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DISCLAIMER

This guide is designed to offer basic information regarding reimbursement for TheraTogs, Inc.
products.

Third party payment is influenced by many factors, not all of which can be anticipated or resolved
by TheraTogs, Inc. The information contained in this guide was gathered from a variety of third
party sources and is intended to provide general information only. TheraTogs, Inc. makes no
statement, promise, express or implied warranty or guarantee (i) that the list of codes and
narratives is complete or error-free, (ii) that the use of this information will prevent differences of
opinions or disputes with payers, (iii) that these codes will be covered, or (iv) that the provider will
be guaranteed reimbursement.

Readers of this document are advised that the contents of this manual are to be used as
guidelines only and are not to be construed as policies of TheraTogs, Inc. TheraTogs, Inc.
recommends this information be integrated with your payer guidelines, adjusting where necessary
to meet the payer’s billing requirements. This information is provided by TheraTogs, Inc. as a
guide for coding TheraTogs products. It is not intended to increase or maximize reimbursement
by any payer. This information is intended to assist providers in accurately obtaining coverage
and reimbursement for their health care services. Providers assume full responsibility for all
reimbursement decisions or actions. As with all procedures and services, you should: 1) perform
the service or procedure; 2) document the service or procedure; 3) code the service, procedure
and/or orthotic system or device; and 4) bill for the service, procedure, and/or orthotic system or
device.

TheraTogs, Inc. assumes no responsibility for consequences attributable to or related to any use
or interpretation of any information or views contained or not contained in this report. Each claim
should be coded appropriately and supported with adequate documentation in the medical

record. The codes listed are merely examples of codes, they are not necessarily correct coding.

© TheraTogs, Inc. 2007. Printed in the USA. No part of this guide, with exceptions limited to
sample letters and supporting documents, may be duplicated, reproduced, copied or distributed in
any manner without the permission of TheraTogs, Inc.

Version 1.0 « May 2007



therapy you wear TABLE OF CONTENTS

TABLE OF CONTENTS

LA 15 1 L 1 P 1
REIMBURSEMENT BASICS ... ettt e e e e e e e e e e et e e e e e eeanes 2
o Ry O ] 174 N I [ 5
Preauthorization OVEIVIEW ......ccuuiiiiiiieiii e e s r s e e s e e s s e an e e e e s e rnnaes 5
Preauthorization PrOCESS. ......iiiir i e e s r e e e e s e ra e e enan s 7
Preauthorization Steps FOr TheraTOgS. .. .ccuuuuiriiiieiiiraierin e rrers s s res s s e e e e s eena e eees 8
THERATOGS PRODUCTS AND REIMBURSEMENT .....uiiiiii e 11
HOW THERATOGS WORK ..ottt e e e e e e e et e e et e e et e e et e e e e e eeaeeeenn 13
CLAIM SUBMISSION AND DOCUMENTATION ... e 16
Claim Filing INSEIUCHIONS. ...cuuuuiiieeiei e eeiee e e s e s e e s e enn s e s s e ann s aaees 19
Claim INSEFUCHIONS ..veveiiciie et r s e e e e r e e ra s e e aa e s e er e s e ennneeennaens 20
Sample CMS 1500 Paper Claim FOIM .....iiiiieiiiiiei i s s e s s s sna s enn s s eaneees 21
Sample Electronic Claim FOIM ... i s e r e e e nna s 22
N e N 0 N 23
Sample APPEAI LETEEN ...iiiei i 26
Supplemental Sample Appeal Letter — Medical NeCesSity.......cccviiviiiiiiiiiiiiiiiic e, 27
FREQUENTLY ASKED QUESTIONS ..ot e e e e e e e eean 35
SAMPLE WAIVER OF FINANCIAL LIABILITY .t e e e 38
N Lo g B\ =T [or= o PPN 38
Medicare - Sample Advanced Beneficiary NOtice (ABN) .....covvvueiiieriiiiiiiiieiin e erne e eenee e 39
o N [ 0 S 40
L] 0 1037 N o 41

Version 1.0 « May 2007



tharapy you waar INTRODUCTION

INTRODUCTION

TheraTogs, Inc. is pleased to provide you with this Reimbursement Guide to Coding and
Billing of TheraTogs Products. This guide is intended to provide our physicians, clinicians,
suppliers and other interested parties (hereinafter referred to as “TheraTogs users”) with
information designed to minimize reimbursement issues and facilitate appropriate claims
submission. Addressing anticipated reimbursement issues proactively and efficiently will allow
TheraTogs users to spend more time caring for clients and less time on reimbursement issues.

Specifically, this guide has been designed to:
Provide general coding and coverage information on TheraTogs;
Offer instruction on submission of properly documented claims;

Provide a summary explanation of the preauthorization process (for non-Medicare claims).

This Reimbursement Guide, designed for those TheraTogs users who are responsible for payer
relations, coverage issues, preauthorization and billing, will be updated as coding and
reimbursement issues are revised. Additional copies are available upon request.

Should you encounter any special billing or coding problems or have questions or concerns not
addressed in this guide, we encourage you to contact TheraTogs at:
reimbursement@theratogs.com.
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REIMBURSEMENT BASICS

REIMBURSEMENT BASICS

There are hundreds of third-party payers in the United States, each with their own policies
regarding coding, coverage and payment. This chapter provides an overview of these
fundamental concepts.

CODING

Coding is a nomenclature system used by insurers and providers to identify diagnoses,
procedures/services, and products. Codes also serve to track utilization and establish
reimbursement rates for facility, professional services and products. The main coding systems
that apply to TheraTogs products are ICD-9-CM diagnosis codes, CPT procedure codes, and
HCPCS (Level Il) codes. Examples of these codes are detailed in the following table:

Coding System Examples That May Apply To TheraTogs Products

Coding Used to Describe Used By Code Example/ Description
System
ICD-9-CM | The client’s primary, - Hospitals There are numerous ICD-9 diagnosis
Diagnosis | secondary, etc. . Physicians | codes that may be applicable to
diagnosis that . Suppliers TheraTogs products. Please consult the
prompted the treatment client’s medical record and
and need for the documentation for the most appropriate
TheraTogs product code.
CPT Professional - Physicians | 97760: Orthotic(s) management and
(Level | service(s) . Hospital training (including assessment and fitting
HCPCS) Outpatient | Wwhen not otherwise reported), upper
. Physical extremity(s), lower extremity(s) and/or
Therapists trunk, each 15 minutes
Note: Clinicians may bill for the training &
fitting of the orthosis using CPT code
97760 if the code used to describe the
TheraTogs system does not include the
phrase “includes fitting and adjustment”.
HCPCS Supplies, including - Physicians | L1499: Spinal orthosis, not otherwise
(Level I1) TheraTogs products - Hospitals specified
- Suppliers | Note: “T” codes are included in this guide
- Physical but are not applicable to Medicare or
Therapists | commercial insurance payers. These

codes are applicable to Medicaid only.
Consult your payer for specific billing
requirements.
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ICD-9-CM Diagnosis Codes

ICD-9-CM coding is a system used to describe the client’s diagnosis that prompted treatment. All
providers of care use ICD-9-CM diagnosis codes.

CPT/HCPCS Codes (Coding system applicable to TheraTogs products)

HCPCS (pronounced “hick-pics”) is an acronym for Healthcare Common Procedural Coding
System. There are two kinds of HCPCS codes:

Level | (CPT codes) used primarily to describe physician and ancillary care providers’
professional services. CPT codes most specific TheraTogs would be CPT codes describing
Orthotic and Prosthetic Management (CPT codes 97760 and 99762). See page 12 of this
Guide for additional information.

Level Il (HCPCS) used to describe supplies, drugs, DME products and orthotic devices and
systems (such as TheraTogs products)

HCPCS Level Il codes are nationally recognized by Medicare, many state Medicaid
programs and most third-party payers. They are alphanumeric codes with alphabetic
prefixes ranging from A-V. These codes supplement the CPT codes by providing specific
descriptions for Durable Medical Equipment (DME) items and provider services not found
within the CPT coding system. HCPCS Level Il codes are used to describe:

Orthotic devices, DME equipment, accessories, supplies, and repairs, prosthetics,
medical and surgical supplies, etc.

Medicaid specific codes (T codes)
Temporary Medicare codes (usually Q or G codes)
Other items and services such as medication, ambulance services, etc.

COVERAGE

Coverage is a term used by third-party payers to determine whether a product, service or
procedure is eligible for reimbursement. Coverage policies will vary by payer and by plans offered
by the same payer.

While numerous third-party payers model their coverage and reimbursement criteria based on
Medicare guidelines, there are also many (such as Blue Cross Blue Shield) that have developed
their own requirements in order to meet appropriate coverage criteria. Many of these plans
contract with specific DME vendors and suppliers, and clients are required to obtain their DME
from these specific vendors.

As healthcare costs continue to rise, many third-party payers have stopped covering certain DME
items unless the employer purchases a special DME benefit rider. Basic DME coverage usually
(but not always) includes lower cost items such as braces, crutches, splints, etc. Higher priced
items, such as wheelchairs and hospital beds will usually require preauthorization before
dispensing and will only be covered if the employer or patient has purchased a special DME
benefit rider.
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U Medicare

The basic definition of an orthosis (a brace used for the purpose of supporting a weak
or deformed body part or restricting or eliminating motion in a diseased or injured part
of the body) must be met to establish eligibility for coverage.

TheraTogs users should have a Medicare national supplier identification number to
allow for billing of the item to the DMEPOS Medicare contractor (Medicare only).

No special forms, such as Certificates of Medical Necessity (CMNS), are required.

Evaluation of the patient and measurement and/or casting and fitting of the orthosis is
included in the allowance for most orthotic products.

Medicare requires the use of HCPCS codes when describing TheraTogs. For
additional coding options, see your HCPCS coding manual or contact SADMERC
(Statistical Analysis DME Regional Carrier) at: 877-735-1226 Monday through Friday
9:00 AM - 4:00 PM Eastern Time.

Important: SADMERC has an enhancement called the Durable Medical Equipment
Coding System (DMECS), which is located on the SADMERC Web site,

- www.palmettogba.com. The DMECS allows the user to look up HCPCS codes and
associated fee schedule(s). Future enhancements include a listing of SADMERC product
classifications and a coding navigator tool that categorizes and combines HCPCS codeg
in a format that allows the supplier to easily determine how to code a product. To access
the HCPCS codes and national fee schedule look up, go to:
http://www3.palmettogba.com/dmecs/jsp/index.jsp and click on the “Search for Codes
or Fees” box on the top left of the page.

U Medicaid

Medicaid coverage policies are state specific. While most agents recognize the medical
necessity of the orthotic products, specific coverage guidelines will vary considerably
between states. We recommend contacting your local Medicaid contractor for specific
details on coverage.

Note: We have included specific billing and coding instructions for California Children’s
Services (CCS) on page 15 of this guide

U Third-Party Payers

Due to the varying coverage policies of third-party payers, it is difficult to generalize
coverage for orthotic devices. Not all health plans provide DME coverage and some
employer groups must purchase a special DME rider to ensure coverage. We
recommend that each third-party payer be contacted for its coverage guidelines for
orthotic products.

U Medical Savings Account (MSA)

Many US employers offer medical savings accounts that allow an employee to contribute
pretax dollars to a “savings account” that is used to offset noncovered medical expenses,
copays, deductibles, etc. In absence of insurance reimbursement, TheraTogs products
may qualify as a covered expense under an employee medical savings account.
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PREAUTHORIZATION

PREAUTHORIZATION OVERVIEW

The most effective way to secure insurance benefits for your clients and avoid
misunderstandings about financial liability is to preauthorize benefits prior to dispensing
TheraTogs. Preauthorization is a process that allows physicians and other health care
providers to determine, before treating a patient, if the procedure is eligible for coverage
of a proposed treatment or service.

What is Preauthorization?

Preauthorization clarifies benefits and payment rates in advance, allowing you and your client to
make informed decisions about TheraTogs. A preauthorization is never a guarantee of payment.
Final determination will be subject to valid eligibility and applicable benefits at the time of
rendered services.

The TheraTogs Clinical Sizing Kit provides you with the opportunity to preview the influence of
the TheraTogs system on your client’s status, and to photograph readily apparent improvements
in posture, joint alignment, gait, balance, or limb function for the purpose of educating payers as
to the medical need and effectiveness of an appropriate TheraTogs application.

In addition to clarifying insurance benefits, the preauthorization process is an excellent way to
educate the payers about the unique features and benefits of TheraTogs. Many insurance
companies require that services such as TheraTogs be preauthorized. Medicare is the exception;
Medicare does not preauthorize services.

What is Precertification?

Precertification is usually required for hospital admissions, and clarifies in

advance the expected length of stay, diagnosis and proposed treatment. _ _

Because TheraTogs systems are not typically supplied in the hospital Dispensing a TheraTogs
inpatient setting, precertification will most like not be required. However, system may or may not
we recommend that this requirement be clarified during the require preauthorization.
preauthorization process. In the rare instance that hospital admission is Dz g Lot
required, we recommend that the hospital admission be precertified in among payers, we

" . recommend that the
addition to preauthorized. payer be contacted

prior to dispensing

What is Predetermination of Benefits? TheraTogs, to verify
benefits and determine

Many private payers no longer perform preauthorization of outpatient if aformal

procedures. If the payer tells you preauthorization is not required, we preauthorization is

recommend requesting a predetermination of benefits. A predetermination  required.

of benefits is a written request for verification of benefits. The request is
based on policy provisions and allows an explanation of the client’s
potential benefits. A predetermination of benefits gives you and your patient a better idea of the
client’s anticipated out-of-pocket responsibility.
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Medical Necessity

Medical necessity must be established prior to any service or procedure being considered for
coverage or payment. The same thing holds true for TheraTogs - medical necessity must be
established in order for the service to be considered for reimbursement. If a TheraTogs system is
presented as an “item of convenience” most payers will not cover it. Therefore, it will be
important to establish the medical necessity of TheraTogs. Individual payers develop their own
criteria for medical necessity. Payers should be consulted for their guidelines.

In support of your submission of medical necessity, we advise including comparative photographs
or a videotaped record of the effects of the TheraTogs system on your client’s posture, mobility,
or function.

In case of a non-coverage determination, the physician and/or physical therapist should
have the patient sign a Waiver of Financial Liability in advance of services. The Waiver of
Liability (see Appendix of this guide) ensures that the physician and the patient have a
mutual understanding of payer reimbursement for TheraTogs and associated services as
well as the client’s corresponding financial responsibility.

IMPORTANT!!
Some payers will refuse to perform preauthorization or predetermination of benefits but rather
will review the claim for medical necessity upon submission of claim. If this is the case, strong
supporting documentation must be submitted with the claim. This documentation should
include a letter of medical necessity, clinical documentation — including comparative
“before/after” photographs or video of TheraTogs’ effectiveness, invoice for TheraTogs and
any other applicable information which supports the necessity of TheraTogs. In case of
denial, an appeal letter should be submitted to the payer.
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PREAUTHORIZATION PROCESS

Clinicians should inquire into the preauthorization process for all non-Medicare clients as soon as a
candidate is identified. Insurance carriers base their decisions on medical necessity as well
as benefits, as outlined in the client’s certificate of coverage; therefore we encourage you to
make a strong case for the client’s particular medical need for TheraTogs. We do NOT
recommend that clients or their family members preauthorize the procedure as they are probably
not well equipped to answer the technical and/or clinical questions that the payer may ask.
Furthermore, only the physician and/or therapist can adequately address the medical necessity for
TheraTogs. If necessary, it is suitable to involve the patient in the appeal process.

Preauthorization Process

Once a candidate has been identified, and a Waiver of Financial Liability has been signed by the
patient, a preauthorization or predetermination of benefits request should be submitted to the
insurance carrier. Preauthorization may be performed via phone, letter, or fax. If you choose to
preauthorize over the phone, documentation of the call is critical. The provider should document
the date and time of the call, name of the person you spoke with, a brief summary of the phone call
and the preauthorization number. Recently, some payers have started to preauthorize benefits
“on-line” which may provide another option. The preauthorization letter should:

Identify the client’s diagnosis and condition warranting TheraTogs (use the appropriate ICD-
9-CM diagnosis codes).

Emphasize the medical necessity of TheraTogs and lack of alternative treatment options.
Brief narrative on how TheraTogs work (see page 13 of this Guide).

Explain the clinical effectiveness of TheraTogs for your client. Use supporting photos and
video if possible.

Identify the intended supplier for TheraTogs.

Identify all applicable codes and approximate charges as they apply to TheraTogs.

Include additional information as requested by payer (clinical notes, treatment history, etc.)
Additional information to consider: clinical publications, current bibliography, etc.

NOTE: One of the keys to communication with the payer is to establish the medical necessity for
TheraTogs. Do not focus on “ease of use” or “item of convenience” for the patient or family.
Medical necessity should be clearly established for coverage to be considered. A Sample
Preauthorization Letter is included in this Chapter as an example of establishing medical necessity
for your client.
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PREAUTHORIZATION STEPS FOR THERATOGS

Step 1: Candidate identified for TheraTogs due to patient’s medical necessity and unique benefits
of TheraTogs

=

Step 2: Obtain copy of client’s insurance card and all applicable patient and insurance
information.

Step 3: In case of non-coverage decision, provider should have clients sign a Waiver
of Financial Liability. See Appendix for sample form.

Step 4: Call the client’s insurer to verify benefits and preauthorization
requirements.* Ask for information specific to obtaining preauthorization such as
telephone and fax number and where to send an overnight packet. Identify the
payer’s preferred method of preauthorization submission (fax or mail). Ask the
payer to provide a list of materials required to obtain preauthorization, if possible.

Step 5: Prepare a preauthorization letter (also referred to as letter of
medical necessity). A Preauthorization Sample Letter is included in this
packet on page 9.

Step 6: Submit the letter and all supporting documentation and media
(with appropriate codes) to the identified contact via fax or overnight
delivery in accordance with the payer’s directions (so that a return
receipt can be obtained for tracking purposes).

Step 7: If you receive a letter confirming preauthorization,
proceed with dispensing TheraTogs. If preauthorization is
denied, begin the appeals process. (See Appeals Chapter of this
guide.)

Step 8: Submit properly coded and documented claims.

Step 9: Track reimbursement; review EOB for
appropriate coverage and payment levels.

Step 10: Appeal underpaid or denied claims as
necessary. (See Appeals Chapter of this guide.)

*Some payers will refuse to perform preauthorization or predetermination of benefits but rather will
review the claim for medical necessity upon submission of claim. If this is the case, strong
supporting documentation must be submitted with the claim. This documentation should include a
letter of medical necessity, clinical documentation — including supporting photos and/or video — the
invoice for the TheraTogs system and any other applicable information which supports the
necessity of TheraTogs. In case of denial, an appeal letter should be submitted to the payer (see
Sample Appeal Letter in this Guide).
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PREAUTHORIZATION
SAMPLE PREAUTHORIZATION LETTER

SAMPLE PREAUTHORIZATION LETTER

Re: Client:
Group #
Insured SS#:

This letter concerns my client, (insert client name), a (insert age and sex) who exhibits (or has
been diagnosed with) (insert diagnosis). [Include statement of surgical history if applicable.] I am

seeking a (preauthorization/predetermination of coverage) for my client for the use of a
TheraTogs (insert TheraTogs System recommended) and hope the following information will be

useful when making your decision.

As a result of (Insert client name)’s diagnosis of (restate diagnosis including
primary and any secondary diagnoses) (s/he) currently demonstrates the
following functional disabilities and risk factors:

(insert all disabilities and risk factors applicable to the client’s need for
TheraTogs), which makes TheraTogs an appropriate treatment
modality for this individual.

My client currently uses (insert applicable DME equipment or supplies
currently used), but this equipment has failed to improve (his/her) condition.
His/her current level of assistance is as follows: (indicate endurance level and

dependency level for self care and mobility). | am recommending TheraTogs
(insert name of TheraTogs System recommended) in particular as an
appropriate treatment modality in the next step of (his/her) treatment. This
TheraTogs product is specifically designed to meet (his/her) needs for (insert
postural support or joint realignment needs). There are no commercially
available products that can be customized to meet this particular client’s need.

| anticipate the following functional skills will be achieved with the use of
TheraTogs (insert name of TheraTogs System recommended):

(insert functional skills that can be achieved with proper support.
lllustrate with video or photos if possible). (NOTE TO CLINICIAN:
Use GMFM —66 testing to identify functional gains and report them if

Include medical
history, establish
medical
necessity; list
modalities or
strategies
previously tried
and note any lack
of success.

possible).

I am sure you are aware of the potential for accelerated joint degeneration
with chronic load-bearing joint malposition. Use of TheraTogs (insert name
of TheraTogs System recommended) should avoid this complication. While |
expect my client to require use of TheraTogs for (insert expected duration of
equipment), another benefit of using TheraTogs is the growth adjustment
offered by this device. | also anticipate the following physiologic benefits:

(insert additional benefits such as musculoskeletal, Gl, respiratory,

Make a strong
statement regarding
the medical gains
expected with use of
TheraTogs. This
portion of the letter
must address
medical or safety
Justification for the
child, not ease for
caregivers. Describe
present dysfunction
or future
complications that
can be reduced or

ete). resolved by using
TheraTogs as
extended therapy.
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PREAUTHORIZATION
SAMPLE PREAUTHORIZATION LETTER

The following is a list of code(s) and estimated charges normally used for the TheraTogs product |
am recommending.

TheraTogs Charges

Code

Description

Est. Charges

L1499

Spinal orthosis, not otherwise specified
Note: Example only —see Coding Chapter for specific coding
options

I am sure you will agree that (Insert client name) meets all the criteria for TheraTogs and is an
ideal candidate for use of the TheraTogs (insert name of TheraTogs System recommended). If
you have further questions regarding this request for approval, please contact me at (insert ).

Sincerely,

Cynthia Clinician, PT, MS
Contact Info

Version 1.0 « May 2007
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THERATOGS PRODUCTS AND REIMBURSEMENT

Product Overview

TheraTogs garments are designed to provide vertical stiffness to reinforce the wearer’'s postural
alignment and stability, and horizontal extensibility to provide mild compression and a comfortable
fit. The garments serve as a Velcro®-sensitive field for attaching elastic strapping (using Ultra
Hook tabs) in virtually any configuration to provide orthotic support, to improve postural
alignment, to enhance balance, or to enhance (or inhibit) specific movements. The straps
resemble, and act as, external muscle. A properly fitted TheraTogs garment or component gives
the wearer a comfortable, breathable, Latex-free “second skin” over his/her trunk and/or selected
limb segments.

TheraTogs are designed to allow a clinician to send home with his/her client successful manual
corrections achieved in therapy, in the form of an elasticized live-in system that continues to
encourage improved posture, positioning, stability, or movement throughout the client’s daily
activities.

Product-specific reimbursement guidelines are available from the product pages of the company’s
website at www.theratogs.com.

TheraTogs Reimbursement

Reimbursement for TheraTogs - particularly under Medicare and/or Medicaid - is a common
concern posed by TheraTogs users. Unfortunately, there is no single, specific answer to this
guestion. The answer will vary depending on the state the TheraTogs user is in (Medicaid); the
client’s specific benefit policy (commercial insurance), and various other factors. TheraTogs, Inc.
is working to find ways to improve the reimbursement environment for Medicare, Medicaid, early
intervention programs, and commercial insurance (third-party) payers.

Overall, it is best to document the client’s specific need(s) that the TheraTogs system addresses,
supply a letter of medical necessity justifying the need and therapeutic treatment plan for the
TheraTogs system, and any additional clinical data available (such as foot print and velocity
studies, and pre- and post-application postural or functional assessment results).

Please note the specific billing requirements for California Children’s Services (CCS)
provided in this guide on page 15. TheraTogs, Inc. recommends supplying, at minimum,
information similar to that requested by CCS to all insurance payers, in anticipation of future
payer requirements.
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CPT CODING FOR ORTHOTIC MANAGEMENT!

Orthosis application differs from the purpose of an application of a cast or strapping device.
Orthotics are used to support a weak or ineffective joint or muscle or they may be used to
immobilize a part to facilitate a decrease in pain and inflammation. They may provide support
while the patient transitions through treatment or they may be used permanently to facilitate
movement or support a body part. Examples of orthotic devices include posterior leaf spring to
facilitate ankle dorsiflexon after a cerebral vascular accident, shoe inserts for a patient with a
pronated foot, or a static wrist orthotic for a patient with carpel tunnel syndrome.

Orthotic management codes include assessing the patient; determining the most appropriate
orthotic, designing selecting and possibly fabricating the orthotic; and training in the use of the
orthotic including wear time, skin care, and safety precautions. The patient’s skin integrity,
sensibility, and healing of tissues with or without surgical repair needs to be considered when
determining the choice of materials, such as the type of thermoplastic or the use of pulleys and
elastic tension. The code also includes the time associate with providing the patient instructions
in exercises that are to be performed while the orthotic is in place.

The orthotic management codes are time based and intended to be reported once for each 15-
minute increment. Materials and supplies may be reported separately with an appropriate supply
or material code (eg, CPT code 99070 or HCPCS Level Il codes). HCPCS L codes for orthotics
include the evaluation and fitting component of the service. However, any training time
associated with using the orthotic may be reported using 97760. The time reported must only be
for time that the patient is present.

CPT Code 97760 includes additional orthotic management and training during follow-up visits
including exercises performed in the orthotic, instruction in skin care and orthotic wearing time,
and time associate with modification of the orthotic due to healing of tissues, change in edema, or
interruption in skin integrity.

CPT code 97762 is intended for established patients who have already received the orthotic or
prosthetic device. It is important for the health care practitioner to follow up with the patient after
he or she has been provided with an orthotic or prosthetic device. The “checkout” visit would
include assessment of the patient’s response to wearing the orthotic or prosthetic device (such as
possible skin irritation or breakdown); of whether the patient is donning the orthotic or prosthetic
device appropriately; of the patient’s need for padding, underwrap or socks; and of the patient’s
tolerance to any dynamic forces being applied. Code 97760 is appropriate to report if further
training in the use of the orthotic or prosthetic device is required.

! CPT Assistant, February 2007, Volume 17, Issue 2
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How THERATOGS WORK

TheraTogs employ the principle of applying prolonged, low-load (i.e. gentle), corrective forces to
the musculoskeletal system - in functional context - in order to attempt to effect improvements in
muscle recruitment strategies, and, with full-time use, in muscle physiology and in young bone
geometry resulting from thousands of movements per day. The wearer gains the experience —
and the training potential — of prolonged therapeutic “handling” throughout the day, every day, as
s/he undertakes routine activities using TheraTogs-induced improvements in posture and joint
alignment, and while recruiting underused muscles at more normal lengths.

The muscle groups most often targeted for TheraTogs strapping are underused and overlong.
They are the synergists with or the antagonists to the muscles that are dominant in movement.
For example, the gluteus medius and minimus muscles are often underused in the presence of a
dominant group of hip adductors. So the hip abductors are shortened with TheraTogs strapping,
and then put to work at a more appropriate length in daily function. If the tensor fascia lata (TFL)
dominates as a hip flexor because of medial rotation of the knee axis in the swing phase of gait,
then a lateral hip rotation strap is applied to move the TFL muscle force vector off the anterior hip
joint, and to attempt to allow the iliopsoas to flex the hip more competently.

The basis for the TheraTogs strapping approach - that emphasizes shortening the long muscles
before lengthening the short muscles, and that provides the user with a more effective movement
or muscle activation strategy while working to gradually change the existing, pathological
recruitment strategies - lies in the work of Shirley A Sahrmann, PT, PHD, Professor in the
Division of Physical Therapy at Washington University in St. Louis, Missouri.

The recommended sequence for selecting and applying strapping applications is the same that
occurs in normal development, progressing from the sagittal to the frontal to the transverse-plane,
paying close attention to the body-ground interface and how the child uses it as a base for
engaging in activities. The work of Lois Bly provides a detailed guide to the building process that
occurs in normal infancy. When in doubt, address upper trunk extension deficits first.

Each child or adult with CNS dysfunction presents hundreds of variables that comprise a unique
constellation of sensory, motor, skeletal, joint, and muscular factors. TheraTogs, Inc. strongly
recommends that all TheraTogs users undertake a full musculoskeletal assessment for each
client prior to designing a TheraTogs strapping system, in order to identify problems of skeletal
geometry, muscle imbalance, and joint laxity, and to exercise proper caution and safety in
seeking correction of certain pathomechanical and pathokinesiological problems.

For example, two children with diplegic cerebral palsy might have achieved the same functional
level, but they can demonstrate very different musculoskeletal characteristics. The same
strapping application - say for reducing medial knee joint rotation in gait - might be appropriate for
one but might risk the health of the hip joint in the other. Sensory perception might be very
different, resulting in starkly different responses to wearing TheraTogs. One child might learn
from them and wean out of them within 6 months. The other might only show improved function
while wearing them, the way eye glasses improve vision only when worn. Or several years might
be warranted to achieve a lasting learning effect. We do not know enough yet to determine who
will fall into which group.
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Once the assessment is completed, the clinical practitioner can use any combination of tension-
generating force vectors and magnitudes to design a system of straps that persistently and gently
manipulates the wearer's musculoskeletal system for as long as he/she wears it — and in some
cases, after removing it. (This is what we mean when we say you can “send your hands home”
with your patients.)

Generally speaking, a TheraTogs strapping system can replicate any light to moderate manual
correction that the clinician can apply to improve a wearer’s posture, balance, or limb motion. The
complete system is typically introduced to the wearer in small stages over time, allowing him/her
to adjust to the new demands of each strap, and allowing the caretakers to learn to apply the
system correctly in stages.

The more severely-involved the client, the less obvious are the effects of TheraTogs wear. If
manual correction of posture is heavy and difficult, TheraTogs have to struggle in a similar way.
They are, after all, only fabric. The main benefits we've seen for client with severe involvement
have been in their preference for wearing them, some relaxation or calming - either immediately
or over time - and in easing the work load in carrying and positioning for their caretakers.
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SPECIAL BILLING INSTRUCTIONS
FOR CALIFORNIA CHILDREN’S SERVICES (CCS)

The following reimbursement coding and application guidelines, developed in accordance with
from California Children’s Services (CCS) requirements, should be used when seeking
reimbursement for TheraTogs from CCS.

APPLICATION GUIDELINES

To be considered by CCS for reimbursement, the TheraTogs system must be provided by
an approved Orthotic and Prosthetic supplier who is registered to provide services through
the State of California Medi-Cal program.

Due to their orthotic effect and biomechanical impact, TheraTogs are considered to be an
Orthotic appliance.

Under the CCS guidelines, TheraTogs will be reimbursed “By Report,” which requires
the following to be submitted when billing for a patient:

U Use HCPCS Code L1499 (Spinal orthosis, not otherwise specified) for the base
TheraTogs garment system

Include item description
Manufacturer's name: TheraTogs, Inc.
Model number

Catalog number

Suggested retail price

Medical condition necessitating TheraTogs

c. . Cc Cc Cc Cc c

Physician’s prescription and medical justification

Note: In anticipation of future payer requirements, TheraTogs recommends supplying, at a
minimum, documentation similar to that requested by CCS to all insurance payers.
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CLAIM SUBMISSION AND DOCUMENTATION

Submitting properly coded and documented claims is critical to reimbursement. This section
provides generally accepted guidelines regarding claims and documentation.

Medicare

Many federal and state regulations require that a physician order the DME item, complete specific
portions of the paperwork and maintain the client’s records. Written documentation is critical in
order for payment to be made for DME items. The following documentation is necessary for DME
items regardless of the payer:*

The clinician should sign and date an order for the DME item

The supplier must keep the order on file

If the treating provider is also supplying the item, the clinical notes should substantiate the
need for the item

The diagnosis establishing the medical necessity for the item must be documented in the
medical record

If the payer determines that medical necessity has not been established, the patient must
sign a waiver before receiving the item.

To meet the requirements of medical necessity for all health care services reported to the Medicare
program and third-party payers, the client’s medical record must reflect the nature and extent of the
diagnosis or injury. Clear documentation should be consistently maintained for all payer types and
contain the following patient-specific information:

Physical examination findings

Diagnostic tests/analyses results

Relation of diagnosis to the DME items

Complicating co-morbidities

Physical functional abilities and/or limitation

Duration of the diagnosis

Overall expected course of treatment/prognosis

Rehabilitation potentials

In addition to the criteria listed above, an appropriate patient history must be obtained.

For DME items or services to be billed, the physician or therapist must have documentation
demonstrating the medical necessity of the item. This information must be part of the client’s

1 2006 Coders’ Desk Reference, HCPCS Level I, ©2005 Ingenix, Inc.
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medical record. For suppliers of DME items, an official order signed and dated by the ordering
provider must be obtained. The order must detail the following:

The client’s identifying information
A description of the DME item

The reason for the DME prescription, which can be in the form of ICD-9-CM code(s) and/or
diagnosis narrative information.

The provider’s signature must be an original signature. A faxed copy of the original order
temporarily satisfies the requirement for most payers and allows the supplier to begin filling the DME
order. However, the supplier must obtain the original document from the provider as soon as
possible. The supplier then keeps the original DME order on file. A copy of the order must be sent
to Medicare or third-party payer when requested.

Providers may receive requests from DME suppliers for copies of patient records which supports
medical necessity of the provider’'s order. This request is usually in response to a direct request
made to the supplier from Medicare or the third-party payer for purposes of verifying the need for the
DME item(s). Suppliers are responsible for ensuring that coverage criteria is met before providing
an item, or they run the risk of having their claim rejected. This is a CMS directive to all DME
suppliers and is routinely reviewed during supplier audits.

Notes:

A supplier of orthotic devices must be enrolled in the Medicare program as a DMEPOS
Medicare contractor in order to bill Medicare for services rendered.

Submission and payment of claims for the orthotic device is based on the site of service
(e.g. hospital) where the patient resides (for DMEPOS Medicare contractor). Medicaid
and private payers should be contacted for their specific requirements.

For purposes of this guide, it is important to note that Medicare does not require a
Certificate of Medical Necessity for orthotic devices.

Medicaid

Most Medicaid state agencies follow Medicare guidelines and documentation requirements. Clear
and consistent documentation is necessary, regardless of the payer. Review the Medicare
guidelines above for the required detailed documentation. We recommend contacting your local
state agency to determine if additional or special documentation required.
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Third-Party Payers

To meet the requirements of medical necessity for all health care services reported to third-party
payers, the client's medical record must reflect the nature and extent of the diagnosis or injury.
Clear documentation should be consistently maintained for all payer types and contain the following
patient-specific information:

Physical examination findings

Diagnostic tests/analyses results

Relation of diagnosis to the DME items
Complicating comorbidities

Physical functional abilities and/or limitation
Duration of the diagnosis

Overall expected course of treatment/prognosis
Rehabilitation potentials

In addition to the criteria listed above, an appropriate patient history must be obtained.

Clean Claims

Clean claims are those claims that are submitted to third-party payers accurately reflecting all the
necessary information for processing. Clean claims are usually paid in a timely manner. Below is a
list of common errors that may cause delays in claims processing:

Patient’s ID number is incorrect.

Patient’s full name and address does not match the insurer’s records.

The client’s information is incomplete.

The physician’s identifying information (for example, Tax ID number) is missing.

The physician’s signature is missing.

Dates of service are incomplete or do not match the associated claim history for the patient.
Charges are omitted.

Invalid CPT and/or ICD-9 codes are used.

Information on the claim form is illegible.
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CLAIM FILING INSTRUCTIONS

Providers’ services and their corresponding charges are reported on approved claim forms. Claim
forms are relatively universal and are accepted by most insurance carriers. Hospitals submit claims
using the UB-04 claim form (for inpatient and outpatient services) or electronic equivalent.
Physicians, therapists, suppliers, etc. use the CMS-1500 or its electronic equivalent.

Since TheraTogs will most likely not be dispensed in the hospital inpatient or outpatient
setting, we have included claim instructions and examples for the CMS-1500 only. If
guidance for billing in the hospital inpatient or outpatient setting is required, please contact
TheraTogs.

Provider insurance claims are submitted in two ways: 1) electronically or 2) manually. Most claims
are processed electronically. Certain small physician office groups, defined as having fewer than 25
full time employees or physicians with fewer than 10 full time employees, are exempt from electronic
claims filing requirements. Most physician practices are equipped to submit claims both ways
because claims that require extensive documentation must still be filed manually. Private payers
should be contacted for their submission guidelines and policies.

Advantages of electronic claims filing:

Because of the automated process, electronic claims are usually processed more quickly than
paper claims. For example, Medicare is mandated to process electronic claims within 14 days,
while the paper claims threshold is 27 days. Electronic claims are also less likely to be rejected by
payers. Most electronic claims processing software contains claim-editing features that detect and
report incomplete claims, invalid codes and other problems that will cause the claim to be rejected.
Furthermore, electronic claims cost less to process providing incentives for third party payers to
discourage manual claims filing.
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CLAIM INSTRUCTIONS

Services for TheraTogs should be reported on the CMS-1500 claim form or its electronic equivalent.
For a complete list of coding options, consult your current ICD-9-CM and CPT manuals.

The coding provided below is a sample only. TheraTogs users should code and bill for their
services based on services performed.

Note: The CMS-1500 claim form is being revised to accommodate the reporting of the National
Provider Identifier (NPI). There are currently two versions of the Form CMS-1500. The Form CMS-
1500 (08-05) version was effective October 1, 2006, but will not be mandated for use until

June 1, 2007 at the earliest. Because of the NPI dual usage period, there will be overlap between
the use of the old and the new Form CMS-1500.

We have included the revised form on the following page as a Claim Form example.

CMS 1500 CLAIMS FORM FIELD GUIDELINES/COMMENTS
Field 21 (Diagnosis code)
Diagnosis code example: Report appropriate diagnosis code in this
340 Multiple sclerosis field. For a comprehensive list of coding
options, consult your ICD-9-CM manual.
Field 23 (Prior authorization field)

Enter appropriate prior authorization or precertification number (if supplied)

Field 24B (Place of Service)

An appropriate code might be: Enter appropriate place of service (where
49 (Independent Clinic) procedure/service was performed).

Field 24D (CPT/HCPCS - procedures, services or supplies)

HCPCS code example: Code all applicable procedures, services
L1499 Spinal orthosis, not otherwise specified and supplies in accordance with coding
guidelines. For a complete list of coding
options, consult your CPT/HCPCS manual.

Field 24J (National Provider Identifier Number (NPI)

Enter TheraTogs user’s assigned NPl number
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SAMPLE ELECTRONIC CLAIM FORM

While there are multiple screens and fields involved in completing the electronic claim form, the
following illustration highlights pertinent coding for the Professional Claim Form Line Item Details.

Professional Claim Form

@Qﬂ!ggﬂ ,v‘|;_IMJJ-
o~ 1 fd WO N F NI

. Enter date(s) of service.
. Enter place of service code identifying where the service was performed
. Enter HCPCS/CPT code for each line item service provided (include applicable modifiers).
. Enter primary diagnosis code corresponding with each line item service provided.
Enter appropriate charges for each line item service provided.
: Enter corresponding number of units for each line item service provided.
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APPEALS

All payers, including Medicare, Medicaid, and third-party payers, have an appeal process of some
kind in accordance with state and federal laws. This Chapter describes the Medicare appeals
process. State Medicaid agencies and individual third-party payers should be contacted for their
specific appeals process.

If you learn that coverage/payment for your client will most likely be denied, you should
request that the client sign a Waiver of Financial Liability. The Waiver of Liability (sample
included in the Appendix of this guide) ensures that the TheraTogs user and client have a mutual
understanding of a lack of private payer reimbursement for the procedure and associated
services as well as the client’s corresponding financial responsibility.

Medicare

The Medicare program offers suppliers accepting assignment and beneficiaries the right to
appeal claim determinations made by the carrier. The purpose of the appeals process is to
ensure the correct adjudication of claims. The appeals activities conducted by carriers are
governed by instructions from the CMS. Suppliers who provide services to Medicare Part B
beneficiaries may appeal an initial claim reimbursement determination. Beneficiaries also have
the right to appeal any claim determination.

The time limit for filing either a review request or a hearing request is six months from the date of
the previous determination notice. The time limit may be extended only if good cause for late filing
is established.

Telephone Reviews

Review of claim decisions may be conducted by either telephone or correspondence. The
telephone review is the most efficient method for both parties. The two-way conversation allows
information to be more easily exchanged and questions to receive immediate response.

If a supplier does not agree with the first claim decision, he/she may call and ask the DMEPOS
Medicare contractor to take a second to look at the claim. The supplier must present a clear
reason for requesting a review and be able to provide the additional information required to revise
a decision at the time of the call. Examples of items that can be addressed by telephone are:

Number of services/units required

UPIN number for ordering physician

Itemization of charges required

Claim detail line correction

Submitted charges not processed on initial claim

Date of service correction

HCPCS coding corrections

Claim processed under incorrect health insurance claim number
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Claims incorrectly denied as duplicates
Diagnosis reference missing from the original claim
Diagnosis code(s) not given on the original claim

Suppliers who do not accept assignment on a claim may call for an appeal. However, because of
privacy act information laws, the decision will be mailed to the beneficiary. An exception may be
made if the caller can provide a copy of a beneficiary authorization for release of information by fax.

The supplier may request a telephone review on any issue. However, the DMEPOS Medicare
contractor reserves the right to request a written review be submitted on complicated issues. The
DMEPOS Medicare contractor may also ask the supplier to fax certain information before a
decision can be made. In some cases, referral to the DMEPOS Medicare contractor medical staff
may be necessary for an accurate decision and an immediate decision cannot be made. When
this occurs, the DMEPOS Medicare contractor will notify the supplier of the decision in writing or
by calling with the reply.

All medical information provided to the DMEPOS Medicare contractor must be documented in the
client’s file and available to the DMEPOS Medicare contractor should an audit be required.

The supplier may request a review within 6 months from the initial claim decision. A review by
telephone cannot be requested if Medicare has previously issued a written review decision. If a
previous review decision has been issued, a Fair Hearing request must be made in writing.
General questions and requests for claims status cannot be handled by this process. These
issues must be handled through the normal Provider Assistance telephone service.

Reasons for Claim Reversals

According to Medicare, the following were listed as the top reasons claims were reversed at the
appeal level:

In 45% of the cases reversed, additional information, more detailed documentation of the
client’s condition, or proper diagnosis coding was supplied at the appeal level.

In 18% of the cases reversed, a Unique Physician Identification Number (UPIN) was
submitted or corrected at the appeal level.

In 18% of the cases reversed, a request for modifier change or addition to the claim was
requested.

To avoid the frustration of claim denials and appeal processing, we suggest checking to be sure
that the claim form contains all the required information. Claim submitters should verify that the
correct UPIN number, modifier, procedure code and diagnosis have been indicated on the claim.

Incomplete or insufficient documentation of a client’s medical condition could result in claim
denial.

For more information on additional level of Medicare appeals, please consult your Medicare
supplier’'s manual.
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Third-Party Payers

There are many commercial health insurance plans available in the marketplace today. However,
coverage policies and more importantly, benefit plans, are as diverse as the health care

insurance business, making it difficult to accurately predict what the details of coverage are. Itis
important to understand that while a payer may have a coverage policy in place for products such
as TheraTogs, all policies are subject to benefit exclusions which will override a coverage policy.

If the preauthorization/predetermination request or claim for TheraTogs is denied, the first step is
to determine why it was denied. Ask for the denial in writing. Appeals are more effective when
prepared in direct response to the specific denial reason.

Some payers may reject payment due to a lack of knowledge and understanding of TheraTogs
while others may deny payment due to benefit exclusions DME or lack of medical necessity.
While it is important to appeal these decisions, we recommend that each TheraTogs candidate’s
insurance policy be investigated through the preauthorization process to identify specific
coverage terms and limitations.

The most common reason for denial of benefits for TheraTogs will be “excluded from coverage
policy” or “not medically necessary”. If this is the case, we recommend appealing immediately.
The appeal should clearly distinguish the medical necessity and medical benefit of using
TheraTogs. Contact the Medical Director at the insurance company to discuss this case
specifically and to further explain the medical need for TheraTogs.

We have included a Sample Appeal Letter and a Supplemental Appeal Letter (to address
medical necessity) on the following pages. These letters may be modified to include other
reasons for denial.
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SAMPLE APPEAL LETTER

Re: Patient:
Subscriber:
Group #:
Insured SS#:

I am writing to appeal your decision to deny benefits to my patient, (insert patient name) for the
TheraTogs (insert TheraTogs System recommended). The basis for your denial (attach copy of
denial letter) indicates that TheraTogs is not a covered item because it is (insert appropriate
denial reason such as: excluded from my client’s benefit policy; not medically necessary, etc.)
Apparently there is a misunderstanding about the nature of the TheraTogs product, which | hope
can be clarified with the following information.

NOTE TO CLINICIAN: CONSIDER ANY OF THE FOLLOWING, AS APPROPRIATE BASED
ON THE REASON FOR DENIAL OF COVERAGE --

@ TheraTogs is not medically necessary.

The denial is usually based on the client’'s medical history. It is critical that
sufficient medical history be provided or established for the insurance company to
consider coverage of TheraTogs. Send an appeal letter that details the client’s
medical history, treatments tried and failed and the importance of TheraTogs to the
client’s functional skills and the physiologic benefits. Also include a statement that
there are no alternative treatments for your patient.

For suggested appeal letter based on medical necessity, see next page .

@ Orthoses or orthotic devices are specifically excluded by the plan.

This statement will be the most difficult to resolve if there is a specific non-
coverage statement for orthosis. If this is the reason for denial, the client’s medical
policy or benefits handbook should be reviewed carefully to locate the paragraph
specifically excluding orthosis.

If orthosis are specifically excluded, we recommend involving the patient by having
them appeal the denial through their employer. Many insurance plans are “self-
funded” meaning the employer has discretion over the administration/benefit
coverage for their employees. Some denials may be overturned based on the
employer’s intervention.

I would appreciate your immediate response to this matter. (Insert patient name) has been
extremely distressed over the prospect that (his/her) insurance will not cover TheraTogs (insert
TheraTogs System recommended) and that (his/her) right to the physiologic benefits as well as
the functional improvements offered by TheraTogs is being denied. Please contact me
immediately with any further questions you may have concerning this appeal.

Sincerely,

Thomas Clinician, PT
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SUPPLEMENTAL SAMPLE APPEAL LETTER — MEDICAL NECESSITY

Re: Client:
Birth Date:
Diagnosis:

Relevant medical/surgical history:

Parent/Guardian (if applicable):
Group #
Insured SS#:

| am seeking (preauthorization / predetermination of coverage), on behalf of (insert client name), for
the provision of a TheraTogs (insert TheraTogs System recommended), and hope that the following
information will be useful when making your decision.

TheraTogs undergarment and strapping systems are designed to provide the wearer with day-long
carry-over and functional practice of successes in postural and joint alignment achieved during a
therapy session. New studies on neuromotor re-education emphasize the need for practice — literally
thousands of repetitions - to acquire new skills. To gain optimum posture and function, therefore,
thousands of repetitions of movements must occur in optimum alignment. TheraTogs accomplish this
objective with specialized, elastic fabrics that foster active rather than passive correction.

Please refer to Table 1 on page 3 of this document for a review of (client’s name’s) current
impairments, functional deficits, risk factors, rehabilitation goals, and rationale for this request.

My client currently uses (insert applicable DME equipment or supplies), that
contribute(s) to (my client’s) welfare by_(explain benefits to support their previous strategies
funding), but which has failed to meet (his/her/the family’s/my) rehabilitation goals. previously tried
On the basis of the results observed in the clinical trial that we undertook using a and note any lack
TheraTogs clinical sizing kit, 1| am requesting TheraTogs (insert name of of success.
TheraTogs System recommended) as an appropriate treatment modality in the
next step of (his/her) rehabilitation program.

List modalities or

TheraTogs were designed to address problems of posture and movement that are multifactorial and
complex. The attending clinician identifies key issues and supervises the use of corrective strapping.
No other commercially available products satisfy the objectives of effecting immediate, problem-
specific improvement in all-day posture and joint alignment with essential adaptability to support
treatment goals.

Strong statement should
Supporting Clinical Data: be made regarding gains
(NOTE: Use comparative GMFM —66, footprint studies, gait velocity, hand observed (comparative
use, or ADL testing to identify gains observed during the TheraTogs trial, and | d&t@is your strongest
report them here.) (Client's name) is expected to experience the following CUYUIIENL) EE) EXpeeies

. . o " : with TheraTogs. This
physiologic benefits:(Insert additional benefits such as musculoskeletal, Gl, portion of the letter must

respiratory, nutrition, etc). i rees meEsl el anelaEn
safety justification for the
client, not ease for
caregivers.
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| anticipate that my client will require the use of TheraTogs for (insert expected frequency and
duration of use). TheraTogs systems provide for some growth adjustments.

The following is a list of code(s) and typical cost of the TheraTogs product | am recommending.

TheraTogs Charges

Code |Description Est. Cost

L1499 |Spinal orthosis, not otherwise specified
Note: Example only —see Coding Chapter for specific coding options

| am sure you will agree that (Insert client name) is an ideal candidate for use of the TheraTogs (insert
name of TheraTogs System recommended). If you have further questions regarding this request for
preauthorization, please contact me at (insert ).

Sincerely,

Cynthia Clinician, PT
(Contact Info)
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TABLE 1

The following is an example of patient specific clinical information to consider including in the
Appeal Letter to justify the medical necessity of TheraTogs.

Client: WS

Age:

Diagnosis: Right Brachial Plexus Injury at birth

(WS) currently demonstrates the following functional disabilities and risk factors, for which
short and long-terms goals have been developed.

B AR FUNCTIONAL | RISK FACTORS IF SHORT TERM LONG-TERM
DEFICITS UNATTENDED | REHABILITATION GOALS | REHABILITATION GOALS

Limited Premature Assist weak muscles Re-educate the
Weak right independenc_:e in deger_leration of | and improve functional neuromusculo_—skeletal
shoulder age-approp_rlate _m_alallgned shoulder and elbow _system to retain
muscles self-r_:e_lre skills | joints. alignment Fhroughout improved §hou|der and

requiring 2 the day using forearm alignment,

hands. Overuse and TheraTogs (see below). | strength, and functional

premature Improve alignment to use.

Overuse of degeneration of | OPtimize performance

Weakright | unaffected hand. | the left shoulder during strengthening
and arm. exercises using
elbow and TheraTogs.
forearm Poor self Protect shoulder and
muscles. esteem. arm joints from
deforming strains during
sleep using TheraTogs.

Compensatory | Attempts to raise | Back pain, hip Restore optimum Re-educate the
pelvic obliquity | the right arm pain in early postural alignment neuromusculo-skeletal
with potential | result in trunk adulthood. throughout the day, system to retain
spinal deviations that using the TheraTogs improved postural
scoliosis. persist into daily BPI Rehab Support alignment.

life.

References are
available upon
request for
evidence of

long-term effects

of chronic,
functional joint
malalignments
and muscle
imbalances.

System (see below).
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Research Studies on TheraTogs

Siracusa C, Taynor M, Geletka B, Overby A. (2005) Effectiveness of a biomechanical intervention in
children with spastic diplegia. Pediatric Physical Therapy 17(1): 83-84. Doctorate in Physical Therapy
Program, Ohio University, Athens.

Flanagan A, Krzak J, Johnson P, Peer M, Urban M. (2007) Evaluation of short-term intensive orthotic
garment use in children with cerebral palsy. Gait Analysis Lab, Shriner's Hospital, Chicago, IL.

Poster — CSM, APTA-Boston, MA.

Engelmeyer K, Meyer A, Quinslisk A, Wassell M, Ross S. (2007) The effect of TheraTogs™ on gait in
a 5-year-old with hemiplegia. Poster — Combined Sections Meeting, APTA, Boston MA.

Rojas A., Weiss M., Elbaum L. The effect of TheraTogs on the gait of a child with cerebral palsy - a
case study. Florida International Univ, Miami Florida.

Unpublished Studies Leading To Doctoral Dissertation:

Feldman C, Robinson CE. The Effects of TheraTogs™ on the Gait and Function of a Child with
Spastic Diplegic Cerebral Palsy. Doctoral thesis. 2005. Pacific University.

Supporting Sciences — Kinesiology, Biomechanics, Skeletal Modeling, Motor Learning

Abel MF, Damiano DL, Blanco JS, et al. 2003. Relationships among musculoskeletal impairments and
functional health status in ambulatory cerebral palsy. J Pediatr Orthop. 23(4): 535-541.

Al-Eisa E, Egan D, Deluzio K, Wassersug R. 2006. Effects of pelvic skeletal asymmetry on trunk
movement: three-dimensional analysis in healthy individuals versus patients with mechanical low back
pain. Spine. 31(3): E71-9

Bower E, McLellan DL. 1992. Effect of increased exposure to physiotherapy on skill acquisition of
children with cerebral palsy. Devel Med Child Neurol. 1992 Jan;34(1):25-39.

Bradley NS, Westcott SL. 2006. Motor control: Developmet6al aspects of motor control in skill acquisition.
In SK Campbell (Ed.): Physical Therapy for Children, 77-130. St. Louis, MO: Saunders Elsevier.

de Graaf-Peters VB, De Groot-Hornstra AH, Dirks T, Hadders-Algra M. 2006. Specific postural
support promotes variation in motor behaviour of infants with minor neurological dysfunction. Devel
Med Child Neurol. 48(12): 966-972.

Fisher B. 1987. Effect of trunk control and alignment on limb function. J Head Trauma Rehabil. 2(2): 72.

Ge W, Long CR, Pickar JG. (2005) Vertebral position alters paraspinal muscle spindle responsiveness
in the feline spine: effect of positioning duration. J Physiol. 569(Pt 2): 655-665.

Frost HM, Schoenau E. 2000. The "muscle-bone unit" in children and adolescents: a 2000 overview. J
Pediatr Endocrinol Metab; 13(6): 571-590.

Gajdosik CG, Gajdosik RL. 2006. Musculoskeletal development and adaptation. In SK Campbell (Ed.):
Physical Therapy for Children, 191-216. St. Louis, MO: Saunders Elsevier.

Gericke T. 2006. Postural management for children with cerebral palsy: consensus statement. Devel Med
Child Neurol. 48(4):244. [*A postural management programme is a planned approach encompassing all
activities and interventions which impact on an individual's posture and function. Programmes are tailored
specifically for each child and may include special seating, night-time support, standing supports, active
exercise, orthotics, surgical interventions, and individual therapy sessions.”]

Grasso R, Zago M, Lacquaniti F. 2000. Interactions between posture and locomotion: Motor patterns
in humans walking with bent posture versus erect posture. J Neurophysiol. Jan;83(1):288-300.

Kendall FP, McCreary EK, Provance PG, Rodgers MM, Romani WA. 2005. Muscles: Testing and
Function with Posture and Pain, 5™ edition. Baltimore MD: Williams and Wilkins.
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Ketelaar M, Vermeer A, Hart H, et al. 2001. Effects of a functional therapy program on motor abilities
of children with cerebral palsy. Phys Ther. 81(9):1534-45.

Larin, HM. 2006. Motor learning: Theories and strategies for the practitioner. In SK Campbell (Ed.):
Physical Therapy for Children, 131-160. St. Louis, MO: Saunders Elsevier.

Lephart SM, Fu FH. 2000, Proprioception and Neuromuscular Control in Joint Stability. Champaigne,
IL: Human Kinetics.

Maqgee DJ, Zachazewski JE, Quillen WS. Scientific Foundations and Principles of Practice in
Musculoskeletal Rehabilitation. St. Louis, MO: Saunders Elsevier, 2007.

Sahrmann SA. Diagnosis and Treatment of Movement Impairment Syndromes. St. Louis, MO: Mosby,
2002.

Sainburg RL, Poizner H, Ghez C. (1993) Loss of proprioception produces deficits in interjoint
coordination. J Neurophysiol. 70(5): 2136-2147.

Snijders CJ, Hermans PF, Niesing R, Spoor CW, Stoeckart R. 2004. The influence of slouching and
lumbar support on iliolumbar ligaments, intervertebral discs and sacroiliac joints. Clin Biomech (Bristol,
Avon). 19(4): 323-329.

Winstein CJ, Rose DK, Tan SM, et al. (2004) A randomized controlled comparison of upper-extremity
rehabilitation strategies in acute stroke: A pilot study of immediate and long-term outcomes. Arch Phys
Med Rehabil. 85(4): 620-8.

Clinical Studies of Effects of Elasticized Lycra/Neoprene Garments (not TheraTogs),
Taping, and Joint Supports

Aubin CE, Labelle H, Ruszkowski A, et al. 1999. Variability of strap tension in brace treatment for
adolescent idiopathic scoliosis. Spine. 24(4): 349-354.

Blair E, Ballantyne J, Horsman S, Chauvel P. 1995. A study of a dynamic proximal stability splint in
the management of children with cerebral palsy. Devel Med Child Neurol 37:544-554. [The Upsuit —
now renamed “Second Skin” - costs ~$1500.00 and is not adaptable. Significant effect on postural
stability and UE movement, and carry-over noted.]

Gracies JM, Marosszeky JE, Renton R, Sandanam J, Gandevia SC, Burke D. 2000. Short-term
effects of dynamic lycra splints on upper limb in hemiplegic patients. Arch Phys Med Rehabil.
81(12):1547-55.

Gracies JM, Fitzpatrick R, Wilson L, et al. 1997. Related Articles, Lycra garments designed for
patients with upper limb spasticity: mechanical effects in normal subjects. Arch Phys Med Rehabil
78(10):1066-71.

Host HH. 1995. Scapular taping in the treatment of anterior shoulder impingement. Phys Ther 75(9):
803-812.

Kerem M, Livanelioglu A, Topcu M. (2001) Effects of Johnstone pressure splints combined with
neurodevelopmental therapy on spasticity and cutaneous sensory inputs in spastic cerebral palsy.

Dev Med Child Neurol. 43(5): 307-13.

Nicholson JH, Morton RE, Attfield S, Rennie D. 2001. Assessment of upper limb function and
movement in children with cerebral palsy wearing lycra garments. Dev Med Child Neurol. 43: 384-391.
[Functional gains from increased proximal stability were often outweighed by inconvenience of
donning and doffing and loss of independence.]

Nuzzo RM. 1980 Dynamic bracing: elastics for patients with cerebral palsy. muscular dystrophy, and
myelodysplasia. Clinical Orthopaedics and Related Research 148: 263-270.

Paleg G, Hubbard S, Brite E, O’'Donnell K. (1999) Dynamic Trunk Splints and Hypotonia. Phys Ther
Case Rep 2(3):122-124. (May)
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Paleg G. (1997) Improving function with dynamic trunk splints. Advance for Phys Ther 8(48):34.
December 1 issue. [Author describes Second Skin's “Upsuit” and BENIK’s neoprene splint.]

Rennie DJ, Attfield SF, Morton RE, Polak FJ, Nicholson J. (2000) Related Articles, An evaluation of
lycra garments in the lower limb using 3-D gait analysis and functional assessment (PEDI). Gait
Posture 12(1):1-6.

Ataxia

Adolph KE. 2002. Learning to keep balance. Adv Child Dev Behav. 30:1- 40. Review.

Bastian AJ. 1997. Mechanisms of ataxia. Phys Ther. 77(6):672-5. Review.

Bastian AJ, Martin TA, Keating JG, Thach WT. 1996. Cerebellar ataxia: abnormal control of interaction
torques across multiple joints. J Neurophysiol. 76(1): 492-509.

Berger W, Trippel M, Assainte C, Zijlstra W, Dietz V. 1995. Developmental aspects of equilibrium
control during stance: a kinematic and EMG study. Gait Posture 3: 149-155.

Berger W, Discher M, Trippel M, Ibrahim IK, Dietz V. 1992. Developmental aspects of stance
regulation, compensation and adaptation. Exp Brain Res. 90(3): 610-619.

Bloedel JR. 2004. Task-dependent role of the cerebellum in motor learning. Prog Brain Res. 143: 319-
329. Review.

Butler PB. 1998. A preliminary report on the effectiveness of trunk targeting in achieving independent
sitting balance in children with cerebral palsy. Clin Rehabil. 12(4): 281-293.

Cherng RJ, Su FC, Chen JJ, Kuan TS. 1999. Performance of static standing balance in children with
spastic diplegic cerebral palsy under altered sensory environments. Am J Phys Med Rehabil. 78(4):
336-343.

Cordo PJ, Gurfinkel VS. 2004. Motor coordination can be fully understood only by studying complex
movements. Prog Brain Res. 2004;143:29-38. Review

De Negri M, Rolando S. 1990. Child ataxias: a developmental perspective. Brain Dev. 12(2):195-201.
Review.

Foudriat BA, Di Fabio RP, Anderson JH. 1993. Sensory organization of balance responses in children
3-6 years of age: a normative study with diagnostic implications. Int J Pediatr Otorhinolaryngol.
27(3):255-71.

Gatev P, Thomas S, Lou JS, Lim M, Hallett M. 1996. Effects of diminished and conflicting sensory
information on balance in patients with cerebellar deficits. Mov Disord. 11(6):654-64.

Horak FB, ShupertCL, Dietz V, Horstmann G. 1994. Vestibular and somatosensory contributions to
responses to head and body displacement in stance. Exp. Brain Res. 100: 93-106.

Hylton N, Allen C. (1997) The development and use of SPIO Lycra compression bracing in children
with neuromotor deficits. Pediatr Rehabil. 1(2): 109-116.

Jeka J, Kiemel T, Creath R, Horak F, Peterka R. 2004. Controlling human upright posture: velocity
information is more accurate than position or acceleration. J Neurophysiol. 92(4): 2368-79.

Morgan MH.1980. Ataxia--its causes, measurement, and management. Int Rehabil Med. 2(3): 126-32.
Review.

Morton SM, Bastian AJ. 2004. Cerebellar control of balance and locomotion. Neuroscientist. 10(3):
247-59. Review.

Nashner L. 1976. Adapting reflexes controlling the human posture. Exp. Brain Res. 26: 59-72.
Nashner L. 1985. Strategies for organization of human posture. In Igarashi M, Black FO. Eds:
Vestibular and Visual Control on Posture and Locomotor Equilibrium, p. 1-8. Basel, Switzerland:
Karger.
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Roncesvalles MN, Woollacott MW, Burtner PA. 2002. Neural factors underlying reduced postural
adaptability in children with cerebral palsy. Neuroreport. 13(18): 2407-2410.

Shumway-Cook A, Hutchinson S, Kartin D, Price R, Woollacott M. 2003. Effect of balance training on
recovery of stability in children with cerebral palsy. Dev Med Child Neurol. 45(9): 591-602.

Pediatric Brachial Plexus Injury / Hemiplegia

Eliasson AC. 2005. Improving the use of hands in daily activities: aspects of the treatment of children
with cerebral palsy. Phys Occup Ther Pediatr. 25(3): 37-60.

Fetters L, Kluzik J. 1996. The effects of neurodevelopmental treatment versus practice on the
reaching of children with spastic cerebral palsy. Phys Ther. 76(4): 346-358.

Fiddian NJ, King RJ. 1984. The winged scapula. Clin Orthop. 185: 228-236.

Host HH. (1995) Scapular taping in the treatment of anterior shoulder impingement. Phys Ther 75(9):
803-812.

Howle, JM (2002) Neuro-Developmental Treatment Approach: Theoretical Foundations and Principles
of Clinical Practice. www.ndta.org.

Kebaetse M, McClure P, Pratt NA. 1999. Thoracic position effect on shoulder range of motion,
strength, and three-dimensional scapular kinematics. Arch Phys Med Rehabil. 80(8): 945-950.

Kibler WB. (1998) Shoulder rehabilitation: principles and practice. Med Sci Sports Exerc; 30(4-Suppl):
S40-50. Review.

Kluzik J, Fetters L, Coryell J. 1990. Quantification of control: a preliminary study of effects of
neurodevelopmental treatment on reaching in children with spastic cerebral palsy. Phys Ther. 70(2):
65-76; discussion 76-8.

Lewis JS, Wright C, Green A. 2005. Subacromial impingement syndrome: the effect of changing
posture on shoulder range of movement. J Orthop Sports Phys Ther. 35(2):72-87.
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FREQUENTLY ASKED QUESTIONS

The following is a list of questions designed to assist the reader in understanding the most
frequently asked questions pertaining to TheraTogs products.

1. Q. What is a HCPCS code?

A HCPCS code is a Level Il code used to identify durable medical equipment, prosthetics,
orthotic devices and/or supplies being billed. HCPCS Level Il codes are recognized by
Medicare, most Medicaid agencies and third-party payers.

2. Q. Who is responsible for correct HCPCS code identification of the product?

The provider is responsible for using the appropriate HCPCS code. However, in addition
to this Reimbursement Guide, SADMERC (Statistical Analysis DME Regional Carrier) can
be contacted for coding help on all DME products. SADMERC is specific to Medicare and
can be contacted at 877-735-1326 (9:00 AM - 4:00 PM EST).

3. Q. Do private payers follow SADMERC coding recommendations?

Yes. Recommendations are usually adhered to by state Medicaid agencies, workers
compensation agencies, and third-party payers.

4. Q. What type of calls are referred to the DMEPOS Medicare contractors?

The type of calls referred to the DMEPOS Medicare contractors include: coverage and
utilization questions; eligibility; claim inquiries; claims forms; documentation requirements;
allowables for items priced by reasonable charge and individually considered items;
publications, such as the Supplier Manual, Advisories and Fee Schedule Catalogs, CMN
Information; and Type of Service and Place of Service codes.

5. Q. We are a supplier in a state that is different from where the patient resides. Which
DMEPOS Medicare contractor do we bill for our Medicare client’s services?

Claims for DMEPOS Medicare contractors are adjudicated based on the residence of the
patient, not the place of service where the DME was furnished. Suppliers should obtain
the client’'s permanent address (place of residence where the patient spends more than
six months of the calendar year) and submit the claim to the appropriate DMEPOS
Medicare contractor. A list of the DMEPOS Medicare contractors, can be downloaded
from the CMS website at: http://www.cms.hhs.gov/DMEPOSFeeSched/Downloads
/DMERC_and_DME_MAC_Contacts.pdf

6. Q. Why do some of our clients have coverage for orthotic devices and others do not?

Not all health plans provide DME coverage and some employer groups must purchase a
special DME rider to ensure coverage. Due to the varying coverage policies of third-party
payers, it is difficult to generalize the coverage policies for orthotic devices. We
recommend that each third-party payer be contacted for their specific coverage
guidelines.
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Is TheraTogs covered by Medicare, Medicaid or commercial insurance?

Some insurance companies, including Medicare and Medicaid pay for TheraTogs.
However, the coverage will depend on each client’s insurance benefit package as well as
medical necessity. Start the process by reviewing the client’s insurance benefits to better
understand their specific coverage for orthotic devices or durable medical equipment It is
always best to check with the insurance company about coverage issues before
purchases are made; this will avoid unexpected out of pocket expenses. In addition, your
insurance company will inform you of criteria needed for claims filing.

. Will TheraTogs, Inc. bill my insurance company?

No. TheraTogs, Inc. is the manufacturer of TheraTogs, not a provider of healthcare
services. Therefore, you or your provider of service (medical clinician) is responsible for
billing the insurance company.

. What code do | use to bill TheraTogs?

TheraTogs are designed for individual use in a variety of applications in support of a wide
range of therapeutic results and objectives. As a result, there is not one code pertinent to
all claims. Further, your claim may require two or more billing codes. First, find out what
type of code your insurance company requires. In most cases, refer to the “L” code
category to determine which limb or extremity code best fits your circumstance.

What is the reimbursement rate for TheraTogs?

We cannot guarantee the amount of your reimbursement, if any. The reimbursement rate
will depend on the insurance company, the healthcare provider's contractual obligations
with the payer, and the insured’s payable benefits. We recommend contacting the payer
for specific reimbursement rates.

Does a prescription have to accompany the TheraTogs order form?

It depends. TheraTogs have been registered with the FDA (Food and Drug
Administration) as a Class | (Exempt) Medical Device. TheraTogs Systems are intended
to be applied under the supervision of a licensed, healthcare practitioner. A clinician’s
prescription is required if you place your order through the Research Partner Program at
TheraTogs, Inc., however, your clinician may also order through our Providers or catalog-
based Distributors, generally without a prescription.

| understand TheraTogs is classified as a Class | medical device — what does that
mean?

Class | devices are subject to the least regulatory control because they present a
minimum of potential for harm to the user. TheraTogs were determined to be a Class |
(Exempt) device as they are worn on the outside of the body and have negligible potential
for harm. Examples of other Class | Devices are ankle orthoses, foot orthoses, knee
braces, etc.
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Do | have to purchase TheraTogs from a medical supply company?

You don't have to, necessarily. The policy of the payer - typically the client’s insurance
company (including Medicare/Medicaid) - will determine the source from which TheraTogs
should be purchased. For instance, if an insurance company or a state's early
intervention program requires the “supplier/provider” to bill supplies directly to them, the
clinician may order them through an approved Supplier/Provider (such as a local O&P
clinic) that has a Provider account with TheraTogs, Inc. Clinicians who do not require
reimbursement billing through an approved Provider should check our website at
www.theratogs.com for ordering alternatives.

My insurance company says they have never heard of TheraTogs. How do | explain
what a “TheraTogs” is to my insurance company?

"TheraTogs" is a brand name. When inquiring about a client’s insurance benefits, it should
be explained how the product will be used and the benefit to the patient. TheraTogs
should be described as an orthotic garment and strapping system. Other general
terms to describe TheraTogs are:

bracing

splinting

hip, spinal, knee, ankle orthosis.

My insurance company will not consider coverage for TheraTogs unless | can show
medical necessity. How can | get them to best understand the need for TheraTogs?

The client’s medical history, medical services provided and time spent is documented
should be documented in the client’s medical chart each time there is an encounter with
the clinician. The clinician should extract the data from the chart to develop what is
commonly known as a Letter of Medical Necessity (LMN). See the Preauthorization
Chapter of this guide for a sample Letter of Medical Necessity.

When is the appropriate time to submit a Letter of Medical Necessity (LMN)?

Usually, the LMN is submitted during the pre-certification/preauthorization process, and is
prepared by the clinician (provider of service). The letter of medical necessity is also used
in the appeals process when a claim has been denied because the insurance company
deemed TheraTogs to not be medically necessary. Clinicians should always use the basic
charting concepts when recording patient encounters, keeping in mind the documentation
will make the difference in an insurance company’s decision to pay a claim.
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SAMPLE WAIVER OF FINANCIAL LIABILITY

NON-MEDICARE

I, , acknowledge that the service(s) and/or item(s) listed
below may not be covered by my insurance plan because of a medical necessity determination.
My provider of service, , feels the services(s) and/or item(s) are medically necessary
for my condition, and | agree to follow his/her medical care regimen, which includes acceptance
of the service(s) or item(s) in question.

The medical necessity of the service(s) and/or item(s) has been fully explained to me, and |
understand the extent of the clinical situation.

| agree to pay, in full, for the service(s) and/or item(s) listed below, directly to my provider of
service . If I cannot pay this amount in full, | agree to make payment arrangements with
the billing staff.

| have read, signed and dated this form prior to the service(s) and/or item(s) listed below being
rendered or furnished to me.

Service(s)/ltem(s): 1.
2.
3.
4.
Fees (each Service/ltem): 1. 8
2. $
3. %
4. $
Total Patient Responsibility: $

Check appropriate box:
|:| | will pay for the service(s) and/or item(s) in full.
|:| I will need to make payment arrangements with the provider's billing staff.

| acknowledge | have received the above service(s) and/or item(s), or the delivery of such item(s)
has been scheduled.

Patient Signature Date

To be retained in the client’s medical record.
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MEDICARE - SAMPLE ADVANCED BENEFICIARY NOTICE (ABN)

In the event that Medicare denies coverage for TheraTogs, each provider of service (physician
and/or therapist) must have a signed ABN on file in order to bill the patient.

The following is a Sample Waiver Form for Medicare beneficiaries:

- Medicare Beneficiary Waiver of Liability -

Medicare will only pay for services it determines to be "reasonable and necessary" under Section
1862(a)(1) of the Medicare law. If Medicare determines that a particular service, although it
would otherwise be covered, is not "reasonable and necessary" under Medicare program
standards, Medicare will deny payment for that service.

| understand that, in my case, Medicare may deny payment for the TheraTogs orthotic devices.
Patient's Acknowledgement and Agreement to Pay:
| have been notified by my doctor that he/she believes that, in my case, Medicare is likely to deny

payment for the services identified above. If Medicare denies the payment, | agree to be
personally and fully responsible for payment.

Signed,

Patient Signature

Date
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Note: Listed below are published research studies specific to the use of TheraTogs. A complete
list of references is available on the TheraTogs web site at: http://theratogs.com/references.html

Research Studies on TheraTogs

Siracusa C, Taynor M, Geletka B, Overby A. (2005) Effectiveness of a biomechanical intervention
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Engelmeyer K, Meyer A, Quinslisk A, Wassell M, Ross S. (2007) The effect of TheraTogs™ on
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Spastic Diplegic Cerebral Palsy. Doctoral thesis. 2005. Pacific University.
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GLOSSARY
GLOSSARY OF ACRONYMS

ABN
AMA

BCBSA

CHAMPUS
CMN
CMS
COB
CPT

DF

DFA
DHHS
DME
DMECS
DMEPOS
DMERC
DOS

Dx

EOB

HCPCS
HHA
HMO

GLOSSARY
GLOSSARY OF ACRONYMS

A

Advance Beneficiary Notice
American Medical Association

B

Blue Cross and Blue Shield Association

C

Civilian Health and Medical Program of the Uniformed Services
Certificate of Medical Necessity

Centers for Medicare and Medicaid Services

Coordination of Benefits

Current Procedural Terminology

D

Dorsiflexion

Dorsiflexion Assist

Department of Health and Human Services

Durable Medical Equipment

Durable Medical Equipment Coding System

Durable Medical Equipment, Prosthetics, Orthotics and Supplies
Durable Medical Equipment Regional Carrier

Date of Service

Diagnosis

E

Explanation of Benefits

H

Healthcare Common Procedure Coding System
Home Health Agency
Health Maintenance Organization
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GLOSSARY
GLOSSARY OF ACRONYMS

ICD-9-CM

LMN

MCO
MFS

NPI

PCP
PIN

POS
PPO

SADMERC
SI

SPD

SOF

SOS

TPA

UE
UPIN

International Classification of Diseases, 9" Revision, Clinical Modification

L

Letter of Medical Necessity

M

Managed Care Organization
Medicare Fee Schedule

N

National Provider Identifier

P

Primary Care Provider

Provider Identification Number
Point of Service Program
Preferred Provider Organization

S

Statistical Analysis DME Regional Carrier
Sensory Integration

Sensory Processing Disorder

Signature on file

Site-of-Service

T

Third Party Administrator

U

Upper Extremity
Unique Physician Identification Number
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A

Advance Beneficiary Notice: A form signed by Medicare beneficiaries, certifying that they have
been notified that Medicare will (or is likely to) deny payment for a service or item provided and
that the patient may have to pay the provider directly.

Appeal: A process where the provider and/or beneficiary exercises their right to request a review
of a contractor determination to deny coverage or payment for a service in full or in part.

B

Beneficiary: A person eligible to receive benefits under an insurance plan.

C

Certificate of Medical Necessity: A form required by Medicare and some third-party payers to
establish the medical necessity of certain DME. The form, completed by both the physician and
the supplier, indicates the medical diagnosis and other information pertinent to the device.

CHAMPUS: The Civilian Health and Medical Program of the Uniformed Services, now known as
TRICARE. A federally funded comprehensive health benefits program administered by the
Department of Defense to provide health care benefits for military retirees as well as families of
active duty, retired, and deceased service members.

CHAMPVA: The Civilian Health and Medical Program of the Department of Veteran Affairs. A
federally funded health benefits program to provide health care benefits to families of a 1) veteran
who is 100% permanently and totally disabled, 2) veteran who died from a VA-rated service
connected disability, 3) veteran who at the time of death was 100% permanently and totally
disabled, or 4) military member who died in the line of duty.

Claim: A demand to an insurer, by the insured person or provider acting on behalf of the insured,
for payment of benefits under a policy.

CMS (Centers for Medicare and Medicaid Service): The U.S. government agency with
responsibility for the administration of the Medicare and Medicaid programs.

CMS-1500: A universal insurance claim form mandated for Medicare billing and generally
accepted by all insurance carriers for outpatient-based health care providers. Physicians and
medical suppliers use the HCFA 1500 claim form.

Coding: A mechanism for identifying and defining medical services using a standardized listing
of alphanumeric codes.
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Co-insurance: A type of cost-sharing where the beneficiary of the health insurance plan is
responsible for a specified percentage of health care service costs and/or is responsible for a
specified amount per unit of service.

Co-payment: A cost-sharing arrangement in which a plan member pays a specified charge for a
specified service, such as $10 for an office visit. The member is usually responsible for payment
at the time the health care is rendered. Typical co-payments are fixed or variable flat amounts for
physician office visits, prescriptions, or hospital services.

Coverage: A term used to describe the potential payment status of a product or health service for
which an insurer may provide payment.

Covered Expenses: Hospital, medical and other types of healthcare expenses incurred by the
insured or beneficiary entitling him or her to a payment of benefits under a health insurance policy,
(i.e., the type and amount of expense which will be considered in the calculation of benefits).

Covered Services: Covered services under the Medicare and other third-party payment programs
are the services and supplies for which Medicare or other third parties will reimburse. Covered
services under the Medicaid program consist of a combination of mandatory and optional services
within each state. Covered services under the Medicare and Medicaid programs are defined and
limited by federal statute. Covered services under private health benefit programs are defined and
limited by contract.

CPT (Current Procedural Terminology): A coding system maintained by the American Medical
Association to describe physician services and procedures.

Custom-fabricated: An orthotic made from basic materials on a case-by-case basis, by using
actual measurements or molds of the patient.

Custom-fitted: A pre-manufactured orthotic that can be adjusted to fit the patient by bending,
trimming, or with other minimal efforts.

D

Deductible: A stipulated amount which the insured is required to pay toward the cost of medical
treatment before the benefits of the insurance policy or program take effect. Deductibles are
usually per year of coverage (i.e., annual) and are required before any benefits are payable.

Denial: The refusal of an insurer to cover an item or service under a health care plan or program.
DMERC: One of four Medicare entities (Regions A, B, C, D) responsible for processing and

paying Medicare claims for specific durable medical equipment, prosthetics, orthotic devices and
supplies.
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E

EOB (Explanation of Benefits): A form received from the insurer explaining the benefits that
were paid and/or charges that were rejected.

Explanation of Medicare Benefits: A statement from Medicare that reports the specifics about
a claim’s adjudication or denial.

F

Fee Schedule: A list of predetermined payments for medical services. Medicare Part B
reimburses physicians based on a fee schedule.

H

HCFA (Health Care Financing Administration): The U.S. Government agency with
responsibility for the administration of the Medicare and Medicaid programs. On June 14, 2001,
the agency name changed to the Centers for Medicare and Medicaid Services (CMS).

HCFA-1500: See CMS-1500.

HCPCS Level Il Codes: Level Il or national codes which supplement the CPT coding system
and are used for supplies, medications, orthotic devices, prosthetics, items of durable medical
equipment, special services, dental services, ambulance services, etc. HCPCS are recognized
and used by Medicare and the majority of health care insurers.

ICD-9-CM (International Classification of Diseases, 9" Edition, Clinical Modification): A
standardized system of describing diagnoses and procedures. The coding and terminology in the
system provide a uniform language that is designed to accurately designate primary and
secondary diagnosis and provide for reliable, consistent communication on claim forms.

M

Managed Care: A general term for organized networks of doctors and hospitals in order to give
people access to quality, cost-contained health care. HMOs were the earliest form of managed care.

Medical Necessity: Medical information justifying that a service rendered was reasonable and
appropriate for the diagnosis or treatment of a medical condition.
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Medicare: A federal health insurance program for people over 65, those eligible for Social
Security disability payments, and those with end-stage renal disease.

Medicare Advantage: Under the Balanced Budget Act of 1997 (BBA97), Congress created a new
Medicare Part C, known as Medicare Advantage, which allows CMS to contract with a number of
managed care organizations (MCOs) including, but not limited to, health maintenance organizations
(HMOs), preferred provider organizations (PPOs) and provider service organizations (PSOs).
Beneficiaries have the choice during an open enrollment period each year to enroll in a Medicare
Advantage plan or to remain in traditional Medicare.

Medigap Insurance: Health insurance policies that provide benefits for services and costs not
covered by Medicare, such as deductibles and co-insurance or items not covered under the
Medicare program.

Modifier: Typically a two-position code used with HCPCS codes to indicate that the service has
been changed or altered in some way.

N

National Supplier Clearinghouse: The entity that approves providers and medical equipment
vendors as “suppliers” under the Medicare program, issuing an identification number to approved
applicants.

National Supplier Identification Number: A provider or other healthcare professional uses this
number to submit claims for DME they dispense. The number is obtained through an application
submitted to the National Supplier Clearinghouse.

Non-Covered Service: The service: 1) does not meet the requirements of a Medicare benefit or

insurance plan category, or 2) is statutorily excluded from Medicare coverage on grounds other
than 1862(a)(1) or is not reasonable and necessary under 1862(a)(1).

O

Orthosis: A brace used for the purpose of supporting a weak or deformed body part or
restricting or eliminating motion in a diseased or injured part of the body.

Orthotics: See orthosis.

P

Part A: Medicare coverage that includes inpatient hospital, home health, nursing home, and
other inpatient care.

Part B: Medicare coverage that provides payment for physician, outpatient services and most
DME.
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Point of Service Plan (POS): A type of managed care organization, which differs from others in
that insureds who decide to go outside the plan for health care services receive reduced benefits.

Preauthorization (Prior Authorization): An assessment of health care services by the insurer in
advance of provision of services by the provider. This may be required under the health care plan.

Preferred Provider Organization (PPO): An arrangement whereby an insurer or managing
entity contracts with a group of health care providers who furnish services at lower than usual
fees in return for prompt payment and a certain volume of clients.

Primary Care Provider (PCP): A healthcare professional who acts as a member’s personal
healthcare manager. The PCP evaluates a client’'s medical condition and either treats the
condition or coordinates required healthcare services.

Principle Diagnosis: The diagnosis that is judged to be the principle reason for hospitalization or
other medical care.

S

SADMERC: The Medicare entity that analyzes claims for DME to identify coding trends and
irregularities. SADMERC also performs code verification reviews for providers and suppliers who
do not know which code to report for specific items of DME. Manufacturers and/or vendors with
new devices must submit a device description to SADMERC to receive an assigned HCPCS code
for each device.

Soft goods: A term used for medical devices such as braces, splints, joint supports and
protectors, cervical pillows and other othopedic-oriented items.

Superbill: A document that lists commonly assigned diagnosis and procedure codes, used by
health care providers during patient encounters. The superbill is no longer accepted by Medicare
and most third-party payers as a substitute for the CMS-1500 claim form.

Support: An item that provides stabilization, but not immobilization, to an injured or disabled part
of the body.

T

Third-party administrator: An insurance company or other entity that performs administrative
tasks and functions for another entity or program, such as the Medicare program.

Third-Party Payer: An organization other than the patient or health care provider involved with
the financing of health care services.

TRICARE: The Civilian Health and Medical Program of the Uniformed Services, formerly known
as CHAMPUS. A federally funded comprehensive health benefits program administered by the
Department of Defense to provide health care benefits for military retires as well as families of
active duty, retired, and deceased service members.
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