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TOPS™ System Technology Overview

Indications for Use

The TOPS™ System is indicated for patients between the ages 35 and 80 years with symptomatic degenerative
spondylolisthesis up to Grade | with moderate to severe lumbar spinal stenosis and either the thickening of the
ligamentum flavum or scarring facet joint capsule at one level from L3 to L5.

The TOPS™ System is a motion-preserving spinal implant that is inserted into the lumbar vertebral joint and affixed to the
spine via pedicle screws. The TOPS™ System is intended to stabilize the spine following a lumbar decompression without
rigid fixation.

Technology Description

The TOPS™ System is a pedicle screw-based system designed to preserve a patient's motion in the lumbar vertebral joint
and is an alternative to standard lumbar spinal fusion. The device is implanted via a posterior surgical approach to replace
the degenerated skeletal elements such as the lamina and the facet joints that are removed during the decompression.

Diagnosis Coding Pathway Options

Diagnosis codes are assigned by the physician to accurately report the patient’s condition as it relates to the procedure.
Below are diagnosis codes and definitions that may apply to patients indicated for the TOPS™ System procedure. This
is not a complete list of codes that may be assigned to a patient. Refer to the 2023 ICD-10-CM Codebook to select other
possible applicable codes specific to the patient.

ICD-10-CM Description

M43.16 Spondylolisthesis, lumbar region

M48.061 Spinal stenosis, lumbar region without neurogenic claudication
M46-062 Spinal stenosis, lumbar region with neurogenic claudication
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Physician Guide

Physician Coding & Payment

Physicians use Current Procedural Terminology (CPT®)! codes to report procedures and services performed in various
settings. The Centers for Medicare & Medicaid Services (CMS) establishes reimbursement for CPT codes under the
Medicare Physician Fee Schedule (MPFS) based on relative value units (RVUs).

The American Medical Association (AMA) issued Category Ill CPT code 0202T to describe facet arthroplasty. Category Il
CPT codes are used for emerging technology, services, and procedures. These codes do not have established national
RVUs, therefore they are priced by each Medicare Administrative Contractor (MAC) priced. Each MAC will establish
physician reimbursement on a contractor physician fee schedule or on a per case basis. Private payers generally
reimburse physicians at negotiated/contracted rates. Until fee schedules are established payers may require additional
information be provided via a special report or other documentation to inform the payer with critical information
pertaining to the surgeon work and procedure complexity to further establish medical necessity and substantiate charges
and payment for the procedure.

The TOPS™ System procedure is the only facet arthroplasty system approved by FDA for use and is appropriately
described by CPT code 0202T.

CPT Description

0202T Posterior vertebral joint(s) arthroplasty (eg, facet joint[s] replacement), including facetectomy,
laminectomy, foraminotomy, and vertebral column fixation, injection of bone cement, when
performed, including fluoroscopy, single level, lumbar spine

Assign Value to Cat Ill Code - Crosswalk

If a physician payment rate does not exist, providers should identify comparable Category | CPT code(s) with established RVUs
to assist in determining fair and appropriate reimbursement. The Category | CPT code(s) should require similar

or equivalent resources with physician effort (e.g., similar time, mental effort and judgement, technical skill, physical effort
and stress, and complexity to the TOPS™ System procedure), practice expense, and patient follow up care. This is commonly
referred to as a procedure “crosswalk”.

To establish a valuation of the physician services associated with the TOPS™ System procedure, providers may reference
existing Category | CPT codes as a procedure comparator. This is commonly referred to as a “crosswalk” and is intended to
help the payer understand, for reimbursement purposes, the physician work and other resources associated with performing
the procedure. Note that referenced Category | codes should not be reported on the claim form and should only be noted in
the special report or other documentation sent to the payer to support establishing appropriate payment for CPT code 0202T.

The comparable CPT codes used as a reference should have similar physician effort (e.g., time, decision making, skill,
complexity, extent of work), practice expense, and patient follow up care. This information should be clearly documented
in the patient’s record for the payer’s review. It is helpful to provide the payers with typical charges for the comparable
procedure billing, coding and reimbursement information to support appropriate payer reimbursement .

1.2023 CPT® Professional Edition. Current Procedural Terminology (CPT®) is copyright 2022 by the American Medical Association, Chicago, IL. CPT is a registered trademark of the
American Medical Association. All Rights Reserved. Applicable FARS/DFARS apply.
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Physician Guide

The following Category | CPT codes may be an appropriate crosswalk for the TOPS™ System procedure, please note

these comparable CPT codes should not be reported on the claim:

CPT Description Work Total CY 2023
RVU2 Facility Medicare
RVU? National
Payment?
22214 Osteotomy of spine, posterior or posterolateral approach, 21.02 45.48 1541.19
1 vertebral segment
22840 Posterior non-segmental instrumentation (eg, Harrington rod 12.52 22.55 764.16

technique, pedicle fixation across 1 interspace atlantoaxial
transarticular screw fixation, sublaminar wiring at C1, facet screw
fixation)(List separately in addition to code for primary procedure)

For private payer claims, Premia Spine recommends referencing payer guidelines for any specific Category Il CPT code

billing requirements.

Special Report

When submitting a claim for a Cat Ill code, surgeons are encouraged to include a "special report” which describes the
surgeons work and procedural complexity to help establish medical necessity, substantiate charges, and support appropirate
payment for the procedure. A special report should include at a minimum the following information:

+  Abrief cover letter identifying the comparable procedure(s), its Medicare RVUs and payment with a statement

describing the similarities and differences between the procedures and anticipated payment for 0202T.

Your TOPS™ representative can assist you with obtaining a sample crosswalk analysis/special report.

+  Office notes to support medical necessity.

+  The operative report clearly detailing the time, mental effort and judgment, technical skill, physical effort and stress,

and complexity involved in the procedure.

« Acopy of the FDA approval letter and any relevant published clinical literature. Your TOPS™ representative can assist

you with obtaining this information.

1.2023 CPT® Professional Edition. Current Procedural Terminology (CPT®) is copyright 2022 by the American Medical Association, Chicago, IL. CPT is a registered trademark of the

American Medical Association. All Rights Reserved. Applicable FARS/DFARS apply.

2. Medicare Physician Fee Schedule Look-up Tool: https://www.cms.gov/medicare/medicare-fee-for-service-payment/pfslookup
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Physician Guide

Sample CMS-1500

19

GATEE]  Include additional claim information to direct reviewer to Special Report

[EETPE  Inorderto be indicated for TOPS, patients must be diagnosed with Spondylolisthesis and Lumbar Stenosis
(with or without Claudication)

[GETEEL] Facet arthroplasty with TOPS System should be billed using CPT 0202T

S le Op-Report
ample Op-Repo o

p. 14
Resources to
make coverage &
reimbursement easier...

The following is a list of
sample letters that are
included with this guide:

- Letter of Medical
Necessity / Prior-
Authorization

- Letter of Appeal
for Denied Prior-
Authorization

- Special Report Template

Key Reminders - Post Claim Appeal - Low
It is important that each of the steps involved in the TOPS procedure are clearly dictated Payment

+ Decompression - Post Claim Appeal -

«  Trialing/Templating Denial of Payment

+ TOPSImplant Prep & Insertion

TOPS System Reimbursement Guide 5



Hospital Inpatient Guide

Hospital Procedure Codes

ICD-10-PCS is the system of codes used by hospitals to classify and report procedures and services provided in the
inpatient setting. The following ICD-10-PCS codes for the TOPS System procedure were implemented by CMS on October
1st, 2022. These codes and the corresponding Medicare MS-DRG for 2023 reporting and payment are listed below.

Final DRG placement will be based on the ICD-10-PCS code reported for the TOPS procedure in correlation with the
primary and secondary ICD-10-CM (diagnosis) codes on the hospital claim form as documented in the patient’s record.

CD-10-PCS Description

XRHB018 Insertion of posterior spinal motion preservation device into lumbar vertebral joint, open
approach, New Technology Group 8

XRHDO018 Insertion of posterior spinal motion preservation device into lumbosacral joint, open approach,
New Technology Group 8

Hospital Inpatient Payment

Medicare reimburses hospital inpatient stays under Medicare Severity-Diagnosis Related Groups (MS-DRGs). Each inpatient
stay is assigned to a single MS-DRG, primarily on the basis of patient diagnosis and procedures performed. Private payers
generally reimburse inpatient hospital stays at negotiated/contracted rates. The following is the expected MS-DRG
assignment and 2023 Medicare national average payment.

FY 2023 Medicare

MS-DRG Descriptor
'P National Payment

518 Back and neck procedures except spinal fusion with MCC or disc device or $25,570
neurostimulator

MCC = major complications and comorbidities, CC = complications and comorbidities

1. 2023 ICD-10-PCS Expert for Hospitals, American Medical Association, Chicago, IL 2022
2. ICD-10-CM/PCS MS-DRG v40.1 Definitions Manual https://www.cms.gov/icd10m/FY2023-version40.1-fullcode-cms/fullcode_cms/P0001.html
3. CMS-1771-CN, FY 2023 Inpatient Prospective Payment System (IPPS) Final Rule. Rates effective October 1, 2022- September 30, 2023.
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Hospital Inpatient Guide

New Technology Add-On Payment (NTAP)

Overview

CMS recommended in the FY 2024 IPPS proposed rule that the TOPS System be approved for NTAP. If approved, beginning
October 1st, 2023, TOPS System procedures performed in a hospital inpatient setting are eligible for an incremental
payment from Medicare (in addition to the MS-DRG payment). The TOPS System NTAP provides additional payment of up
to $11,375, based on the hospital’s reported cost of each case.

The incremental NTAP is based on the total covered cost to hospitals for a TOPS System case. If the total covered costs of a
discharge (derived by multiplying the hospital’s inpatient operating cost-to-charge ratio (CCR) to the total covered charges for
the case) exceed the full MS-DRG payment (including payments for indirect medical education and disproportionate share
hospitals, but excluding outlier payments), Medicare will provide the NTAP add-on payment equal to the lesser of 65% of the
amount by which the costs of the case exceed the full MS-DRG payment, or 65% of the costs of the TOPS System.

CMS has determined that the maximum NTAP incremental payment for a case involving the TOPS System will be $11,375.
Inpatient Coding for TOPS System Procedures & NTAP

In the FY2024 IPPS proposed rule, CMS identified the ICD-10-PCS codes and indications that will be eligible for NTAP.
Below are procedure and diagnosis codes that must be billed in order to receive an NTAP payment.

CD-10-PCS Description
Procedure XRHBO1S Insertion of posterior spinal motion preservation device into lumbar vertebral
(Only 1 may be joint, open approach, New Technology Group 8
billed)
XRHDOL8 Insertion of posterior spinal motion preservation device into lumbosacral
joint, open approach, New Technology Group 8
ICD-10-CM Description
Procedure
(Both must be M43.16 Spondylolisthesis, lumbar region
billed)
M48.062 Spinal stenosis, lumbar region with neurogenic caudication
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Hospital Inpatient Guide

Example of NTAP Calculation
The table below uses different scenarios of representative total covered charges along with hospital operating cost-to-
charge ratios, and DRG payments to illustrate how NTAP payment is calculated along with the total payment for TOPS
System cases performed in the hospital inpatient setting.

NTAP Calculation for TOPS System Cases

To Qualify for An NTAP, Total Covered Case Costs Must Be Greater

Than The Assigned MS-DRG Payment for That Case

Determine The NTAP Payment

Total Payment

. Covered
Ex_?g:;)lle. Example: H?_th):lal la(s? ?tlael. Cost Minus gioft :J: Maximum New Tech Hospital
X | Hospital | = - P = | Hospital | X.65= OR| Add-On Add-On MS-DRG Total
Covered CCR Covered MS-DRG DRG Excess of Payment Payment Payment
Charges Costs Payment MS-DRG Y Y Y
Payment
1 2 3 4 5 6 7 8
Charges _ _
Scenario #1 $150,000 | x | 0.214 | =| $32,100 | - | $28,379 | =| $3,721 0.65 $2,419 |OR| $11,375 $2,419 $28,379 $30,798
Charges L 1$200,000| x | 0214 | = $42800 | - $28379 |=| $14421 | 065 | $9374 |OR| $11375 $9,374 $28,379 §37,753
Charges . $250,000| x | 0214 | = $53500 | - $28379 |=| $25121 | 0.65 | $16329 |OR| $11375 $11,375 $28,379 $39,754
8 TOPS System Reimbursement Guide



Documentation Support

Documentation of a patient’s history, conservative therapies and reason for any service or procedure is the key to a
positive reimbursement scenario. When a procedure is indicated by the physician, the patient’s medical record should
clearly state the reason for the procedure, outcomes and recommended therapies to follow.

This documentation supports claim review as well as pre-authorization. Follow-up or staged procedures will depend on
the initial documentation to support medical necessity. The following general documentation guidelines are helpful with
Medicare and private payer prio-authorization and claim submissions.

Clinical notes should contain the following details:

Reason for the procedure based on physical exam

All conservative therapies previously used in the treatment of the current disease
Specific reason why this treatment is indicated for this patient

Anticipated outcomes

Recommended therapies or treatment

Operational notes might include the following:

History of patient encounters including conservative therapies
Current diagnosis or history of disease state

Details of findings on exam

Reason for procedure relevant to condition

Usual details of procedure

Explanation of technology specific to products or devices utilized
Findings and any anticipated further treatments

A letter of medical necessity (LMN) may be required for pre-authorization of any procedure or for supporting
documentation following a request for a claim review. Details of the LMN should include the items on the checklist above.

TOPS System Reimbursement Guide 9



Prior Authorization

In order to facilitate approval for a proposed procedure,
the physician may request a prior-authorization from the
patient’s private insurance carrier. Some health plans
require prior-authorization for all surgical procedures.
Requesting prior-authorization may only involve a simple
contact by the physician’s office to verify benefits and
acquire an approval number to submit with the claim.
Alternatively, prior-authorization may require that the
physician provide more substantive information about
the case.

To prepare a prior-authorization request that requires
additional information beyond basic coding, the
physician’s staff must provide technical information
about the procedure and the unique technology
involved. The treating physician must also establish the
medical necessity for the procedure, as it applies to the
specific patient.

Typically the prior-authorization process and/or appeal
process may require submitting some or all of the
following documentation:

+ Patient clinical notes, including documentation of
prior conservative care;

«  Supporting technical information in the form of the
FDA approval letter, peer-reviewed clinical literature
and other available technical resources;

«  Description of the technology and its use in this

+ patient’s case;

«  Description of medical necessity of the procedure for
the specific patient.

Stages Of The Prio-Authorization Process

Initiate Prior-Authorization

Verify benefits and submit clinical information
on device

Peer-to-Peer

|(—

Opportunity for the treating physician to discuss the
medical necessity of the case with a Medical Director
at the Health Plan

|(—

1st Level Appeal

Expeditated/Standard - Opportunity to request

a Medical Director that did not review the initial

submission. There may be one or two levels of
internal appeals

2nd Level Appeal

Expeditated/Standard - Opportunity to request
a Medical Director that did not review the initial
submission as well as the peer to peer.

External Appeal

Following appeal denial at all available internal
levels, the patient should pursue an External Appeal
with the applicable State Department of Insurance.

10
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Health Plan Denial Appeal

When a third-party health plan denies a procedure in
accordance with its medical policy guidelines, there is a
process available to appeal that decision. Insurance
carriers provide this check and balance to allow for
reconsideration of the decision per its plan provisions
and applicable state regulations. The process will vary
depending on the plan and regulatory requirements;
however, there are basic steps that can assist the provider
in appealing the initial denial.

To present an effective appeal, follow these steps:

1. Carefully review the denial reason and understand
the specific health plan’s policy

2. Write an appeal letter clearly addressing the specific
denial reasons

3. Provide supporting information including product
details and FDA approval

4. Submit the appeal on time

The following additional considerations may be helpful:
5. Ifthe health plan is self-funded (employer based),
patients can contact their Human Resources (HR)
department to assist in the patient’s appeal of the
decision. HR departments may have contacts within
the health plan that can provide helpful support
6. The patient can contact the health plan directly and
as the policy-holder with an influence on the decision
7. There are multiple steps in the appeal process,
and providers and patients may exercise these
rights according to their third party payer and state
guidelines

Writing An Appeal Letter

When appealing a denial, the first step is often composing
a letter to the health plan that initially reviewed the case.
This letter is submitted by the provider on behalf of the
patient, with the patient’s approval, and should outline
the reasons the denial should be overturned.

Detailed information regarding the denial reason should
be prepared utilizing the case specific information in the
denial, as well as the more general technology specific
information and supporting clinical literature.

First, collect all the information required to support

the appeal:

+ Denial letter

+ Health plan contracts and provider agreements

+  Applicable medical policy guidelines from the health
plan (website access is often a good resource for
general policy)

+ Literature supporting the technology

« FDA approval letter

«  Safety and effectiveness documentation

«  Peer-reviewed literature references (when available)

In drafting an appeal letter, consider the following:

+ Did the reviewer miss information about the
technology?

« Didthe reviewer overlook a case specific detail?

+  Does the health plan clearly understand the
procedure?

«  Wastheinformation provided about the case
correctly submitted?

«  Review the plan’s official policy online for more
detailed understanding of the denial reason

Be mindful of details, including:

« Patient’s name

+  Subscriber’s name

+  Policy number

+  Description of exact service denied
+ Datedenied

TOPS System Reimbursement Guide
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Supportive Literature Links

The following citations and links to published literature may be useful in demonstrating the safety and efficacy

of the TOPS System.

IDE Study Comparing TOPS to TLIF

Coric D, Nassr A, Kim Pk, Welch WC, Robbins S, DeLuca S,
Whiting D, Chahlavi A, Pirris SM, Groff MW, Chi JH, Huang JH,
Kent R, Whitmore RG, Meyer SA, Arnold PM, Patel Al, Orr RD,
Krishnaney A, Boltes P, Anekstein Y, Steinmetz MP. (2022).
“Prospective, Randomized and Controlled Multicenter
Studly of Posterior Lumbar Facet Arthroplasty for the
Treatment of Spondylolisthesis”

Journal of Neurosurgery: Spine, 2022 Sep 23;1-11.
DOI:10.3171/2022.7.spine22536

IDE Study TOPS Cohort

Pinter, Zachariah W MD; Freedman, Brett A MD; Nasst,
Ahmad MD; Sebastian, Arjun S. MD; Coric, Domagoj MD;
Welch, William C. MD; Steinmetz, Michael P. MD; Robbins,
Stephen E. MD; Ament, Jared MD; Anand, Neel MD; Arnold,
Paul MD; Baron, Eli MD; Huang, Jason MD; Whitmore,
Robert MD; Whiting, Donald MD; Tahernia, David MD;
Sandhu, Faheem MD; Chahlavi, Ali MD; Cheng, Joseph
MD; Chi, John MD; Pirris, Stephen MD; Groff, Michael MD;
Fabi, Alain MD; Meyer, Scott MD; Kushwaha, Vivek MD;
Kent, Roland MD; Deluca, Steven DO; Smorgick, Yossi MD;
Anekstein, Yoram MD; TOPS Study Group.

“A Prospective Study of Lumbar Facet Arthroplasty in

the Treatment of Degenerative Spondylolisthesis and
Stenosis: Results from the Total Posterior Spine System”
(TOPS) IDE Study. Clinical Spine Surgery: August 3, 2022
- https://doi.org/10.1016/j.spinee.2022.06.146

IDE Study Cost-Effectiveness Analysis

Ament JD, Vokshoor A, Badr Y, Lanman T, Kim KD,
Johnson JP.

“A Prospective Study of Lumbar Facet Arthroplasty in
the Treatment of Degenerative Spondylolisthesis and
Stenosis: Early Cost-effective Assessment from the Total
Posterior Spine System (TOPS™) IDE Study.”

J Health Econ Outcomes Res. 2022

- https://doi.org/10.36469/001c.33035

Case Series Study

Lack, Werner et al. (2022)

“Mobility-Maintaining Facet Arthroplasty of the Lumbar
Spine With the Second-Generation TOPS System: A Case
Series.”

Operative Neurosurgery 2022 Jul 1;23(1):14-21.
DOI:10.1227/0ns.0000000000000226

TOPS 5 Year Follow-Up

Haleem S, Ahmed A, Ganesan S, McGillion SF, Fowler JL. (2021)
“Mean 5-Year Follow-Up Results of a Facet Replacement
Device in the Treatment of Lumbar Spinal Stenosis and
Degenerative Spondylolisthesis.”

World Neurosurgery 2021 Aug;152:e645-651.
DOI:10.1016/j.wneu.2021.06.045

TOPS 7 Year Follow-Up

Anekstein Y, Floman Y, Smorgick Y, Rand N, Millgram M,
Mirovsky Y. (2015)

“Seven years follow-up for total lumbar facet joint
replacement (TOPS) in the management of lumbar spinal
stenosis and degenerative spondylolisthesis.”

European Spine Journal 2015;24(10):2306-14.

- https://doi.org/10.1007/s00586-015-3850-0

TOPS Long-Term Results

Smorgick Y, Mirovsky Y, Floman Y, Rand N, Millgram M,
Anekstein Y. (2019)

“Long-term results for total lumbar facet joint
replacement in the management of lumbar degenerative
spondylolisthesis”

J Neurosurg Spine. 2019 Oct 4;1-6.

- https://doi.org/10.3171/2019.7.spinel9150
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Sample Letters

Template #1 - Prior Authorization / Medical Necessity

The following letter is an example of the format and basic information necessary to create the
(DATE), (PAYER NAME), (PAYER ADDRESS: CITY, STATE ZIP CODE ) Prior Authorization Appeal Letter. All providers should be mindful of the inappropriate use of
template documents by physicians in place of case-specific language and description of actual
patient specific information. This letter provides one example how the letter might be formatted
to provide a clear and concise explanation of patient-specific medical necessity, description of
actual procedure, and supporting clinical data and case documentation.

RE: (PATIENT NAME), (PATIENT INSURANCE ID #), (PATIENT DOB)

To Whom It May Concern:

| am writing this letter on behalf of the above patient (PATIENT NAME). | would like to request an approval for the procedure, in-patient
hospital stay and post operative care. This patient will have a planned surgery (DATE) for the implementation of the TOPS™ System spinal
implant. | have included with my letter supporting documentation which will provide the patient’s clinical history and why the need for a
posterior facet arthroplasty.

(PATIENT NAME)is under my care at (PRACTICE /CLINIC NAME). The diagnosis of spondylolisthesis, (SELECT MODERATE OR SEVERE) spinal
stenosis, (AND NEUROGENIC CLAUDICATION) was reached based on the patient’s complaint(s) of (SYMPTOMS, DEGREE, QUALITY OF PAIN),
examination, and attached imaging (MRI/CT/X-RAY). (MRI, CT, XRAY (INCLUDE FLEXION AND EXTENSION FOR STABILITY OF SPONDYLOLISTHESIS)
REPORTS DOCUMENT THE PRESENCE, DEGREE, AND LEVEL OF THE SPONDYLOLISTHESIS AND SPINAL STENOSIS). The patient’s pain has
persisted for (DURATION) contributing to a functional impairment. This impairment limits the patient’s activities of daily living (ADD SPECIFICS,
|E., LIMIT TIME AND DISTANCE AMBULATING, LEG WEAKNESS OR NUMBNESS, INABILITY TO WALK UPRIGHT, AND/OR NEED FOR GAIT SUPPORT).

This patient has undergone conservative treatments which have not provided a resolution to (his/her) complaints. Those treatments include
(TREATMENTS & LENGTH OF TREATMENT) (EXAMPLES OF CONSERVATIVE TREATMENTS INCLUDE MODIFICATION OF ACTIVITIES, NSAIDS, ORAL
OR INJECTABLE STEROIDS, BRACES, PHYSICAL THERAPY OR OTHER TREATMENTS) and are documented in the attached notes.

Based on my evaluation, review of current options, and discussions with (Patient Name) the decision to use a facet replacement as an
alternative to fusion is appropriate. The medical community has long known that the fusion constructs lead to an increase occurrence of
adjacent segment disease. The TOPS System will preserve (PATIENT NAME) normal bio-mechanical motion which may decrease the risk
of adjacent segment degeneration. (PATIENT NAME) will have an improvement in their activities of daily living and improve their (CO-
MORBIDITIES). [DISCUSS WHY PROCEUDRE IS BEST FOR PATIENT- E.G., LIFESTYLE, UNDERLYING HEALTH CONDITIONS, ETC.]

The TOPS™ System is a spinal implant technology that has been designed to provide an alternative to a standard lumbar fusion procedure
for patients suffering from degenerative spondylolisthesis or retrolisthesis up to Grade 1 with moderate to severe lumbar spinal stenosis
and thickening of the ligamentum flavum or scaring facet joint capsule. Unlike traditional spine fusion procedures (pedicle screws,
interbody devices/cages, allograft/autograft materials) that permanently fuse the vertebral segments resulting in a loss of motion,

the TOPS System preserves normal biomechanical motion at the treated level while stabilizing the vertebral column after a thorough
decompression is performed (I.E., LAMINECTOMY, FACETECTOMY, REMOVAL OF THE SPINOUS PROCESS, AND FORAMINOTOMY) to
alleviate pain. The complete procedure, which is performed via an open posterior approach, includes a complete decompression of the
neural elements and insertion of the TOPS System.

In a prospective randomized controlled trial, the TOPS system at 24 months demonstrated superiority in overall clinical success versus spinal
fusion. After 2 years, the TOPS system performed better than spinal fusion in measures of clinical effectiveness, and in safety outcomes, the
TOPS system reported similar rates of adverse events and complications as patients treated with fusion. Lower revision rates in the TOPS
System patients were also reported after 2 years.

A Health Economics Analysis reported the TOPS System as more cost effective at 90 days post op. The analysis determined the TOPS system is
a dominant economic strategy compared to fusion at all post-op timepoints. Based on my clinical experience and professional judgment, this
procedure is warranted, medically necessary and is the most appropriate treatment for (PATIENT NAME).

This treatment affords (PATIENT NAME) the best opportunity for returning to a more active and rewarding quality of life.

The implant procedure for the TOPS System is appropriately billed using CPT code 0202T, posterior vertebral joint(s) arthroplasty, (E.G., FACET
JOINT[S] REPLACEMENT), including facetectomy, laminectomy, foraminotomy, and vertebral column fixation, injection of bone cement, when
performed, including fluoroscopy, single level lumbar spine.

Please contact me at (PHYSICIANS OFFICE)if | can provide additional information about this case.
Thank you in advance for yourimmediate attention. (PHYSICIAN NAME)

Enclosures: (CLINICAL NOTES), (IMAGING: (MRI/CT/X-RAY)), (CONSERVATIVE CARE DOCUMENTATION)

TOPS System Reimbursement Guide 13



Sample Letters

Template #2 - Denied Prior Authorization Appeal Letter

The following letter is an example of the format and basic information necessary
(DATE ) to create the Prior Authorization Appeal Letter. All providers should be mindful
of the inappropriate use of template documents by physicians in place of case-
specific language and description of actual patient specific information. This
letter provides one example how the letter might be formatted to provide a clear
and concise explanation of patient-specific medical necessity, description of
actual procedure, and supporting clinical data and case documentation.

Attention Appeals Department
(PAYER NAME), (APPEALS MAILING ADDRESS), (CITY, STATE, ZIP CODE)

Re: Request for Reconsideration of Denied Prior authorization
(PATIENT NAME), (PATIENT ID #), (INSURED DOB), (CLAIM REF #)

To Whom It May Concern,

| am writing to request a reconsideration of the denial of prior authorization for (ADD PATIENT NAME) requested by (ADD PROVIDER
NAME) on (ADD DATE). The authorization requested was for the implantation of the TOPS™ System spinal implant. (ADD PATIENT
NAME) suffers from (ADD DIAGNOSIS, SEVERITY, & DURATION), which are indicated for the TOPS System.

In the previous letter dated (ADD DATE OF PRIOR AUTHORIZATION) | detailed how the TOPS System provides the patient with stability
while maintaining range of motion at the segmental level, and thereby providing (ADD PATIENT NAME) with the opportunity to
continue (ADD ACTIVITIES OF DAILY LIVING SPECIFIC TO THE PATIENT) which will assist in managing the (ADD CO-MORBIDITIES). |
encourage you to reconsider the denial of prior authorization due to the patient’s clinical presentation, objective findings, as well as
the evidence for this technology.

The evidence leading to my professional judgement, the TOPS System is appropriate for (ADD PATIENT NAME), is contributed to by its
superiority to fusion.

Breakthrough Device Designation from the FDA

Superiority claim from the FDA

Cost-Effectiveness as demonstrated in a Health Economic Analysis

Dominant Economic Strategy at 90 days post-surgery revealed in a Health Economic Analysis
Clinical trial results demonstrating TOPS system patients have:

Lower revision rate

Lower incidence of device related AEs

Lower incidence of SAEs

Lower Opioid use after surgery

Lower long-term opioid use

AN EOG AN

Attached is a list of peer-reviewed publications documenting the above-referenced points.

I have added an overview of the relevant clinical history and current condition for (ADD PATIENT NAME).

(DISCUSS CLINICAL HISTORY INCLUDING FAILED CONSERVATIVE THERAPIES AND CURRENT MEDICAL CONDITION)
Attached are copies of (ADD PATIENT NAME) medical record and my previous letter.

My Patient, (ADD PATIENT NAME), will greatly benefit from this procedure. (INSERT HIS/HER) quality of life is being greatly impacted by
(e.g., PAIN, INSTABILITY, RANGE OF MOVEMENT LIMITATIONS). In my opinion, the TOPS System spinal implant is the most appropriate
option. | request that you grant coverage for this procedure.

If you should have any further questions, please do not hesitate to contact me. (ADD TELEPHONE NUMBER)

Sincerely,
(PHYSICIAN NAME), (PRACTICE NAME)

Enclosures:
(PATIENT MEDICAL RECORD), (PRIOR AUTHORIZATION LETTER), (PEER REVIEWED PUBLICATIONS)
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Sample Letters

Template #3: - Special Report & Crosswalk For Physician Services

The following letter is an example of the format and basic information necessary
(DATE ) to create the “special report” and “crosswalk” code reference for a Category Il
CPT code. All providers should be mindful of the inappropriate use of template
documents by physicians in place of case-specific language and description

Claims Submission Department . )
of actual procedures performed. This letter provides one example how the
(HEALTH PLAN NAME) (ADDRESS/PO BOX, (CITY, STATE, ZIP) submission might be formatted to provide a clear and concise explanation of the

(PATIENT NAME) (INSURANCE ID#) (INSURED DOB) (GROUP NUMBER  actual procedure performed and the detail necessary to depict the procedure
resources regarding the patient-specific medical necessity of the procedure as
supported with clinical data and case documentation.

Temporary Code Special Report Primary CPT code: 0202T
Primary DX codes:
(M43.16, M48.061, M48.062)

Dear Claims Review Manager:

This letter serves as a claim submission special report for (PATIENT NAME) that provides clinical information on this patient’s condition
and is also a formal request for reimbursement by (NAME OF INSURANCE CARRIER) for health care services, which were authorized on
(DATE OF PRIOR AUTHORIZATION APPROVAL) by (NAME OF PERSON WHO APPROVED PROCEDURE).

(PATIENT NAME) s a (AGE AND GENDER) who presented to me with (INSERT DIAGNOSIS, SEVERITY, & DURATION). (HE/SHE) has
experienced (ADD SYMPTOMS) because of this condition and has a history of failed conservative therapies including (INSERT FAILED
CONERVATIVE CARE).

(PATIENT NAME) has elected not to undergo a fusion of their lumbar spine in order to preserve their normal bio-mechanical motion
which may decrease the risk of adjacent segment degeneration. [Physician to insert information why this procedure is best for the
patient citing their lifestyle, underlying health conditions, or other rationale.]

Technology Description
The TOPS™ System is a motion-preserving spinal implant that is inserted into the lumbar vertebral joint and affixed to the spine via
pedicle screws. The TOPS™ System is intended to stabilize the spine following a lumbar decompression without rigid fixation.

The TOPS™ System is a spinal implant technology that has been designed to provide an alternative to a standard lumbar fusion
procedure for patients between the ages of 35 and 80 suffering from degenerative spondylolisthesis or retrolisthesis up to Grade 1

with moderate to severe lumbar spinal stenosis and thickening of the ligamentum flavum or scaring facet joint capsule at one level
from L2 to L5. Unlike traditional spine fusion procedures (pedicle screws, interbody devices/cages, allograft/autograft materials) that
permanently fuse the vertebral segments resulting in a loss of motion, the TOPS System preserves normal biomechanical motion at
the treated level while stabilizing the vertebral column after a thorough decompression is performed (ie., laminectomy, facetectomy,
removal of the spinous process, and foraminotomy) to alleviate pain. The TOPS System is the only facet arthroplasty device to undergo
a rigorous prospective, randomized controlled IDE clinical trial and has been approved by FDA as superior to fusion. Furthermore, the
TOPS System was granted CE mark on August 22, 2012 and has been completely marketed since that time in several European Union
countries and Australia.

The TOPS System consists of the following components:
1) TOPS Motion Implant
2) Four (4) Pedicle Screws

Procedure Description

The complete procedure, which is performed via an open posterior approach with a full lateral exposure to the transverse processes and
includes a complete decompression of the neural elements and insertion of the TOPS System, closely approximates that of an osteotomy
and posterior instrumentation in terms of time, mental effort and judgment, technical skill, physical effort and stress, and complexity.

TOPS System Reimbursement Guide 15
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Decompression

The decompression involves a complete laminectomy, inclusive of spinous process, partial removal of the spinous processes and/
or lamina above and below the treated level, complete bilateral facetectomy and bilateral foraminotomy. The TOPS System requires
specific steps be followed using the proprietary instrumentation to ensure proper placement.

Pedicle Preparation And Screw Insertion

A Pedicle Awl is used to establish the desired entry location on the pedicle and under fluoroscopy or direct navigation a pedicle probe
is then advanced through the pedicle into the vertebral body creating a pilot hole. During this step, the Pendulum should be affixed
to the shaft of the Pedicle Probe to ensure the proper medial-lateral angle is achieved. An appropriately sized TAP is then inserted
into the pilot hole under fluoroscopy or direct navigation. The Pendulum is again affixed to the Tap during this step to confirm

proper trajectory. The appropriately sized pedicle screw is then selected and loaded into the Pedicle Screwdriver and inserted under
fluoroscopy or direct navigation into the prepared pilot hole, again with Pendulum to confirm proper trajectory. The above steps are
repeated for the remaining 3 pedicles with extra care to ensure that there is good symmetry among all 4 pedicle screws with equal
interpedicular distances on the left and right as confirmed on both lateral and AP views.

Tops Templating And Implant Sizing With Alignment Gauge

The Gauge Handle of the Alignment Gauge is placed into the inferior pedicle screws with proper caudal/cranial orientation (up/down)
and centered in relation to the superior spinous process. If Gauge Handle does not seat easily into both inferior screws or abuts either the
inferior or superior spinous process, Gauge Handle is removed and the bony elements or soft tissues that block placement are further
resected. Set screws are then placed into both inferior pedicle screws and tightened to lock the rods of the Gauge Handle. Sufficient rod
overhang lateral to each pedicle screw head (min. 2 mm) should be confirmed. Superior Crossbars (Left and Right) are then placed into
the superior pedicle screws ensuring that both the rod and the ball joint heel are properly seated and then secured with set screws. A
collar on each Superior Crossbar is slid down into numbered IPD slots on the Gauge Handle that correspond to TOPS Implant sizing. If left
and right IPD slots do not match, all four set screws are loosened and the Alignment Gauge is adjusted in caudal/cranial directions until
left and right IPD slots match. Markings on the Superior Crossbars are examined to ensure the dorsal height of all four pedicle screws are
properly aligned and are on the same plane. If not aligned the Superior Crossbar of the “proud” screw is removed in order to advance the
pedicle screw as necessary after which the Superior Crossbar is re-inserted and dorsal height is again confirmed.

Tops Motion Implant Preparation And Insertion

The appropriately sized TOPS Implant is selected and placed into the TOPS Loading Base noting the proper caudal/cranial orientation
(up/down). The TOPS Inserter is appropriately aligned with the TOPS implant and is affixed to the TOPS Implant by pressing down

on the TOPS Inserter knob and turning clockwise until locked. A syringe with sterile saline is attached to the luer of the needle in the
TOPS Implant and 1.7 cc is injected into the TOPS Implant. The syringe and needle are removed and the plunger on the TOPS Inserter is
pushed forward to seal the TOPS Implant. While still affixed to the TOPS Inserter the TOPS Implant is placed into all four pedicle screw
heads noting the proper caudal/cranial orientation (up/down) and secured with set screws. After confirmation that the TOPS implant is
centered in relation to the superior spinous process and that there is sufficient rod overhang, each set screw undergoes final tightening
with a Counter Torque and Screwdriver with Torque Limiter. After final tightening, the TOPS Inserter is disconnected from the TOPS
Implant. Prior to closing the incision, a Penrose or Jackson Pratt style drain is placed and the wound is irrigated and closed using
standard surgical techniques.

Valuation & Crosswalk Code Reference

The implant procedure for the TOPS System is appropriately billed using CPT code 0202T, posterior vertebral joint(s) arthroplasty,
(eg, facet joint[s] replacement), including facetectomy, laminectomy, foraminotomy, and vertebral column fixation, injection of bone
cement, when performed, including fluoroscopy, single level lumbar spine.

As this is a Category Il CPT code, no Relative Value Units (RVUs) have been assigned to this procedure. To assist you in understanding
the resources and complexity to perform this complete procedure, for payment purposes, | am providing you with analogous
procedures which have an established payment rate.

Based on my clinical experience and professional judgment, | believe the time and intensity to complete the entire TOPS implant
procedure, including pre-planning, intraoperative visualization, surgical decompression of the neural elements, and appropriate
device sizing and implantation is closely approached by an osteotomy and posterior instrumentation procedures. The CPT codes used
to report this combination of comparator procedures along with the RVUs are the following:

16
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CPT Description Work Total
Code RVU? Facility

RVU?

22214 Osteotomy of spine, posterior or posterolateral approach, 1 vertebral segment 21.02 45.48

Posterior non-segmental instrumentation (eg, Harrington rod technique, pedicle fixation 12.52 22.55

22840 across 1 interspace atlantoaxial transarticular screw fixation, sublaminar wiring at C1,
facet screw fixation)(List separately in addition to code for primary procedure)

As | charge [SXXXX.XX] for these combined procedures, | will be submitting a charge of [SXXXX.XX] for the TOPS Implant procedure
relative to the similarity in time, mental effort, judgement, technical skill, physical effort, stress, resources, and other expenses
required to perform the procedure. | am requesting that my payment for this procedure be in agreement with the osteotomy and

instrumentation codes procedures, which is (SXXXX.XX).

Should you have further questions or concerns, please do not hesitate to call me at (INSERT PHYSICIAN TELEPHONE NUMBER).

Thank you for your immediate attention.

Sincerely,
(PHYSICAN NAME)
(PRACTICE NAME)

Enclosures

(PROCEDURE APPROVAL LETTER)

(PRIOR AUTHORIZATION/LETTER OF MEDICAL NECESSITY)
(FDA APPROVAL LETTER)

(OPERATIVE REPORT)

(LIST OF PEER REVIEWED PUBLICATIONS)

TOPS System Reimbursement Guide
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Sample Letters

Template #4 - Post Claim Appeal (Denial of Payment)

The following letter is an example of the format and basic information necessary to
(DATE) create the “Post Claim Appeal for Denial” for a Category Ill CPT code. All providers
Attention Claims Department should be mindful of the inappropriate use of template documents by physicians in

(PAYER NAME), (CLAIMS MAILING ADDRESS), (CITY, STATE, ZIP CODE) place of case-specific language and description of actual procedures performed. This

letter provides one example how the letter might be formatted to provide a clear and
concise explanation of the procedure performed and the detail necessary to depict the
Re: Reconsideration of Claim Denial procedure resources regarding the patient-specific medical necessity of the procedure

(PATIENT NAME), (PATIENT ID #), (INSURED DOB), (CLAIM REF #) as supported with clinical data and case documentation.

To Whom It May Concern:

I am writing to you regarding a claim denial for my patient (ADD PATIENT NAME) which was submitted to your Insurance company on
(ADD DATE)for (ADD DATE OF SERVICE). It is my understanding based on your letter of denial dated (ADD DATE) that this procedure has
been denied because: (QUOTE THE SPECIFIC REASON FOR THE DENIAL STATED IN THE DENIAL LETTER)

My patient (ADD PATIENT NAME) was diagnosed with (ADD DX CODE(s)) on (ADD DATE). The above patient will significantly benefit from
this procedure. We believe that your insurance company may not have received all the necessary information at the time the claim was
submitted and reviewed. Included with this letter are:

(A) LETTER OF MEDICAL NECESSITY

(B) DOCUMENTS AS TO WHY THE PROCEDURE IS NECESSARY.

(C) MEDICAL RECORDS

(D) OPERATIVE REPORT

(E) FDAAPPROVAL LETTER

(F) EXPLANATION OF BENEFITS DATED (DATE)

(G) LIST OF PEER-REVIEWED PUBLICATIONS

My patient (ADD PATIENT NAME) elected not to undergo a fusion for their lumbar spine in order to preserve their normal bio-mechanical
motion which may decrease the risk of adjacent segment degeneration. The TOPS™ System is a spinal implant technology that has been
designed to provide an alternative to a standard lumbar fusion procedure for patients suffering from degenerative spondylolisthesis

or retrolisthesis up to Grade 1 with moderate to severe lumbar spinal stenosis and thickening of the ligamentum flavum or scaring

facet joint capsule. Unlike traditional spine fusion procedures (pedicle screws, interbody devices/cages, allograft/autograft materials)
that permanently fuse the vertebral segments resulting in a loss of motion, the TOPS System preserves normal biomechanical motion
and stabilizes the segment to alleviate pain. The TOPS System is the only facet arthroplasty device to undergo a rigorous prospective,
randomized controlled IDE clinical trial and has been approved by FDA. Furthermore, the TOPS System was granted CE mark on August
22,2012 and has been completely marketed since that time in several European Union countries and Australia.

The TOPS System has greatly improved the patient’s symptoms, physical and emotional state. This procedure also provided a more
cost-effective alternative. A health economics analysis reported the TOPS System as more cost effective at 90 days post op. The analysis
determined the TOPS system is a dominant economic strategy compared to fusion at all post-op timepoints.

Based on my clinical experience and professional judgment, | believe the time and intensity to complete the entire TOPS implant
procedure, including pre-planning, intraoperative visualization, surgical decompression of the neural elements, and appropriate device
sizing and implantation is closely approached by an osteotomy and posterior instrumentation procedures.

Our office spoke to (ADD INSURANCE REPRESENTATIVE NAME) on (ADD DATE) and received an authorization for this procedure. The
authorization number is (ADD AUTHORIZATION NUMBER). Please thoroughly review the provided documentation and reconsider the
previous adverse decision which denied (ADD PROCEDURE CODE). Should there be additional documentation you require to help in
making a positive decision, please don’t hesitate to contact me at (ADD PHYSICAN’S PHONE NUMBER). Thank you for your attention in
this matter. Your prompt consideration to this appeal is appreciated.

Respectfully yours,
(PHYSICIAN’S NAME)

Enclosures: (PATIENT MEDICAL RECORD), (PRIOR AUTHORIZATION LETTER), (PEER REVIEWED PUBLICATIONS)
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Template #5 - Post Claim Appeal (Low Payment))

The following letter is an example of the format and basic information necessary

(DATE) to create the “Post Claim Appeal for Low Payment” for a Category Il CPT code. All
providers should be mindful of the inappropriate use of template documents by
Attention Claims D epartment (PAYER NAME) physicians in place of case-specific language and description of actual procedures
’ performed. This letter provides one example how the letter might be formatted to
(CLAIMS MAILING ADDRESS: CITY, STATE, ZIP CODE) provide a clear and concise explanation of the procedure performed and the detail
RE: Reconsideration of low payment on claim necessary to depict the procedure resources regarding the patient-specific medical
(PATIENT NAME), (PATIENT ID #), (INSURED DOB), (CLAIM REF #) necessity of the procedure as supported with clinical data and case documentation.

To Whom It May Concern:

| am writing to you regarding a claim dated (ADD DATE) for my patient (ADD PATIENT NAME). Our office submitted the claim on (ADD
DATE). Our office has received payment on this claim, however we feel the reimbursement was low and we would like your team to
reconsider the requested payment amount.

My patient (ADD PATIENT NAME) elected not to undergo a fusion for their lumbar spine in order to preserve their normal bio-mechanical
motion which may decrease the risk of adjacent segment degeneration. The TOPS™ System is a spinal implant technology that has been
designed to provide an alternative to a standard lumbar fusion procedure for patients suffering from degenerative spondylolisthesis

or retrolisthesis up to Grade 1 with moderate to severe lumbar spinal stenosis and thickening of the ligamentum flavum or scaring

facet joint capsule. Unlike traditional spine fusion procedures (pedicle screws, interbody devices/cages, allograft/autograft materials)
that permanently fuse the vertebral segments resulting in a loss of motion, the TOPS System preserves normal biomechanical motion
and stabilizes the segment to alleviate pain. The TOPS System is the only facet arthroplasty device to undergo a rigorous prospective,
randomized controlled IDE clinical trial and has been approved by FDA. Furthermore, the TOPS System was granted CE mark on August
22,2012 and has been completely marketed since that time in several European Union countries and Australia.

The TOPS System has greatly improved the patient’s symptoms, physical and emotional state. This procedure also provided a more
cost-effective alternative. A health economics analysis reported the TOPS System as more cost effective at 90 days post op. The
analysis determined the TOPS system is a dominant economic strategy compared to fusion at all post-op timepoints.

Based on my clinical experience and professional judgment, | believe the time and intensity to complete the entire TOPS implant
procedure, including pre-planning, intraoperative visualization, surgical decompression of the neural elements, and appropriate
device sizing and implantation is closely approached by an osteotomy and posterior instrumentation procedures.

We believe that your insurance company may not have received all the necessary information at the time the claim was submitted and
reviewed. Included with this letter are the following:

(A) OPERATIVE REPORT

(B) MEDICAL RECORDS

(C) DOCUMENTS TO SHOW WHY THE TOPS PROCEDURE WAS DONE

(D) LETTER OF MEDICAL NECESSITY

(E) FDAAPPROVAL LETTER

(F) EXPLANATION OF BENEFITS DATED (DATE)

We are asking that you thoroughly review the provided documentation and reconsider additional payment on this claim.

The requested reimbursement for the TOPS System is comparable to an osteotomy and posterior instrumentation procedures.
Should there be additional documentation needed please don’t hesitate to contact me (ADD PHYSICIAN’S NAME).

Thank you for your attention to this matter. Your prompt consideration of this appeal is appreciated.

Respectfully yours, (PHYSICIAN’S NAME), (PHYSICIAN'S PHONE NUMBER)

Enclosures:
(PATIENT MEDICAL RECORD), (PRIOR AUTHORIZATION LETTER), (PEER REVIEWED PUBLICATIONS)
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