UPMC Health Plan
POLICY AND PROCEDURE MANUAL

POLICY NUMBER: MP.017
REVISION DATE: 1/2009
ANNUAL APPROVAL DATE: 1/2009

PAGE NUMBER: 1 of 6

SUBJECT: Cranial Remolding Orthosis
INDEX TITLE: Medical Management
ORIGINAL DATE: March 2008

This policy applies to the following lines of business: (Check those that apply.)

Commercial:

HMO () POS () PPO () OO0A/DOC ()
Fully Insured () Self-funded/ASO ( ) HSA () All ( X)
Medicare Select ( ) Medicare Supplement ()

DPW-MA:

Health Choices () | Voluntary () | All (X)
CMS-MA:

HMO ( X) | PPO () | Specialty Needs Plan (X ) | PartD() | PFFS (X) | All ()
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l. POLICY

It is the policy of UPMC Health Plan to cover cranial remolding orthoses when it is
medically necessary and covered by the member’s benefit plan.

All denials are based on medical necessity and appropriateness as determined by a
UPMC Health Plan Medical Director (Medical Director).

1. DEFINITIONS

N/A

1.  PURPOSE

The purpose of this policy is to define criteria for Cranial Remolding Orthosis.

IV.  SCOPE

This policy applies to various UPMC Health Plan departments as indicated by the Benefit

and Reimbursement Committee. These include but are not limited to: Medical
Management, Benefit Configuration and Claims departments.
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V. PROCEDURE

A. Medical Description

Asymmetry of the Orbitotragial Distances; at least a 4 mm right/left asymmetry
measured from the lateral aspect of orbit to tip of ipsilateral tragus.

Cranial Remolding Orthosis (helmet or band) is a custom fitted device that is used in
the treatment of non-synostotic plagiocephaly as a means to apply pressure to an infant’s
cranium to improve its shape or symmetry. The original molding helmet was introduced
in 1979, utilizing the basic concept of surrounding the asymmetrical infant head with a
symmetrical (normal) mold. This helped the skull resume a normal shape. Dynamic
Orthotic CranioplastySM (DOC Band®), was developed as an alternate approach for
treating positional plagiocephaly. In this technique, the device was specifically designed
to apply gentle pressure to the area of the head where growth was not wanted, while
leaving space where growth was needed. The band was adjusted on a weekly or biweekly
basis.

Today there are a far wider variety of bands and helmets, many of which take into
consideration the concepts of the original molding helmets and the DOC Band®. Every
case is different, but all products are custom fit to the infant’s head.

Cranial Vault Asymmetry: At least a 8 mm right/left discrepancy, measured from the
frontozygomaticus point (identified by palpation of the suture line above the upper outer
corner of the orbit) to the contralateral euryon, defined as the most lateral point on the
head located in the parietal region.

Non-Synostotic Plagiocephaly (also known as Positional Plagiocephaly) refers to the
condition of an asymmetric shaped head when the sutures are still open. The condition
may be due to a variety of environmental factors including the infant’s sleeping position,
premature birth, or history of trauma at birth.

Plagiocephaly is an asymmetric condition of the head, due to irregular closure of the
cranial sutures.

Positional Brachycephaly is when the entire back of the head is flat and the head has the
appearance of being wide and short. Positional Brachycephaly is most often seen when a
child sleeps entirely on the back of his head.

Positional Plagiocephaly (also known as Positional Head Deformity), is caused when
repeated external pressure is applied to one side of the occiput (the back of the head) and
a flat spot occurs. The term Positional is used to differentiate from true Synostosis and
means there is NO premature suture fusion. Positional Head Deformity is the most
common form of Positional Plagiocephaly.
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Positional Scaphocephaly is when the head is long and narrow. Positional
scaphocephaly can result when the infant is in a breech position during the pregnancy and
the head becomes wedged underneath the mother’s ribs. Prematurity can also be a
contributing factor to positional scaphocephaly.

Positioning Therapy Technique:

The infant is placed with their head turned to the opposite side of their flat spot. This
can be achieved by placing a towel roll or rolled up blanket beneath the back and hip
on the flattened side, positioning the baby to 45 degrees. Some physicians
recommend using Velcro or tape to secure the roll to the infant's body.

Place interesting objects on the opposite side of the bed to attract the infant’s
attention.

When holding, feeding or carrying an infant, make sure that there is no undue
pressure placed on the flat side of the head. Change infant’s head position from side
to side during feeding time.

Provide the infant with plenty of supervised play time on his or her tummy. This
helps build and strengthen neck, shoulder and arm muscles.

Skull Base Asymmetry: A right/left discrepancy (at least 6 mm) measured subnasally to
the tip of the tragus (cartilaginous projection of the auricle at the front of the ear).

Synostosis —is the fusion of normally separate skeletal bones.

“True” Synostosis is a premature fusion of one or more of the skull sutures
(Craniosynostosis) which requires surgery to repair.

B. Specific Indications

Cranial remolding orthosis is considered medically necessary when used in the

treatment of non-synostotic plagiocephaly as a non-invasive method of correcting

moderate to severe positional head deformities due to:

Birth trauma,

Premature birth,

Sleeping positions,

Restrictive intrauterine positioning,

Cervical abnormalities and torticollis.

AND

When all of the following criteria are met:

e The infant is between the ages of three (3) to eighteen (18) months of age when
treatment is initiated, and

e The infant has undergone a trial of positioning therapy for duration of at least two
(2) months with clinical documentation of failure of improvement in symptoms,
and

e The infant has asymmetry of the cranial base as documented by any one of the
following:
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e Skull Base Asymmetry, or
e Cranial Vault Asymmetry, or
e Asymmetry of the Orbitotragial Distances.

2. Cranial remolding orthosis used in the post-operative treatment of synostotic
plagiocephaly are considered medically necessary for infants with moderate to severe
residual plagiocephaly after surgical correction.

C. Limitations

Cranial helmeting or banding is experimental-investigational as the sole treatment for
synostosis (aka; “true synostosis™) which requires surgery to repair.

D. Information Required for Review

In order for medical necessity to be established, adequate information must be furnished
by the treating physician. Necessary information includes the following:

1. A physician’s prescription or letter of medical necessity.

2. Documentation supporting the member’s need for a cranial remolding orthoses
(helmet or band) must include:

1. The infant’s age and diagnosis;

2. Clinical information from the treating physician confirming moderate to severe
asymmetry of the cranial base;

3. Evidence of two (2) month or longer trial of positioning therapy and symptoms
has failed to improve.

3. Post operative report when necessary.

E. Review Process

1. The Medical Management Ancillary Service staff reviews the request. If the case
does not meet the established criteria, it is referred to a UPMC Health Plan Medical
Director.

2. |If referred, the Medical Director determines if the requested service is medically
necessary and appropriate.

3. The Medical Management Ancillary Service staff completes the review process and
communicates the review decision according to the member’s benefit.

F. Variations

N/A
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Disclaimer:

UPMC Health Plan medical payment and prior authorization policies do not constitute medical
advice and are not intended to govern or otherwise influence the practice of medicine. The
policies constitute only the reimbursement and coverage guidelines of UPMC Health Plan and its
affiliated managed care entities. Coverage for services varies for individual members in
accordance with the terms and conditions of applicable Certificates of Coverage, Summary Plan
Descriptions, or contracts with governing regulatory agencies.

UPMC Health Plan reserves the right to review and update the medical payment and prior
authorization guidelines in its sole discretion. Notice of such changes, if necessary, shall be
provided in accordance with the terms and conditions of provider agreements and any applicable
laws or regulations.
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These policies are the proprietary information of UPMC Health Plan. Any sale, copying, or
dissemination of said policies is prohibited.
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