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Earl’s Story

81 y/o male presented 7/1/08 with decreasing
ability to walk due to sensation of heaviness and
pain from the hamstrings to the ankles.

Can only walk 30-40 yards before having to stop

Could mow the entire lawn last year in one
session, now it takes him 3 days

Minimal back pain
No pain at rest
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Treatment Timeline

8/1/08 Lumbar ESI 100% pain relief
for until June 2009

9/2009 L4/5 TESI X2 50% pain relief
until January 2010

Patient told to seek surgical opinions
L2-L5 Fusion, L3-L5 Fusion.

Summer 2011 injections stop working.

Now Takes 3 days to mow the lawn...

Current LSS Therapeutic Algorithm
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Revolution in Interventional Pain Management

Imagine a spine procedure that...
Therapeutically treats the underlying cause of LSS.

Is performed primarily by the Interventional Pain Physician.

Is safe by design since the most invasive part of the procedure is the
epidurogram.

Provides long term relief of neurogenic claudication symptoms.

Has an extremely low complication rate and can be performed in ASC.

f J l/d Percutaneous Decompression Laminotomy

FDA cleared *  No general anesthesia required

Treats Lumbar Spinal Stenosis (LSS) *  No stitches required
caused by neurogenic claudication *  Noimplants left behind

Outpatient procedure *  Approx. 10,000 patients treated in
Fluoroscopically-guided over 45 states

Complications & Biomechanical Change

Low Complication Rate & High Complications Rate
Extremely Low &
Biomechanical Change Biomechanical Change

*Physical Therapy

*Epidural Steroid Injections *Laminectomy
*Transcutaneous Electrical *Interspinous Spacers
*Back Brace *Fusion

*Radio Frequency

*Neuromodulation

Opportunity

1.2M* LSS patients diagnosed & in active
treatment.’

Painful, degenerative, age-related narrowing of the
lumbar spinal canal.

Patients are limited due to pain & immobility.
Limited therapeutic options, short of open surgery.
No existing surgical procedures to treat neurogenic
claudication in the outpatient setting except mild.

94% of LSS patients have neurogenic claudication.?
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Identifying Neurogenic Claudication

Clinical Presentation

* Uni or bilateral lower
extremity pain post walking
short distance or standing

* Relieved by short rest and
forward flexion (reduces
ligament compression)

LSS Causes

compression / ischemia®?

Neurogenic Claudication
(NC) = Thecal sac \ }?;‘2‘9

Radicular Pain (RP) =
Nerve root inflammation?

Facet
Hypertrophy

Thickened \
Ligament Flavum

Different pathophysiological causes® require different treatments
* Epidural Steroid Injections treat inflammation...NOT ischemia.
* Decompression is required to treat thecal sac compression/ischemia.

mild Treats LSS Through a 5.1mm Portal

“Removing a Kink in a Drinking Straw”

After the Percutaneous Decompression
Laminotomy, space is restored:

*  Reducing pressure in the spinal canal
*  Reducing pain & numbness

+  Restoring mobility

mild tools remove
excess ligament




mild Device Kit
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Year 1

Robust Clinical Research

8 Clinical Trials

7 Studies Completed

331 Patients

«Initial IRB 10 Series

« Safety Series

« MIDAS |

* MIDAS Il

« Surgery Intolerant

« mild® vs. ESI

« Single-Site Series

1 Study Enrolling
100 Patients
*MIDAS ECO

431 Total Patients

No Major Complications Reported?
-No re-hospitalization < 30 days

-No dural tear

-No blood transfusion

8 Published Peer-Reviewed
Journal Articles
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* Pain Practice Journal- A boubi omized, Prospec
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+ Journal of Neurosurgical Review- wiimally nv
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* Pain Practice Journal- Long-Term Res of Percutaneous Lumbar
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« Pain Physician Journal- Re
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Journal - e
n Method: The mild® Procedure

Proven Efficacy
MIiDAS I Clinical Trial

Reduced Pain

VAS Over Time (Responders?)
Visual Analog Scale (VAS) 1-10

4 point
Mean
Improvement

s
s
H

Baseline

Clinically Relevant

+79% of all Year 1 Patients were Re
+ Mean Pain - 53% Reduction
statistically Significant

published approximate MCID for the ODI
mean 0D improvementof 16, points

(respond

Improved Mobility

ODI Over Time (Responders?)
\ Oswestry Disability Index (ODI)
Severey 50

United 29.0

16.6 Point
Mean
Improvement®

Mean ODI Score

Baseline

Clinically Relevant

+ Mean Mobility - 34% Increase
Statistically Significant

* p<0.0001, t-test

nyscal Thrapy February 2001 vol. 8

mild vs. Open Surgery

Percutaneous Traditional
Decompression Laminotomy vs. Decompression Surgery

MAC/Light

5.1 mm (No stretching)

Incision Length
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mild vs. Open Surgery

Percutaneous

Decompression Laminotomy  vs.

Fluoroscopic guidance

Visualization

Fluoroscopic visualization
provides depth to accurately
view location of the of dura.

Working Area -

in Relation to

the Dura

Traditional Decompression

Surgery
Direct posterior

No direct visualization of dura
until tissue/bone has been
removed.

mild vs. Open Surgery

Percutaneous
Decompression Laminotomy

Minimal removal to achieved
improved flow only.

Bone & Tissue
Removal

Adhesive bandage

Incision Closure

Traditional Decompression

Surgery
No feedback mechanism to
identify adequate bone/tissue
removal.

mild vs. Open Surgery

Percutaneous

Decompression Laminotomy  vs.

Hospital Stay Less than 24 hours!

Complication Rate = <0.03% Commercial?
— Dural Tear / Blood Loss (10,000 cases in 45* states)
Requiring Transfusion = Zero all clinical trials®

Responder Rate 70-80%3

urgicalvs. Nonsurgical Ther

Traditional
Decompression Surgery

Days?*

23.5%°
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Greater Cost Savings & Lower Utilization of
Health Care Resources

Percutaneous Traditional
Decompression Laminotomy vs.  Decompression Surgery

Hospital Stay Less than 24 hours

MAC/Light

$3,536"

Lack of overnight hospital stay & no general anesthesia
equates to much lower hospital charges.

Cost savings= $20,188 or 85.1%

nplications, & Charge .d With Surgery for Lumbar Spinal Stenosis in Older Adults. JAMA,

Current Status of Medicare Coverage & Payment

AMA CPT® Category Il code 0275T

Percutaneous laminotomy/laminectomy (interlaminar approach) for decompression of neural
elements, (with or without ligamentous resection, discectomy, facetectomy and/or
foraminotomy), any method, under indirect image guidance (e.g., fluoroscopic, CT), with or
without the use of an endoscope, single or multiple levels, unilateral or bilateral; lumbar.

Current coverage is dependent on local Medicare Administrative
Contractors (MAC) decision. Some are covering the procedure and some
are not.

The code is not currently approved for Medicare reimbursement in the ASC
Facility payment maps to APC 0208, which averages $3,536

Physician payment: The clinical work associated with mild would be most
clinically-similar to that of CPT code 63030, which had a national average
payment of $962 in 2011

mild has been performed in ASC for cash pay patients

t is Next for Coverage & Payment?

Coverage in all MAC Jurisdictions

Code modification to allow for modifiers

— Category Ill code changes are announced every July and January and
implemented 6 months later

Request for an ASC ready code
— Would be the first ASC ready laminotomy procedure

— Time to achieve an ASC ready code is variable
Category |

— Earliest approval would be in 2013 with implementation in 2014 based
on CPT cycle

Widespread commercial insurance coverage
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How Long Does It Take to Get From Category IlI
to Category I?

Cat l Release to Cat |
Effective

ears)

as
3

25

Time May Vary Dramatically. Median of Sample = 3.5 Years From Category Ill Code Release
to Category | Effective

Therapeutically Treat LSS in the ASC
mild perfect fit for ASC

Favorable safety profile & low complication rates

High efficacy & patient satisfaction

Lower utilization of health care resources

Outpatient procedure with no general anesthesia
ASC Market Opportunity

¢ LSS patients:

— Elderly population with multiple co-morbidities
— High users of healthcare

Patient satisfaction generates repeat customers and positive
referrals to the ASC.

Only decompression procedure on the horizon to treat LSS
that has potential to be performed in ASC.

Success

10/2011 L3/4 and L4/5 Mild procedure
Complete relief of pain, leg fatigue
Regular 2-3 mile walks

Back to mowing the lawn




Earl
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Mark H. Coleman, MD

* National Spine and Pain Centers
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