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Subject: Microprocessor-Controlled Prosthetic Knees

THIS MEDICAL COVERAGE GUIDELINE IS NOT AN AUTHORIZATION, CERTIFICATION, EXPLANATION OF
BENEFITS, OR A GUARANTEE OF PAYMENT, NOR DOES IT SUBSTITUTE FOR OR CONSTITUTE MEDICAL
ADVICE. ALL MEDICAL DECISIONS ARE SOLELY THE RESPONSIBILITY OF THE PATIENT AND PHYSICIAN.
BENEFITS ARE DETERMINED BY THE GROUP CONTRACT, MEMBER BENEFIT BOOKLET, AND/OR INDIVIDUAL
SUBSCRIBER CERTIFICATE IN EFFECT AT THE TIME SERVICES WERE RENDERED. THIS MEDICAL COVERAGE
GUIDELINE APPLIES TO ALL LINES OF BUSINESS UNLESS OTHERWISE NOTED IN THE PROGRAM
EXCEPTIONS SECTION.
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DESCRIPTION:

There are over 100 different prosthetic knee designs currently available. The choice of the most appropriate design
depends on the patient’s underlying activity level, i.e., the requirements of a prosthetic knee in an elderly, largely
homebound individual will be quite different than a younger, active individual.

In general, key elements of a prosthetic design involve providing stability during both the stance and swing phase of the
gait. Prosthetic knees also vary in their ability to alter the pace of the gait, or the ability to walk on rough or uneven
surfaces. In contrast to simpler designs that are designed to function optimally at one walking pace, fluid and hydraulic-
controlled devices are designed to allow the amputee 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 amputee to set a pace from very slow to a race walking pace.

Hydraulic prostheses are heavier than other options and require gait training; therefore, these prostheses are generally
prescribed to 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 (computerized) prosthetic knees most recently becoming available, include the Intelligent
Prosthesis (Blatchford, United Kingdom) and the C-LEG® (Otto Bock Orthopedic Industry, Minneapolis, MN). 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. For example, the prosthetist can specify
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several different optimal adjustments that the computer later selects and applies according to the pace of ambulation. The
C-LEG is also designed to improve the stance control. For example, it may be possible for the sensors to recognize a
stumble, stiffen the knee, and avoid a fall.

POSITION STATEMENT:

Microprocessor-controlled prosthetic knees (e.g., C-Leg) meets the definition of medical necessity for patients having
a functional level of 3 or above:

e |evel 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.

® |evel 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.

® | evel 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 ambulator.

® | evel 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.

® |evel 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 demands of the child, active
adult, or athlete.

Medical necessity for a microprocessor-controlled prosthetic knee is based on the patient's potential functional abilities.
Potential functional ability is based on the reasonable expectations of the prosthetist and treating physician, considering
factors including, but not limited to:

The patient's past history (including prior prosthetic use if applicable); AND

The patient's current condition including the status of the residual limb and the nature of other medical
problems; AND

®  The patient's desire to ambulate.

Microprocessor-controlled prosthetic knees does not meet the definition of medical necessity when the above criteria
are not met.

BILLING/CODING INFORMATION:

HCPCS Coding:

1
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

REIMBURSEMENT INFORMATION:

Refer to section entitled POSITION STATEMENT.

PROGRAM EXCEPTIONS:

Federal Employee Program (FEP): Follow FEP guidelines.

State Account Organization (SAO): Follow SAO guidelines.
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Medicare Advantage Products: An electronic knee (L5856, L5857, L5858) is covered for patients whose functional level
is 3 or above. (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. Coverage is extended only if there is sufficient
clinical documentation of functional need for the technologic or design feature of a given type of knee. This information
must be retained in the physician's or prosthetist's files.

DEFINITIONS:

No guideline specific definitions apply.

RELATED GUIDELINES:

None applicable.

OTHER:

Index terms:

C-LEG

Intelligent Prosthesis
Microprocessor-controlled knee prosthesis
Otto Bock C-LEG Knee-Shin System
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COMMITTEE APPROVAL:

This Medical Coverage Guideline (MCG) was approved by the BCBSF Medical Policy & Coverage Committee on
04/26/07.

GUIDELINE UPDATE INFORMATION:



02/15/04
03/15/05
04/01/05
01/01/06
03/15/06
05/15/07

New Medical Coverage Guideline.

Scheduled review; no change in coverage statement.

2nd quarter HCPCS coding update; added K0670.

Annual HCPCS coding update; added L5858, removed K0670.
Scheduled review; no change in coverage statement.

Scheduled review; reformatted guideline; coverage position changed from investigational; added
criteria for medical necessary.
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