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AND CONTRACTURES

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

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.

Medical Coverage Guidelines are subject to change as new information becomes available.

For purposes of this Medical Coverage Guideline, 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.

Description:

Dynamic Splinting Devices:

Dynamic splinting devices are spring-loaded, adjustable devices designed to provide low-load prolonged
stretch (LLPS) while an individual is asleep or at rest. Units for both flexion and extension are available
for elbow, wrist, finger, shoulder, knee, ankle and toe. These devices are used as an adjunct to physical
therapy. The unit can restore motion in a joint that is stiff or to prevent stiffness. Device names include,
but are not limited to: Dynasplint®, Advance® Dynamic ROM, SaeboFlex, SaeboMas, SaeboReach, Pro-
Glide® and Ultraflex®.
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Description: (cont.)

Flexionators and Extensionators:
The shoulder flexionator (ERMI Shoulder Flexionater®) is designed to isolate and treat decreased
glenohumeral abduction and external rotation in individuals with excessive scar tissue.

The knee/ankle flexionator (ERMI Knee/Ankle Flexionater®) is a self-contained device that facilitates
recovery from decreased range of motion (ROM) of the knee and/or ankle joints in individuals with
arthrofibrosis (excessive scar tissue and around the joint).

The knee extensionator (ERMI Knee Extensionater®) and elbow extensionator (ERMI Shoulder
Extensionater®) provide serial stretching, by the individual controlling a pneumatic device that can deliver
variable loads to the affected joint.

The Elite Seat® is a portable knee hyper-extension rehabilitation device that is used to correct the loss of
knee extension, increase ROM, decrease knee pain and improve function.

Joint Active Systems (JAS) Splints:

JAS systems (e.g., JAS Elbow, JAS Shoulder, JAS Ankle, JAS Knee, JAS Wrist, and JAS Pronation-
Supination) use static progressive stretch (SPS). SPS is a technique using the biomechanical principle of
stress relaxation to restore ROM.
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Criteria:

Dynamic Splinting Devices:

» Dynamic splinting devices for the knee, elbow, wrist, finger, or toe are considered medically
necessary with documentation of ONE of the following:

1. As an adjunct to physical therapy in individuals with documented signs and symptoms of
significant motion stiffness/loss in the sub-acute injury or post-operative period (i.e., at least 3
weeks after injury or surgery)

2. Individual with a prior documented history of motion stiffness/loss in a joint and surgery or
procedure performed to improve motion to that joint and are in the acute post-operative period
following a second or subsequent surgery or procedure

» Prophylactic use of dynamic splinting devices for the treatment of chronic* (see note below)
contractures (no significant change in motion for a 4-month period) and joint stiffness as a result of
the following conditions is considered experimental or investigational based upon:

1. Insufficient scientific evidence to permit conclusions concerning the effect on health outcomes,
and

2. Insufficient evidence to support improvement of the net health outcome, and

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

4. Insufficient evidence to support improvement outside the investigational setting.

These conditions include, but are not limited to:

= Burns

= Cerebral palsy

=  Fractures

= Head and spinal cord injuries
= Joint trauma

= Multiple sclerosis

= Muscular dystrophy

* Rheumatoid arthritis

*  If surgery is being performed for a “chronic” condition, the use of a dynamic splinting device may be
considered medically necessary if the individual meets the medically necessary criteria stated above.
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Criteria: (cont.)

Dynamic Splinting Devices: (cont.)

» Dynamic splinting devices for all other indications not previously listed or if above criteria not met are
considered experimental or investigational based upon:

1. Insufficient scientific evidence to permit conclusions concerning the effect on health outcomes,
and

2. Insufficient evidence to support improvement of the net health outcome, and

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

4. Insufficient evidence to support improvement outside the investigational setting.

These indications include, but are not limited to:

= Carpel tunnel syndrome

= Cerebral palsy

= Foot drop associated with neuromuscular diseases
= Head and spinal cord injuries

= Injuries of the ankle and shoulder
= Multiple sclerosis

= Muscular dystrophy

=  Plantar fasciitis

* Rheumatoid arthritis

= Stroke

= Trismus

» The SaeboMas dynamic mobile arm support system is considered experimental or investigational
based upon:

1. Insufficient scientific evidence to permit conclusions concerning the effect on health outcomes,
and

2. Insufficient evidence to support improvement of the net health outcome, and

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

4. Insufficient evidence to support improvement outside the investigational setting.
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Criteria: (cont.)

Flexionators and Extensionators:

» Knee/ankle flexionator, shoulder flextionator, knee extensionator, knee extension devices (e.g., Elite
Seat) and the elbow extensionator for the treatment of contractures or joint stiffness is considered
experimental or investigational based upon:

1.

2.
3.

4,

Insufficient scientific evidence to permit conclusions concerning the effect on health outcomes,
and

Insufficient evidence to support improvement of the net health outcome, and

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

Insufficient evidence to support improvement outside the investigational setting.

Joint Active Systems (JAS) Splints:

» JAS splints (e.g., JAS Elbow, JAS Shoulder, JAS Ankle, JAS Knee, JAS Wrist, and JAS Pronation-
Supination) for the treatment of contractures or joint stiffness is considered experimental or
investigational based upon:

1.

2.
3.

Insufficient scientific evidence to permit conclusions concerning the effect on health outcomes,
and

Insufficient evidence to support improvement of the net health outcome, and

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

Insufficient evidence to support improvement outside the investigational setting.
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