Plaque Excision in Limb Salvage

Beyond the SilverHawk in Treating
Critical Limb Ischemia

Roger Gammon, MD
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Plaque excision samples
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The TALON Registry

Purpose:

Web-based™* outcomes tracking system designed to
evaluate acute and long term outcomes of patients

treated with the SilverHawk In the lower extremity
peripheral vasculature

Correlate patient outcomes, histology findings and
genomic profiles

Endpoints:
6 and 12 month TLR

Reqistry population
Consecutive SilverHawk patients; lower extremity
peripheral vasculature

*Managed by Outcome Sciences -
. Austin Y& Heart
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TALON

Baseline Clinical Characteristics
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(N=728)
Age (average): 70 £ 11 years
Male: (97.2%)
DM%: (50.2%)
Claudication history: (96.5%)
Prior MIl, CABG, PCI: (54.9%)
Prior peripheral intervention: (62.0%)
History of Smoking: (65.9%)
History of Hypertension: (85.3%)
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Baseline Clinical Characteristics|: tat o N

Rutherford Becker (of SH treated limb):

N Zo
0 27 3.0%
1 77 8.6%
2 176 19.6%
3 342 38.1%
4 151 16.8%
3) 115 12.8%
6 9 1.0%

Average ABI':  0.71 (pre) — 0.86 (post)

TN=427- only patients with pre and post values included
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12 Month Outcomes Data

Total Patients: 335

Limbs: 420
Lesions: 658
Total Procedures: 427
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12-month Freedom From Target

Lesion Revascularization
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12-month Freedom From TLR —

Single Lesions
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Cardiovascular Institute of the
South (CIS)

Total Patients with 12-month CT angio follow-up: 89

Number of Lesions Treated’: 102
TASCR f‘ or N Iac|nne 7189/0

17 \\JN\J LJ, L7 T\ OUIIVITV

Rutherford-Becker 5 or 6: 86.1%
Average Lesion Length: 17.6 cm
Target Lesion Revascularization (TLR) Rate: 13.4%

Angiographic Primary Patency Rate?:
80%

1. SFA-Popliteal accounted for 88.1% of lesions treated
2. Using CT Angiography

Source: Allie, David. “CIS 12-Month Overall Experience.” Presented at New Advances in Critical Limb Ischemia meeting. Chicago, IL,
Moy 21,2005 Austin Heart




Procedural and Clinical Outcomes with Catheter-based
Plaque Excision in Critical Limb Ischemia
David Kandzari, et. al.

Journal of Endovascular Therapy, February 2006
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Multi-center CLI Study

PURPOSE:

To examine the safety and efficacy associated with plaque excision
(PE) in patients with CLI undergoing percutaneous revascularization

METHOD:

SilverHawk was performed in 69 patients (76 limbs, 159 lesions)
with RB=5 and clinical outcomes were prospectively followed for 6
months at 7 institutions.

Primary endpoint was major adverse events at 30 days (death, MI,
unplanned amputation, repeat TVR).

Visible healing of ulcerated tissue, device success (<50% final
residual diameter stenosis), avoidance of amputation, and
performance of less extensive amputation than initially planned were
also assessed.

David Kandzari, et. al. "Procedural and Clinical Outcomes with Catheter-Based Plaque Excision In Critical Limb Ischemia™. Journal of Endovascular

Therapy (JEVT), February 2006. -
Austin Y& Heart




Multi-center CLI Study

RESULTS:

TLR = 4% and no unplanned amputations.

X ve am lon W rm
in 92% of patients at 30 days and 82% at 6 months

Procedural success = 99%

Major adverse events occurred in 1% of patients at 30 days and
23% at 6 months

CONCLUSIONS:

PE is a safe and effective method for patients with CLI

David Kandzari, et. al. "Procedural and Clinical Outcomes with Catheter-Based Plaque Excision In Critical Limb Ischemia™. Journal of Endovascular

Therapy (JEVT), February 2006. -
Austin Y& Heart




SilverHawk Limb Salvage Data

Gammon’ Motarjame? Turley?®

Patients 57 71 115

Limbs 57 383 134
Lesions 157 411

Limb 93% 91% 92%
Salvage®

*Defined as freedom from amputation, or lesser part amputation than planned

1. Roger Gammon, MD, Austin Heart Hospital. “Long Term Lesion Patency And Freedom From Limb Amputation: A Unique Treatment
Option For Critically Ischemic Lower Limbs.” Presentation at TCT 2005.

2. Amir Motarjame, MD, Midwest Vascular Institutue. Presented to FoxHollow employees, August 26, 2005, Redwood City, CA.

3. Brian Turley, MD, Vascular & Interventional Specialists, Conroe Regional Medical Center. Presented to% iciangat Texa i rhaH
Summit, November 12, 2005, Dallas, TX. sl_l,h’;-",sl_‘,l | i eart




SitverHawk Pl C v cision in

Diabetes
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ILIAC STENTING Restenosis is substantially
Increased In diabetics

18
Months

Leville et al., J Vasc Surg 2006 43, 32

*retrospective study of 89 consecutive patients with symptomatic iliac occlusions (TASC-B,C,D), at Cleveland Cliﬁﬁgu Stm * Heart

** patency measured by Doppler, AB| decrease of >0.15, loss of palpable pulses




ATK ANGIOPLASTY: Restenosis is substantially
Increased In diabetics

Survival Functions

21 Without diabetes

2 With diabates

o 1\ / el Q OANA DQ A4N
Ul J VasU ETTUUVasU SUlTyely ZuUs 20, 41U

* Prospective study of 116 lesions treated with PTA or subintimal angioplasty, in Haukeland University Hospital, AUStm * Heart

Norway




ATK Nitinol Stenting: Restenosis is substantially
Increased In diabetics — lesions > 10cm
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SilverHawk (TALON)
Diabetics vs Non-Diabetics
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N, Events (%) Time (Months)

Non-Diabetic : 408, 0 (100) 352, 5 (99) 310, 14 (96) 237, 37 (88) 177, 49 (83) 158, 53 (81) 100, 60 (77)
Diabetic: 362, 0 (100) 281, 2 (99) 249, 12 (96) 50 D (09 163, 36 (85) 134, 45 (80) 79, 46 (79)
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N, Events (%)
Non-Diabetic: 114, 0 (100) 100, 1 (99)
Diabetic: 81, 0 (100) 71, 0 (100)

4 6 8
Time (Months)

84, 6 (94) 61, 14 (84) 45,17 (79)
56, 6 (91) 46, 8 (88) 7

10 12

41,19 (75) 28, 22 (70)
a1 17 20, 14 (75)
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Non-Diabetic: 68, 0 (100) 55, 1 (98) 42, 6 (89) 27, 8 (83) o5 ({74 2 74 8, 11 (74)
Diabetic: 198, 0 (100) 146, 7 (96) 126, 17 (89) 105, 24 (84) 87, 28 (81) 70 D77 47, 33 (75)
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Atherectomy PTA/Stent

Diabetic Plaque Removed from Vessel Wall Diabetic Placue Invaginates into Vessel Wall
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Analysis of Plaque Gene Expression

\

Patient Plaque Microarray
EXxcision Analysis

Rosetta Inpharmatics
40K gene system (Affymetrix/Agilent)
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FHT/Merck Plague Analysis Is
Identifying Genes Differentially
Expressed in Diabetic Plaque
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Gene expression in diabetic plaque
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Clinical Trial Evidence Supports
Optimal Debulking
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CLINICAL NEED
* Optimal Plague Removal
Lower Restenosis

* Precision and Guidance
Cut Direction

Cut Depth Estimation

TECHNOLOGICAL SOLUTION

* Integrated Optical Coherence
Imaging

TEAM EXECUTION

* OUS Peripheral Feasibility
September, 2006

(< 1 year Concept to Clinical Use)
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Device OD Reflection
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Branch Arteries

Normal Vessel Wall
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Plaque Cut Start Device OD
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Foeal Plaque Intimal Hyperplasia

Layer Separation Adventitia
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Adventitia Media Adventitia

Plaque Calcium Adventitia
Adventitia

Plaque
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: e Calcium Pockets
22 Possible.lipid pools 27
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Current Trials

NightHawk IDE Trial
PROOF

STEP-UP & BTK Trial
PATENT-SFA
Merck Collaboration Trials
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Fiber encapsulated &
and protected in UV-
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1.5 mm

Beat Frequency

Intensity

. / 5.5 MHz Test Signal
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Saline eddies
Vessel Walliz: & _

Austin Y& Heart



