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Non-Discrimination Statement and Multi-Language Interpreter Services information are located at
the end of this document.

Coverage for services, procedures, medical devices and drugs are dependent upon benefit
eligibility as outlined in the member's specific benefit plan. This Evidence-Based Criteria must be
read in its entirety to determine coverage eligibility, if any.

This Evidence-Based Criteria provides information related to coverage determinations only and
does not imply that a service or treatment is clinically appropriate or inappropriate. The provider
and the member are responsible for all decisions regarding the appropriateness of care. Providers
should provide BCBSAZ complete medical rationale when requesting any exceptions to these
guidelines.

The section identified as “Description” defines or describes a service, procedure, medical device
or drug and is in no way intended as a statement of medical necessity and/or coverage.

The section identified as “Criteria” defines criteria to determine whether a service, procedure,
medical device or drug is considered medically necessary or experimental or investigational.

State or federal mandates, e.g., FEP program, may dictate that any drug, device or biological
product approved by the U.S. Food and Drug Administration (FDA) may not be considered
experimental or investigational and thus the drug, device or biological product may be assessed
only on the basis of medical necessity.

Evidence-Based Criteria are subject to change as new information becomes available.

For purposes of this Evidence-Based Criteria, the terms "experimental” and "investigational” are
considered to be interchangeable.

BLUE CROSS®, BLUE SHIELD® and the Cross and Shield Symbols are registered service marks
of the Blue Cross and Blue Shield Association, an association of independent Blue Cross and
Blue Shield Plans. All other trademarks and service marks contained in this guideline are the
property of their respective owners, which are not affiliated with BCBSAZ.
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Description:

Myoelectric prostheses are powered by electric motors with an external power source. The joint
movement of an upper-limb prosthesis or orthosis (e.g., hand, wrist, and/or elbow) is driven by microchip-
processed electrical activity in the muscles of the remaining limb or limb stump.

The need for an upper-limb prosthesis can occur for a number of reasons, including trauma, surgery, or
congenital anomalies. The primary goals of the upper-limb prostheses are to restore function and natural
appearance. Achieving these goals also requires sufficient comfort and ease of use for continued
acceptance by the wearer. The difficulty of achieving these diverse goals with an upper-limb prosthesis
increases with the level of amputation (digits, hand, wrist, elbow, shoulder), and thus the complexity of
joint movement increases.

Amputees should be evaluated by an independent qualified professional to determine the most
appropriate prosthetic components and control mechanism (e.g., body-powered, myoelectric, or
combination of body-powered and myoelectric). A trial period may be indicated to evaluate the tolerability
and efficacy of the prosthesis in a real-life setting.

Myoelectric Upper Limb Prostheses:

Myoelectric prostheses use muscle activity from the remaining limb for control of joint movement.
Electromyographic signals from the limb stump are detected by surface electrodes, amplified, and then
processed by a controller to drive battery-powered motors that move the hand, wrist, or elbow. Although
upper-arm movement may be slow and limited to 1 joint at a time, myoelectric control of movement may
be considered the most physiologically natural. Myoelectric upper limb prosthetic devices include the LTI
Boston Digital ARM™ System (Liberating Technologies) and the Utah Arm Series 3 (Fillauer Motion
Control).

Myoelectric Hand Prostheses:

Myoelectric hand attachments are similar in form to those offered with the body-powered prosthesis but
are battery-powered. Myoelectric hand prosthetic devices include i-Digits® Quantum and i-limb™ (Touch
Bionics [now part of Ossur]), the SensorHand™ Speed (Otto Bock), Michelangelo® Hand (Otto Bock),
and bebionic (Ottobock).

Hybrid System:
A hybrid system, a combination of body-powered and myoelectric components, may be used for high-

level amputations (at or above the elbow). Hybrid systems allow for control of 2 joints at once (i.e., 1
body-powered, 1 myoelectric) and are generally lighter and less expensive than a prosthesis composed
entirely of myoelectric components.

Sensor and Myoelectric Controlled Upper-Limb Prosthetic Components:

The LUKE Arm (previously known as the DEKA Arm System), is the first commercially available
myoelectric upper-limb that can perform complex tasks with multiple simultaneous powered movements
(e.g., movement of the elbow, wrist, and hand at the same time). In addition to the electromyographic
electrodes, the LUKE Arm contains a combination of mechanisms, including switches, movement
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sensors, and force sensors. The primary control resides with inertial measurement sensors on top of the
feet. The prosthesis includes vibration pressure and grip sensors.

Myoelectric Orthoses:

The MyoPro® (Myomo) is a myoelectric powered upper-extremity orthotic. This orthotic device weighs
about 1.8 kilograms (4 pounds), has manual wrist articulation, and myoelectric initiated bi-directional
elbow movement. The MyoPro detects weak muscle activity from the affected muscle groups. A therapist
or prosthetist/orthoptist can adjust the gain (amount of assistance), signal boost, thresholds, and range of
motion. Potential users include patients with traumatic brain injury, spinal cord injury, brachial plexus
injury, amyotrophic lateral sclerosis, and multiple sclerosis. Use of robotic devices for therapy has been
reported. The MyoPro is the first myoelectric orthotic available for home use.

Criteria:

COVERAGE FOR BIOMECHANICAL OR MYOELECTRIC DEVICES IS DEPENDENT UPON BENEFIT
PLAN LANGUAGE. REFER TO MEMBER'’S SPECIFIC BENEFIT PLAN BOOKLET TO VERIFY
BENEFITS.

» If benefit coverage for biomechanical or myoelectric devices are available, myoelectric upper
limb prosthetic components are considered medically necessary with documentation of ALL of the
following:

1. Individual has an amputation or missing limb at the wrist or above (e.g., forearm, elbow)

2. Standard body-powered prosthetic devices cannot be used or are insufficient to meet the
functional needs of the individual in performing activities of daily living (ADLSs)

3. The remaining musculature of the arm(s) contains the minimum microvolt threshold to allow
operation of a myoelectric prosthetic device

4. The individual has demonstrated sufficient neurologic and cognitive function to operate the
prosthesis effectively

5. The individual is free of comorbidities that could interfere with function of the prosthesis (e.g.,
neuromuscular disease)

6. Functional evaluation by an independent qualified professional indicates that with training, use of
a myoelectric prosthesis is likely to meet the functional needs of the individual (e.g., gripping,
releasing, holding, coordinating movement of the prosthesis) when performing activities of daily
living. This evaluation should consider the individual needs for control, durability (maintenance),
function (speed, work capability), and usability
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» Mpyoelectric upper limb prosthetic components for all other indications not previously listed or if above
criteria not met are considered experimental or investigational when any ONE or more of the
following criteria are met:

1.
2.
3.
4

5.

Lack of final approval from the appropriate governmental regulatory bodies (e.g., Food and Drug
Administration); or

Insufficient scientific evidence to permit conclusions concerning the effect on health outcomes; or
Insufficient evidence to support improvement of the net health outcome; or

Insufficient evidence to support improvement of the net health outcome as much as, or more
than, established alternatives; or

Insufficient evidence to support improvement outside the investigational setting.

» Advanced upper-limb prosthetic components with both sensor and myoelectric control (e.g., LUKE
Arm) are considered experimental or investigational when any ONE or more of the following
criteria are met:

1.
2.
3.
4.

5.

Lack of final approval from the appropriate governmental regulatory bodies (e.g., Food and Drug
Administration); or

Insufficient scientific evidence to permit conclusions concerning the effect on health outcomes; or
Insufficient evidence to support improvement of the net health outcome; or

Insufficient evidence to support improvement of the net health outcome as much as, or more
than, established alternatives; or

Insufficient evidence to support improvement outside the investigational setting.

> A prosthesis with individually powered digits, including but not limited to a partial hand prosthesis, is
considered experimental or investigational when any ONE or more of the following criteria are met:

1.

2.
3.

Lack of final approval from the appropriate governmental regulatory bodies (e.g., Food and Drug
Administration); or

Insufficient scientific evidence to permit conclusions concerning the effect on health outcomes; or
Insufficient evidence to support improvement of the net health outcome; or

Insufficient evidence to support improvement of the net health outcome as much as, or more
than, established alternatives; or

Insufficient evidence to support improvement outside the investigational setting.
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» Myoelectric controlled upper-limb orthoses are considered experimental or investigational when
any ONE or more of the following criteria are met:

1. Lack of final approval from the appropriate governmental regulatory bodies (e.g., Food and Drug
Administration); or

2. Insufficient scientific evidence to permit conclusions concerning the effect on health outcomes; or

3. Insufficient evidence to support improvement of the net health outcome; or

4. Insufficient evidence to support improvement of the net health outcome as much as, or more
than, established alternatives; or

5. Insufficient evidence to support improvement outside the investigational setting.
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L7008, L7009, L7045, L7190, L7191, L8701, L8702
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Non-Discrimination Statement:

Blue Cross Blue Shield of Arizona (BCBSAZ) complies with applicable Federal civil rights laws
and does not discriminate on the basis of race, color, national origin, age, disability or sex.
BCBSAZ provides appropriate free aids and services, such as qualified interpreters and written
information in other formats, to people with disabilities to communicate effectively with us.
BCBSAZ also provides free language services to people whose primary language is not English,
such as qualified interpreters and information written in other languages. If you need these
services, call (602) 864-4884 for Spanish and (877) 475-4799 for all other languages and other aids
and services.

If you believe that BCBSAZ 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:
BCBSAZ'’s Civil Rights Coordinator, Attn: Civil Rights Coordinator, Blue Cross Blue Shield of
Arizona, P.O. Box 13466, Phoenix, AZ 85002-3466, (602) 864-2288, TTY/TDD (602) 864-4823,
crc@azblue.com. You can file a grievance in person or by mail or email. If you need help filing a
grievance BCBSAZ'’s 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.qov/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, DC
20201, 1-800-368-1019, 800-537-7697 (TDD). Complaint forms are available at
http://www.hhs.qov/ocr/office/file/index.html

Multi-Language Interpreter Services:

Spanish: 5i usted, o alguien a quien usted esta ayudando, tiene preguntas acerca de Blue Cross Blue Shield of Arizona,
tiene derecho a obtener ayuda e informacion en su idioma sin costo alguno. Para hablar con un intérprete, llame al
602-864-4884.

Mawvajo: Dii kwa'é atah nilinigii Blue Cross Blue Shield of Arizona haada yit'éego bina'idilkidgo &i doodago Haida bija
anilyeedigii t'aadoo le'é yina'iditkidgo beehaz'danii halg dii t'ad hazaadk'ehji haka a’doowolgo bee haz'a doo bagh
ilinigad. Ata” halne'(gil kaj)’ bich'}" hodiilnih 877-475-4759,

Chinese: I 817, HEEEEHAEHE, FHMEAEENSRIE Blue Cross Blue Shield of Arizona 75 E B9
H CHENRELCHEERIIENINAR. AW (uMES, FREH TEHEART 8774754799,

Vietnamese: Néu quy vi, hay ngudi ma quy vi dang gidp d&, cd cau hdi vé Blue Cross Blue Shield of Arizona guy vi s
cd quyén durge gilip va cd thém thong tin bang ngdn ngii cda minh mign phi. BE nai chuyén véi mot théng dich vién,
xin goi 877-475-4799.
Arabic:
il glacall y piebecall o pemadl A 3l 2dh Blue Cross Blue Shield of Arizona s seads 3l aielud aad 52 4l ol 118 )
BIT-475-4798. o ool pa jia pa Sioadl] A31S3 301 550 e liady g gy gl
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Multi-Language Interpreter Services:

Tagalog: Kung ikaw, o ang iyong tinutulangan, ay may mga katanungan tungkol sa Blue Cross Blue Shield of Arizona,
may karapatan ka na makakuha ng tulong at impormasyon sa ivong wika ng walang gastos. Upang makausap ang
isang tagasalin, tumawag sa 877-475-4799,

Korean: 2H2F HE = HEH7 120 %= HE ALE 0| Blue Cross Blue Shield of Arizona Ml &k 2 F0|
ACHH A&l OMHE T2 HEEES A5 HHE HIZE BEE0 S = 2= A2 UsLICL OZXH
SEAZ WHINED MMM 877-475-4799 £ M ESIE A2,

French: 5i vous, ou quelgu'un gue vous &tes en train d'aider, a des guestions a propos de Blue Cross Blue Shield of
Arizona, vous avez le droit d'obtenir de I'aide et l'information dans votre langue & aucun codt. Pour parler & un
interpréte, appelez 877-475-4799.

German: Falls Sie oder jemand, dem Sie helfen, Fragen zum Blue Cross Blue Shield of Arizona haben, haben Sie das
Recht, kostenlose Hilfe und Informationen in lhrer Sprache zu erhalten. Um mit einem Dolmetscher zu sprechen,
rufen Sie bitte die Nummer 877-475-4799 an,

Russian: EcaM y BaC MAK AKMLUA, KOTOPOMY Bhl NOMOTaeTe, MMEIOTCA BONPOCs No noecgy Blue Cross Blue Shield of
Arizona, TO Bbl MMEETE NPAED Ha BECNAATHOE NONYYEHHE NOMOLLM W WHDOPMaUKMK HA Bawem A3ke, [lns pasroeopa
C NEQEBOAYMMKOM NO3BOHKTE No Tenedory 877-475-4799,

Japanese: ZF AR, £EEEEHFORZODE Y DA TH. Blue Cross Blue Shield of Arizona (22T ZH A
CEVWELEL, CRFOBRTHR—FERFEY. @REAFLEUTAIELATEET. HEXH
Y EREA, BREBESHDHES, 8774754799 FTHBE L&,
Farsi:
g 48 3y gl | gl B 281 43303 4 Blue Cross Blue Shield of Arizona s 53 Jlss ¢ e Sl gl 4 Lad 48 o8 1y ke S0
B77-475-4799 et iy 32 98505 sylaas 15348 )4 Sledkl
ahal Juala ]
Assyrian:
.ebubans (hase esabicl . esel tBlue Cross Blue Shield of Arizona ses iSoes .eaediel . ehe cooiess Bogid e o coobel o]
BTT-475-4799 foaw eshs Ab . am. 148 Jasd Shes g mh fmopmed Bulils  sseswhs Jhasbaems [hdm

Serbo-Croatian: Ukolike Vi ili neko kome Vi pomaiete ima pitanje o Blue Cross Blue Shield of Arizona, imate pravo da
besplatno dobijete pomod | informacije na Vasem jeziku, Da biste razgovarali sa prevodiocem, nazovite 877-475-4739,

Thai: WINANL WIDAUMAMATAITILWABUA IO IULAEIAU Blue Cross Blue Shield of Arizona
amuananIslasuATummuaauazraualua e vaaralainoluusitysne weaonuaty Tns 877-475-4799
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