updated - No other changes, effective date unchanged.
05/26/06 Update Scope and Disclaimer - No other changes.
03/13/07 Replace Policy - Policy updated with literature review; reference added. No change in

policy statement.

05/13/08 New BC Policy - Replaces PR.1.01.513, status changed from PR to BC. A
microprocessor-controlled knee may be considered medically necessary in amputees
who meet the criteria listed. When criteria are not met, it is considered not medically

necessary.

05/12/09 Replace Policy - Policy updated with literature search. Policy statements added
regarding ankle-foot and powered knee prostheses as investigational. References
added.

02/09/10 Code Update - New 2010 codes added.

04/13/10 Replace Policy - Policy updated with literature search; no change to the policy

statement. References added.

06/13/11 Replace Policy - Policy updated with literature review through January 2011; reference
21 added; policy number changed from 1.01.25 to 1.04.05 (prosthetics); policy
statements unchanged. ICD-10 codes added to policy.

01/27/12 HCPCS code L5312 added.

05/22/12 Replace policy. Policy updated with literature review through December 2011;
Rationale revised; references 3, 16, 17, 22 added; some references removed. Policy
statements unchanged.

08/24/12 Update Coding Section — ICD-10 codes are now effective 10/01/2014.

05/28/13 Replace policy. Policy updated with literature review through February 1, 2013;
Rationale revised; references 12, 15, 17, 23, 26-27 added and references reordered;
policy statements unchanged.

08/14/13 Update Related Policies. Change title to policy 1.04.04.

03/21/14 Update Related Policies. 1.04.04 was deleted and replaced with 1.04.502.
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06/13/14

08/11/14

06/17/15

06/01/16

09/22/17

12/01/17

05/01/18

07/01/18

06/01/19

03/01/20

06/01/20

06/01/21

Annual Review. Policy updated with literature review through February 24, 2014.
References 17, 25, 27 added; others renumbered/removed. Policy statements
unchanged.

Interim Update. Policy Guidelines added with details about when orthotics, prosthetics,
or prosthetic components added to a conventional prosthesis are not covered. No new
references added. Policy statements unchanged. HCPCS codes L5845 removed from
policy; this is not reviewed.

Annual Review. Two tables added to the Policy Guidelines section that list examples of
microprocessor-controlled prosthetic knees and feet for the lower limb. Policy
Guideline statement added that conventional prosthetic foot is not subject to review
under this medical policy. Policy updated with literature review through January 29,
2015. Reference 19 added; others renumbered. Policy statements unchanged. ICD-9
diagnosis codes removed; no utilized in adjudication. HCPCS codes L5312 and L5856
removed; these are not reviewed.

Annual Review, approved May 10, 2016. Policy reviewed with literature search; policy
statement unchanged.

Policy moved to new format. No changes to policy statements.

Annual Review, approved November 21, 2017. Policy updated with literature review
through August 2017; no references added. Policy title changed to "Microprocessor-
Controlled and Powered Prostheses for the Lower Limb”. Policy statements unchanged.

Minor update, updated the title of Related Policy 1.04.502.

Annual Review, approved June 5, 2018. Policy updated with literature review through
February 2018; references 10 and 26 added; Policy statements unchanged.

Annual Review, approved May 7, 2019. Policy updated with literature review through
February 2019; references added. Policy statements unchanged.

Interim Review, approved February 11, 2020. Policy title changed from
“Microprocessor-Controlled and Powered Prostheses for the Lower Limb” to
“Microprocessor-Controlled and Powered Prostheses and Orthoses for the Lower
Limb". Policy updated with literature search. Policy statement added regarding
microprocessor stance-controlled orthoses are considered investigational. References
added. Added HCPCS code L2006 (new code effective 1/1/20).

New policy number (1.04.503), approved May 5, 2020, effective June 1, 2020. Policy
1.04.503 replaces policy 1.04.05 which is now deleted. Policy updated with literature
review through February 2020; references added, Policy statements unchanged.

Annual Review, approved May 4, 2021. Policy updated with literature review through
January 25, 2021; no references added. Policy statements unchanged.
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Disclaimer: This medical policy is a guide in evaluating the medical necessity of a particular service or treatment. The
Company adopts policies after careful review of published peer-reviewed scientific literature, national guidelines and
local standards of practice. Since medical technology is constantly changing, the Company reserves the right to review
and update policies as appropriate. Member contracts differ in their benefits. Always consult the member benefit
booklet or contact a member service representative to determine coverage for a specific medical service or supply.
CPT codes, descriptions and materials are copyrighted by the American Medical Association (AMA). ©2021 Premera
All Rights Reserved.

Scope: Medical policies are systematically developed guidelines that serve as a resource for Company staff when
determining coverage for specific medical procedures, drugs or devices. Coverage for medical services is subject to
the limits and conditions of the member benefit plan. Members and their providers should consult the member
benefit booklet or contact a customer service representative to determine whether there are any benefit limitations
applicable to this service or supply. This medical policy does not apply to Medicare Advantage.
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PREMERA |

An Independent Licensee of the Blue Cross Blue Shield Association

Discrimination is Against the Law

Premera Blue Cross complies with applicable Federal civil rights laws and
does not discriminate on the basis of race, color, national origin, age,
disability, or sex. Premera does not exclude people or treat them differently
because of race, color, national origin, age, disability or sex.

Premera:

¢ Provides free aids and services to people with disabilities to communicate
effectively with us, such as:
¢ Qualified sign language interpreters
o Written information in other formats (large print, audio, accessible

electronic formats, other formats)

¢ Provides free language services to people whose primary language is not
English, such as:
e Qualified interpreters
¢ Information written in other languages

If you need these services, contact the Civil Rights Coordinator.

If you believe that Premera has failed to provide these services or
discriminated in another way on the basis of race, color, national origin, age,
disability, or sex, you can file a grievance with:

Civil Rights Coordinator - Complaints and Appeals

PO Box 91102, Seattle, WA 98111

Toll free 855-332-4535, Fax 425-918-5592, TTY 800-842-5357

Email AppealsDepartmentinquiries@Premera.com

You can file a grievance in person or by mail, fax, or email. If you need help
filing a grievance, the Civil Rights Coordinator is available to help you.

You can also file a civil rights complaint with the U.S. Department of Health
and Human Services, Office for Civil Rights, electronically through the
Office for Civil Rights Complaint Portal, available at
https://ocrportal.hhs.gov/ocr/portal/lobby.jsf, or by mail or phone at:

U.S. Department of Health and Human Services

200 Independence Avenue SW, Room 509F, HHH Building

Washington, D.C. 20201, 1-800-368-1019, 800-537-7697 (TDD)
Complaint forms are available at
http://www.hhs.gov/ocr/office/file/index.html.

Getting Help in Other Languages

This Notice has Important Information. This notice may have important
information about your application or coverage through Premera Blue
Cross. There may be key dates in this notice. You may need to take action
by certain deadlines to keep your health coverage or help with costs. You
have the right to get this information and help in your language at no cost.
Call 800-722-1471 (TTY: 800-842-5357).

A71¢% (Amharic):

2V TINFOEE hdAL LG GHA: LU TI0FOEL A TTvAhFP @ege ¢ Premera Blue
Cross 147 AIGAL aol8 AFL@- LN (LY TINF O OAT AT PTT AF¢ S TAN:
PMS7 14797 AaPmNPS NANGLA ACAF ATIT T (O PLE 180T ACI°E avm-18:
L10P+ LIPGA: CUT aPl8 W19.0TT AG LA haf (RIRP h(CAT K19.0TT av(It
AP T=0nAh ¢7C 800-722-1471 (TTY: 800-842-5357) g

44 ) (Arabic):

S Gl e gpady dage Claglie SVl 138 ey B Al Cilagla JladY) 1 g gag
doga gl 5 lia (S5 5 Premera Blue Cross J& (e e J seaal) 3 55 ) 4kl
sacluall §f donall ebihass e Laliall Linne g ) 55 6 ol ya) JASY Zliad 8y aSY) 13 b
ol RS 20 25 (90 lialy 3aeLuall 5 Cilaslaadl 038 Ao Jgeanl) @ll 5oy Sl pds b
800-722-1471 (TTY: 800-842-5357)-

#13C (Chinese):

KEMBEFNAR . REH RN IESER Premera Blue Cross 123
HERRBMNEEZAR., ABMNRTRAEZAM. EAGEFEESLAY
ZHETEREITE), URBEHEERBESEERHM, GEENREUEWE
ERIAALSMER, FBELE 800-722-1471 (TTY: 800-842-5357).

037338 (07-2016)

Oromoo (Cushite):

Beeksisni kun odeeffannoo barbaachisaa gaba. Beeksisti kun sagantaa
yookan karaa Premera Blue Cross tiin tajaajila keessan ilaalchisee
odeeffannoo barbaachisaa qabaachuu danda’a. Guyyaawwan murteessaa
ta’an beeksisa kana keessatti ilaalaa. Tarii kaffaltidhaan deeggaramuuf
yookan tajaajila fayyaa keessaniif guyyaa dhumaa irratti wanti raawwattan
jiraachuu danda’a. Kaffaltii irraa bilisa haala ta’een afaan keessaniin
odeeffannoo argachuu fi deeggarsa argachuuf mirga ni gabaattu.
Lakkoofsa bilbilaa 800-722-1471 (TTY: 800-842-5357) tii bilbilaa.

Francgais (French):

Cet avis a d'importantes informations. Cet avis peut avoir d'importantes
informations sur votre demande ou la couverture par l'intermédiaire de
Premera Blue Cross. Le présent avis peut contenir des dates clés. Vous
devrez peut-étre prendre des mesures par certains délais pour maintenir
votre couverture de santé ou d'aide avec les codts. Vous avez le droit
d'obtenir cette information et de I'aide dans votre langue a aucun codt.
Appelez le 800-722-1471 (TTY: 800-842-5357).

Kreyol ayisyen (Creole):

Avi sila a gen Enfomasyon Enpotan ladann. Avi sila a kapab genyen
enfomasyon enpotan konsénan aplikasyon w lan oswa konsénan kouveti
asirans lan atravé Premera Blue Cross. Kapab genyen dat ki enpotan nan
avi sila a. Ou ka gen pou pran kék aksyon avan seten dat limit pou ka
kenbe kouvéti asirans sante w la oswa pou yo ka ede w avek depans yo.
Se dwa w pou resevwa enfomasyon sa a ak asistans nan lang ou pale a,
san ou pa gen pou peye pou sa. Rele nan 800-722-1471

(TTY: 800-842-5357).

Deutsche (German):

Diese Benachrichtigung enthélt wichtige Informationen. Diese
Benachrichtigung enthalt unter Umsténden wichtige Informationen
beziiglich lhres Antrags auf Krankenversicherungsschutz durch Premera
Blue Cross. Suchen Sie nach eventuellen wichtigen Terminen in dieser
Benachrichtigung. Sie kdnnten bis zu bestimmten Stichtagen handeln
muissen, um lIhren Krankenversicherungsschutz oder Hilfe mit den Kosten
zu behalten. Sie haben das Recht, kostenlose Hilfe und Informationen in
lhrer Sprache zu erhalten. Rufen Sie an unter 800-722-1471

(TTY: 800-842-5357).

Hmoob (Hmong):

Tsab ntawv tshaj xo no muaj cov ntshiab lus tseem ceeb. Tej zaum
tsab ntawv tshaj xo no muaj cov ntsiab lus tseem ceeb txog koj daim ntawv
thov kev pab los yog koj ghov kev pab cuam los ntawm Premera Blue
Cross. Tej zaum muaj cov hnub tseem ceeb uas sau rau hauv daim ntawv
no. Tej zaum koj kuj yuav tau ua gee yam uas peb kom koj ua tsis pub
dhau cov caij nyoog uas teev tseg rau hauv daim ntawv no mas koj thiaj
yuav tau txais kev pab cuam kho mob los yog kev pab them tej nqi kho mob
ntawd. Koj muaj cai kom lawv muab cov ntshiab lus no uas tau muab sau
ua koj hom lus pub dawb rau koj. Hu rau 800-722-1471

(TTY: 800-842-5357).

lloko (llocano):

Daytoy a Pakdaar ket naglaon iti Napateg nga Impormasion. Daytoy a
pakdaar mabalin nga adda ket naglaon iti napateg nga impormasion
maipanggep iti apliksayonyo wenno coverage babaen iti Premera Blue
Cross. Daytoy ket mabalin dagiti importante a petsa iti daytoy a pakdaar.
Mabalin nga adda rumbeng nga aramidenyo nga addang sakbay dagiti
partikular a naituding nga aldaw tapno mapagtalinaedyo ti coverage ti
salun-atyo wenno tulong kadagiti gastos. Adda karbenganyo a mangala iti
daytoy nga impormasion ken tulong iti bukodyo a pagsasao nga awan ti
bayadanyo. Tumawag iti numero nga 800-722-1471 (TTY: 800-842-5357).

Italiano (Italian):

Questo avviso contiene informazioni importanti. Questo avviso pud contenere
informazioni importanti sulla tua domanda o copertura attraverso Premera
Blue Cross. Potrebbero esserci date chiave in questo avviso. Potrebbe
essere necessario un tuo intervento entro una scadenza determinata per
consentirti di mantenere la tua copertura o sovvenzione. Hai il diritto di
ottenere queste informazioni e assistenza nella tua lingua gratuitamente.
Chiama 800-722-1471 (TTY: 800-842-5357).


https://www.hhs.gov/ocr/office/file/index.html
https://ocrportal.hhs.gov/ocr/portal/lobby.jsf
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HAEE (Japanese):

COBHICBEELGERAES TR TLET, OB, Premera Blue
Cross DHEF - IIMEHHICEHT 2EERFEBRNEEN TV IIEELH
YET, COBRICHRHESATVWSAREENHIEELBfHE CHERLE
ST, BERROCERYR— FE2#EFTRICE. HEOHAETICTEE
BoBINIEESBWNEELHYET., CHEDEEICKDIIFREYR—
FOVEH CIRE SN E T, 800-722-1471 (TTY: 800-842-5357)E THES
(&L,

=01 (Korean):
= EXMl=E S8 FEII S0 JUSLILL = 0l SXM= Aot
'}01 712110 Premera Blue Cross & S8 HH{2IXI0fl 28 HEE
nAS = ASLILL 2 5XII\-I()H: A0l &= EMSO0I S&'% =
Ch Hole Hotel 2% HHE2IXE H SXSHHL HIE
A SO LMK ZXIE HolioF & 2RI AUAS 2 USU
oSt EEQ S22 Aot Az HIE RfE8I0l 22 = ‘A’A'E
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290 (Lao):

CC99NIVDDH2HVFIHV. (C39NIVLDI0PED2VVIIGTVNIOTILAISBYTE
wIN B 90V LOSIUEHLIWESIIIVEIV Premera Blue Cross. 909D
SVHFELIECFINILY. WIVDIHEHATVCIDIOABLNIVOILNIVO
(0ITUWICWOSNIIN0IVELODIVIVIS:WIL B oIVFoBcHBCHD
enlgsiwanquionlo. trndSoldsuayvd war norwgoscdHactivwIsy
2o9uimlosticges. luilnma 800-722-1471 (TTY: 800-842-5357).

Manigd (Khmer):

iwsigssaimsimstidumsdsasdy wosysSaimsuinu
esfismsundesafsEiivuus yrmifUmiugssmgiun
Premera Blue Cross 9 [UINUMMENS MUUUTNIGSISSISIHHINGENES
2aiHIS HRUTNUMMEIMIUTNDOEEMN SOSAMsSigohAsn
SIS 18] SHIMPS/AMISINUIRSMNIUNES YenASSuwismigy
grEsiisguiidfmsis: SusguisinrMmMaIuLmEnSsSHY
Ui e gIaie 800-722-1471 (TTY: 800-842-5357)%

Al (Punjabi):

fen &fer feo uA Frearat 3. o &fcr feg Premera Blue Cross @8 39731
FEIA 3 I T HIITYIS FEddt I Al I . foH SfR HeT uH 3
I A I5. g IF AATS dea9r fdust I= 7 6A € 3913 Affg Hee @
fgx I 3 3% izH 39 3 Ufos' I3 UH geH g9 S B3 I AIE 3,398
¥e3 9 3 vt 3 9 Areardt w3 Hee Y3 996 & witard 3 3
800-722-1471 (TTY: 800-842-5357).

= (Farsi):

o8 ol age e a5 gla Gl (Sas 4xadle ] (i), ilie pga Cile Ml 5 gla 4sdle ] o
0% pge sl ) 4y 254 Premera Blue Cross sk ) Led () 4ay (il by 5 Lalds
Ay e Al 50 S L U dan (b gy Jaia () g Gl San Lad, 2ulad 4a 5 asadle )
G Ladi, 2l 4l rliin) oals sla IS aladl (5 g amdidia sl U 43 (5 (e (sl
o (g1 e il 50 B sk g asA Gl 4 1) S 5 e Sl G 4S 3y la ) (o
a5 (800-842-5357 o Juasily (i TTY (liS) 800-722-1471 o jusss |y e Ml
Ll )l

Polskie (Polish):

To ogtoszenie moze zawiera¢ wazne informacje. To ogtoszenie moze
zawiera¢ wazne informacje odnos$nie Panstwa wniosku lub zakresu
$wiadczen poprzez Premera Blue Cross. Prosimy zwrécic uwage na
kluczowe daty, ktére mogg by¢ zawarte w tym ogtoszeniu aby nie
przekroczy¢ terminéw w przypadku utrzymania polisy ubezpieczeniowej lub
pomocy zwigzanej z kosztami. Macie Panstwo prawo do bezptatnej
informacji we wkasnym jezyku. Zadzwoncie pod 800-722-1471

(TTY: 800-842-5357).

Portugués (Portuguese):

Este aviso contém informagoes importantes. Este aviso podera conter
informagdes importantes a respeito de sua aplicagéo ou cobertura por meio
do Premera Blue Cross. Poderao existir datas importantes neste aviso.
Talvez seja necessario que vocé tome providéncias dentro de
determinados prazos para manter sua cobertura de saude ou ajuda de
custos. Vocé tem o direito de obter esta informagéo e ajuda em seu idioma
e sem custos. Ligue para 800-722-1471 (TTY: 800-842-5357).

Romana (Romanian):

Prezenta notificare contine informatii importante. Aceasta notificare
poate contine informatii importante privind cererea sau acoperirea asigurarii
dumneavoastre de sanatate prin Premera Blue Cross. Pot exista date cheie
n aceasta notificare. Este posibil sa fie nevoie sa actionati pana la anumite
termene limita pentru a va mentine acoperirea asigurarii de sanatate sau
asistenta privitoare la costuri. Aveti dreptul de a obtine gratuit aceste
informatii si ajutor in limba dumneavoastra. Sunati la 800-722-1471

(TTY: 800-842-5357).

Pycckui (Russian):

HacTosiee yBegomneHve coaepxuT BaxHyr uHgopmauumio. 310
yBeAOMIIEHNE MOXET coAepXaTb BaXKHYIO MHAOPMaLMo O BaLlleM
3asiBMEHNN UMM CTPaAXOBOM NOKPbITUKM Yepe3 Premera Blue Cross. B
HacToslLeM yBeAoOMIeHUM MOryT BbiTb ykasaHbl KntoyeBble AaTbl. Bam,
BO3MOXHO, MOTPebyeTCcs NPUHATL MepbI K onpeaeneHHbIM npegenbHbIM
CpokaM Ans COXpaHEeHUsi CTPaxoBOro NMOKpbITUSA UM MOMOLLM C pacxogamu.
Bbl nMeeTe npaBo Ha 6ecnnaTHoe nonyvyeHue 3aTon nHdopMaLmm n
nomMoLLb Ha BalleM si3bike. 3BoHUTE Mo TenedoHy 800-722-1471

(TTY: 800-842-5357).

Fa’asamoa (Samoan):

Atonu ua iai i lenei fa’asilasilaga ni fa’amatalaga e sili ona taua e tatau
ona e malamalama i ai. O lenei fa’asilasilaga o se fesoasoani e fa'amatala
atili i ai i le tulaga o le polokalame, Premera Blue Cross, ua e tau fia maua
atu i ai. Fa’amolemole, ia e iloilo fa’alelei i aso fa’apitoa olo’o iai i lenei
fa'asilasilaga taua. Masalo o le’a iai ni feau e tatau ona e faia ao le'i aulia le
aso ua ta'ua i lenei fa’asilasilaga ina ia e iai pea ma maua fesoasoani mai ai
i le polokalame a le Malo olo’o e iai i ai. Olo’o iai iate oe le aia tatau e maua
atu i lenei fa’asilasilaga ma lenei fa'matalaga i legagana e te malamalama i
ai aunoa ma se togiga tupe. Vili atu i le telefoni 800-722-1471

(TTY: 800-842-5357).

Espaiiol (Spanish):

Este Aviso contiene informacién importante. Es posible que este aviso
contenga informacioén importante acerca de su solicitud o cobertura a
través de Premera Blue Cross. Es posible que haya fechas clave en este
aviso. Es posible que deba tomar alguna medida antes de determinadas
fechas para mantener su cobertura médica o ayuda con los costos. Usted
tiene derecho a recibir esta informacién y ayuda en su idioma sin costo
alguno. Llame al 800-722-1471 (TTY: 800-842-5357).

Tagalog (Tagalog):

Ang Paunawa na ito ay naglalaman ng mahalagang impormasyon. Ang
paunawa na ito ay maaaring naglalaman ng mahalagang impormasyon
tungkol sa iyong aplikasyon o pagsakop sa pamamagitan ng Premera Blue
Cross. Maaaring may mga mahalagang petsa dito sa paunawa. Maaring
mangailangan ka na magsagawa ng hakbang sa ilang mga itinakdang
panahon upang mapanatili ang iyong pagsakop sa kalusugan o tulong na
walang gastos. May karapatan ka na makakuha ng ganitong impormasyon
at tulong sa iyong wika ng walang gastos. Tumawag sa 800-722-1471
(TTY: 800-842-5357).

v (Thai):
des e o Ay de o A N .

dsznetiilfeyadndty UsennatianaiifeyafidrAnyinenfunisnisadasvideaauamlsziu

il al o & v
qunmaesnmurnu Premera Blue Cross uavanaiinmnnislulsynieil aouenaazbies
amdunsmeluimunsraznaiulueuiieasfnenisdseiuquninaesgouisanisgonmaen
aan a ad wes o L &
Henliane quildnsfiazldiuieyauazandsamaeilunseesnulnglifidldane Tns
800-722-1471 (TTY: 800-842-5357)

YkpaiHncbkun (Ukrainian):

Lle noBigoMneHHsA MicTUTL BaxnuBy iHdopmauito. Lie nosigomneHHs
MOXe MiCTUTK BaXnuBy iHdopmadito npo Balue 3BepHeHHSs Wwoao
cTpaxyBanbHOro nokputTs Yyepes Premera Blue Cross. 3BepHiTb yBary Ha
KMIOYOBI AaTh, Ski MOXyTb OyTU BKkasaHi y LibOMY NOBiAOMMEHHI. ICHye
iMOBIpHICTb Toro, Lo Bam Tpeba 6yae 3a4INCHUTM NEBHI KPOKM Y KOHKPETHI
KiHLeBi CTpOkK Ans Toro, wob 36epertn Bawe meguyHe cTpaxyBaHHs abo
oTpuMaTu chiHaHcoBy fonomory. Y Bac € npaBo Ha OTpUMaHHs L€l
iHdopmauii Ta gonomoru 6e3kowToBHO Ha Bawwii pigHii moBi. [13BOHITh 3a
Homepom TenedoHy 800-722-1471 (TTY: 800-842-5357).

Tiéng Viét (Vletnamese)

Théng bao nay cung cép thong tin quan trong. Thong bao nay c6 théng
tin quan trong vé& don xin tham gia hoac hop ddng bao hiém cta quy vi qua
chwong trinh Premera Blue Cross. Xin xem ngay quan trong trong théng
bao nay. Quy vi cé thé phai thyc hién theo thong bao dung trong thoi han
dé duy tri bao hiém strc khde hodc dwoc tro gitip thém vé chi phi. Quy vi cé
quyen duoc biét thong tin nay va duoc tro gidp bang ngdn nglr ctia minh
mién phi. Xin goi s6 800-722-1471 (TTY: 800-842-5357).



