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SAPPHIRE Worldwide
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SAPPHIRE WW: Study Design

— Symptomatic with 250% stenosis by ultrasound or angiogram

— Asymptomatic with 280% stenosis by ultrasound or angiogram

— Vessel diameter 4 - 9 mm at target lesion

— Vessel distal to target lesion 3 - 7.5 mm for placement of
ANGIOGUARD®
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Study Endpoints
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SAPPHIRE
Randomized

CASES-PMS

SAPPHIRE WW

Study Timelines

=

73 Sites

N =1,492

216 Sites Con

N =2,001 Enr¢

2000 2001 2002 2003 2004 2005 2006 2007 2008 2009

>

. Number of participating sites and CAS patients studied continue to grow

3 2
— A

| .

b o
y ] e
{

A

-

/

9

CARDIOVASCULAR RESEARCH
FOUNDATIO N



YEARS OF
INNOVATION

TIcITIBEIEIC)

TOP ENROLLERS

Chris Metzger, MD:
Maurice Solis, MD:
Majdi Aschi, MD:
Rajesh Shah, MD:
Tift Mann, MD:

Kingsport, TN
Macon, GA
Jacksonville, FLA
Norfolk, VA
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HEH=C®  Baseline Demographics
LLLTNE — ]
ra i PHIRE, o CASES-PMS  SAPPHIRE WW
N=167 N = 1,492 N = 2,001
Age (years) 72.5+8.3 73.4+£9.5 72.2+9.75
Age > 80 years 19.3% 25.9% 26.0%
Male 66.9% 62.7% 62.0%
Symptomatic 29.9% 21.8% 27.7%
(Groatinie = 2. amaidl) 6.0% 6.5% 5.0%
History of Hypertension 85.5% 90.3% 81.9%
Diabetes Mellitus 25.3% 35.4% 33.3%
History of M 29.7% 35.6% 20.8%
Prior PCI 34.8% 36.9% 19.3%
History of Cardiac Arrhythmia 15.9% 26.5% 15.5%
Previous PTA (carotid) 1.2% 3.5% 3.3%
Prior CEA 28.3% 29.9% 26.2%
History of TIA 31.1% 27.4% 21.6%
~History of Stroke 27.1% 26.3% 21.0%

CARDIOVASCULAR RESEARCH
FOUNDATIO N

‘Gl




A
WBu=0os Major Adverse Events at 30 Days:
SAPPHIRE vs. CASES vs. SAPPHIRE WW

10 7 m SAPPHIRE Randomized CAS (n=167)
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N@NO@% Stroke at 30 Days: B

SAPPHIRE WW - All Patients

10 -
B SAPPHIRE WW (n=2,001)
8 -
b Contralateral strokes were minimal compared
'qc',' 6 to what has been previously reported
E demonstrating an improvement in technique
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GE@=cos g Major Adverse Events at 30 Days: a
Anatomic Risk vs. Physiologic Risk

10 71 m Anatomic Risk (n=716)
Physiological Risk (n=918)
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All Patients vs. Patients with Anatomic Risk

Stroke at 30 Days:

LLLE ——— ]
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Anatomic Risk SAPPHIRE CEA vs. SAPPHIRE WW
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BEw=0coe Major Adverse Events at 30 Days:
Anatomic Risk Variables

10 7 m All Anatomic-Risk (n = 716)

Previous CEA Recurrent Stenosis (n = 310)
8 4 M Contralateral Carotid Occlusion (n = 179)
Post Radiation Treatment (n = 95)

6 | MHigh ICA or Low CCA Lesion (n = 151)

(%) Patients

Stroke MAE
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Conclusions
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30-Day Outcomes by
Other Subgroups
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BEw=0ccs Major Adverse Events at 30 Days:
Asymptomatic vs. Symptomatic
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meEmecosMajor Adverse Events at 30 Days:

Age <80 vs. =80 Years
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PROTECT: Purpose of the trial

* Sponsor: Abbott Vascular

* Purpose:

® Pjvotal IDE trial assessment of the Generation 5
Emboshield Pro Rapid Exchange Embolic Protection

" Fulfill the long-term follow-up requirement of the Xact
stent PMA conditions of approval: 3-year follow-up on
at least 305 subjects

* Analysis Cohort:

" Enrollment completed in 20 months (Nov 2006-June
2008); 274 patient cohort with 30 day follow-up
analysis of embolic protection presented here.

® 3 year Xact stent follow-up ongoing (n=322)

m CorumMmBIA UNIVERSITY CARDIOVASCULAR
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PROTECI: Design, conduct, and endpoints
* Design:
" Prospective, single-arm registry for patients with carotid
stenosis anatomic or physiologic high surgical risk features
B Stenosis: Symptomatic >50% or asymptomatic >80%
* Study requirements:
®" Neurologic exam pre-enrollment, 24 hour, 30 day and
annually (3 years) performed by an independent neurologist
" |ndependent adjudication of neurological events by a CEC
" |ndependent outcome monitoring by the DSMB

* 1° Endpoints: OPC based on 30-day MAE rates of SECuURITY, SAPPHIRE,
ARCHeR, BEACH and MAVErIC

" For Emboshield® Pro Rapid Exchange Embolic Protection
System: 30-day composite rate of DSMI for first 220
consecutively enrolled subjects.

" For Xact stent: Composite 30-day DSMI, plus ipsilateral
strokes from 31-365 days and annually (3) years.

m CorumMmBIA UNIVERSITY CARDIOVASCULAR
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Anatomic high surgical risk features

* Previous radiation treatment to the neck or radical
neck dissection

* Target lesion is at or above the second vertebral
body C2 (level of jaw)

* Inability to extend the head due to cervical arthritis
or other cervical disorders

* Tracheostomy or tracheal stoma

* Laryngectomy

* Contralateral laryngeal nerve palsy
* Severe tandem lesions

m COLUMBIA UNIVERSITY CARDIOVASCULAR
MEDICAL CENTER RESEARCH FOUNDATION ®



Physiologic high surgical risk features

* Previous CEA with significant restenosis
* Total occlusion of the contralateral carotid artery
* Dialysis dependent renal failure

* CCSA Class lll or higher or unstable angina. Requires
coronary artery bypass surgery, cardiac valve surgery,
peripheral vascular surgery, or abdominal aortic
aneurysm repair within 60 days

[1>80 years of age
* Myocardial infarction within previous 6 weeks

* Severe pulmonary disease, including at least one:
" requires chronic O2 therapy
" resting PO2 < 60 mm Hg
" Hematocrit =2 50%,
" FEV1 or DLCO < 50% of normal
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Characteristic

Mean Age

% Symptomatic
% Male
Diabetes Mellitus
Hypertension
Hypercholesterolemia
CHF

Anatomic §
Current Smoker
PVD

Renal Failure

o A

3 Excluding|co-morbidities
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N=274

67.6%
29.9%
87.2%
86.5%
19.3%
16.0%

16.8%
38.0%
3.3%

SECURITY

N=305

64 %
31%
87%
74%
6%
NA
NA
NA
NA

ARCHeR

N=581

67.1%
37.9%
83.8%
72.6%
33.6%
19.3%

19.3%
36.6%
2.9%
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CAPTURE
N=4225

Characteristic

% Symptomatic

% Male

Diabetes Mellitus
Hypertension
Hypercholesterolemia
CHF

Anatomic 8

Current Smoker
PVD
Renal Failure

3 Excluding co-morbidities
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CAPTURE 2
N=4356
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Primany enapoeint: 30-day major adverse events

PROTECT (N=274)

Death?
All Stroke*

Major Stroke*

Minor Stroke*

MI*
All Stroke and Death*
Major Stroke and Death*

“Hierarchical=Includes only the:most serious;eventiforeachipatientandincludesionlyieachipatient irstiocculience of:

each event:
“Non-hierarchicalrrepresents each event eveninpatientsswithimultiplerevents
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Secondary. enclp@]n't 50-day major aaverse events

EVENT PROTECT
Non-Hierarchical (N=274)

TIA and Amaurosis Fugax® 2.9%

TIA# 2.9%

Amaurosis Fugax* 0.4%

"Non-hierarchical-represents each event even in patients with multiple events
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(%) Subjects

Jotal and anatomic subset
vs. AHA guidelines for CEA

B Anatomic (n=43)
B All (N=274)
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POSl-market a or)rovfl stuaies vs. P

50 day outcomes

¥ CAPTURE (n=4225) B EXACT (n=2145) CAPTURE 2 (n=4175)
B CHOICE (n=1305) I PROTECT (n=274)
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PROTECT: Conclusions

* 30 day primary outcome for PROTECT
demonstrate non-inferiority with pre-
specified OPC comparator

® Next generation embolic protection proven

safe and effective in preventing peri-
procedural stroke

* PROTECT enrolled similar subjects
compared to prior IDE studies, except with
fewer symptomatic patients
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PROTECT: Conclusions

* Total, anatomic and physiologic subsets all
achieved/exceeded AHA guidelines
established for standard risk CEA

* Continuing improvement in outcomes for
IDE studies is demonstrated

® Improvement is also noted with more
contemporary post-market studies
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