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The presentations throughout this meeting contain forward-looking statements 
within the meaning of the Private Securities Litigation Reform Act of 1995 that 
involve risks and uncertainties. Such forward-looking statements include the 
expectations, plans and prospects for the Company, including potential clinical 
successes, anticipated regulatory approvals and future product launches, and 
projected revenues, margins, earnings and market shares. The statements 
made by the Company are based upon managementôs current expectations and 
are subject to certain risks and uncertainties that could cause actual results to 
differ materially from those described in the forward-looking statements. These 
risks and uncertainties include market conditions and other factors beyond the 
Companyôs control and the risk factors and other cautionary statements 
described in the Companyôs filings with the SEC, including those described in 
the Risk Factors and Cautionary Statements sections of the Companyôs Annual 
Report on Form 10-K for the fiscal year ended January 1, 2011 and Quarterly 
Report on Form 10-Q for the fiscal quarter ended October 1, 2011. The 
Company does not intend to update these statements and undertakes no duty 
to any person to provide any such update under any circumstance. 

Forward-Looking Statements 



Agenda 

8:00 a.m. Overview of St. Jude Medicalôs 2012 growth program. 

ÁDan Starks, Chairman, President and Chief Executive Officer 

   

  Accelerating organic growth for our cardiovascular business in 2012 through new growth drivers. 

ÁFrank Callaghan, President, Cardiovascular Division 

ÁGanesh Manoharan, M.D. 

 

New growth drivers will continue to fuel our neuromodulation business. 

 

  Panel for Q&A 

 

10:30 a.m. Break 

   

  We expect to continue to gain CRM market share. 

Á  Eric Fain, President, Cardiac Rhythm Management Division 

Á  Raffaele Corbisiero, M.D. 

 

  Our AF business will sustain its growth with a strong cycle of new products. 

Á Jane Song, President, Atrial Fibrillation Division 

Á Larry Chinitz, M.D. 

 

Lunch Buffet 

 

  Panel for Q&A 

 

1:45 p.m. Meeting Ends  
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Overview of St. Jude Medicalôs 2012 

Growth Program  
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Our starting point is credibility. 

ÁHow did we do in 2011? 

 

ÁMedTech fundamentals weakened during the 

second half of 2011. 

 

ÁOur results were mixed. 
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2 0 1 1 

 

   January Guidance  Actual 

 

1. EPS $3.25 ï 3.30   $3.28 
 

2. Sales 
 

Á Total $5.670 ï 5.835  $5.612 
 

Á CRM $3.170 ï 3.250  $3.034 
 

Á AF $  .770 ï   .800  $  .822 
 

Á CV $1.320 ï 1.350  $1.337 
 

Á NM $  .410 ï   .435  $  .419 
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One of our priorities in 2011 was to advance new 

growth drivers to accelerate constant currency, 

organic sales growth to a high single digit or low 

double digit rate on a sustainable basis. 

 

ÁWe have not yet reached our goal, but we are 

making good progress. 
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Organic Sales Growth (constant currency) 

2011: 1% 
 

2012: 4-7% (guidance) 
 

2013:  Our goal is to deliver a higher rate of  

  sales growth due to: 
 

   (1) A stabilized CRM market. 
 

   (2) Momentum with new growth drivers 

    already on the market. 
 

   (3) More new products such as products 

    for TAVR, renal denervation, and 

    PMVR being released to the market. 
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Another priority in 2011 was to optimize our 

cost structure and productivity. 
 

ÁCRM is leveraging its consolidated platform for low 

voltage and high voltage products. 

 

ÁManufacturing is transferring from Sweden to 

Malaysia and is expanding in Costa Rica, Puerto 

Rico, Brazil, and South Carolina. 

 

ÁWe are restructuring or centralizing all functions to 

the extent it makes sense. 
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We estimate that cost and productivity 

improvements completed in 2011 and 2012 will 

save more than $150 million in 2013. 
 

ÁThis will benefit gross margin, SG&A, R&D, and our 

tax rate. 

 

ÁWe also expect R&D as a percent of sales to benefit 

over time as TAVR, renal denervation, and PMVR 

begin to generate revenue. 

 

ÁWe expect ongoing EPS leverage. 
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2011 Summary 
 

1. MedTech fundamentals weakened during the 

second half of 2011. 

 

2. We made the adjustments needed to deliver EPS 

while maintaining investment in all strategic 

priorities. 

 

3. As a result, we entered 2012 positioned to 

accelerate sales growth and leverage EPS. 
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St. Jude Medical Is Well Positioned To Win In 2012 
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We are well positioned to win in todayôs MedTech 
environment. 

 

Á Demographics are on our side.  In developed 
markets, the population is getting older.  In emerging 
markets, the population is getting richer.  Both 
markets offer growth for the right technologies. 

 

Á The growth opportunity for mature technology is 
strongest in international markets.  We are best in 
class for exposure to international markets. 

 

Á The growth opportunity for disruptive technology is 
strongest in the U.S., Europe, and Japan.  Every St. 
Jude Medical business is delivering disruptive 
technologies to the developed markets. 
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We are well positioned to win in todayôs MedTech 
environment. 

 

Á We have been disciplined and strategic with our investments in 
new growth drivers.  Our pipeline of new growth drivers is a 
major competitive advantage. 

 

Á We focus on life saving and other critical devices.  We have 
minimal exposure to elective procedures and capital budgets. 

 

Á We have invested in technology that wins under comparative 
effectiveness standards. 

 

Á The remainder of my remarks today will focus on the balanced 
portfolio of new growth drivers we have created to support our 
goal of returning to high single digit or low double digit sales 
growth on a sustainable basis. 
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New Growth Drivers In Our 

Cardiovascular Franchise 
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We expect to enter the market for transcatheter 
valves and renal denervation this year. 
 
 

Á We are generating strong clinical data to support the 
launch for both of these technologies in Europe before 
the end of 2012. 

 

Á Product launch preparations already are underway. 
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We are incubating a significant new growth driver in 
percutaneous mitral valve repair (PMVR). 
  
Á The market for PMVR can be another $1 billion market. 

 

Á Our first in human (FIH) series is underway. 

 

Á We estimate that we will receive CE mark and begin 
launching this technology in Europe before the end of 
2013. 
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We are the leader in the fast growing market for 

fractional flow reserve (FFR) guided therapy for 

stenting patients with multi-vessel disease. 

 
 

 

Á Two year data from our FAME landmark clinical trial 
confirms comparative effectiveness with both clinical 
and economic metrics. 

 

Á We are continuing to expand this market with our FAME 
II trial, ongoing product improvements, and conventional 
market development programs. 

 

Á We expect FFR measurement to become standard of 
care and a significant growth driver for STJ. 



20 

We are gaining share in the $500 million market for 

intravascular imaging with our OCT technology.   

Á We are first to market with optical coherence 
tomography (OCT) product lines in Europe, Japan and 
in the U.S. 

 

Á During Q-4, we received FDA clearance to integrate our 
OCT technology into our FFR hardware platform. We 
expect strong synergy between both new growth drivers 
in 2012 and beyond. 
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We are a leader in the emerging market for patent 

foramen ovale (PFO) closure in patients who suffer 

from cryptogenic stroke. 

  
Á In Europe, we have full commercial release, significant 

product advantage, and clear market leadership. 

 

Á In the U.S. we just announced closure of enrollment in 
our RESPECT pivotal IDE trial.  We have 980 patients 
and 2,300 years of patient data. 

 

Á We plan to announce the results of our RESPECT trial 
at one of the major cardiology meetings later this year. 
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We are a leader in the emerging market for left atrial 

appendage (LAA) closure in patients suffering from 

AF. 

 
 

Á The National Institute for Clinical Excellence (NICE) in 
the U.K. issued a guidance in 2010 supporting the 
comparative effectiveness of LAA occlusion in patients 
with AF. 

 

Á Full product launch and market development is 
underway in Europe with encouraging clinical response. 

 

Á This market will create synergy with our AF growth 
platform and has the potential to become a new billion 
dollar growth driver. 
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2012 will be a prime year for growth from our 

Trifecta line of pericardial stented tissue valves. 

Á We began launching our Trifecta line of pericardial 
stented tissue valves in the U.S. during Q-2 2011. 

 

Á Our stented tissue valve sales grew over 40% globally 
during 2H 2011 and are expected to continue growing 
at a strong double digit rate for the foreseeable future. 

 

Á We are just beginning to capture our share of this new 
$500 million segment of the heart valve market. 

 
 

 



24 

We have a leading position in the market for 

repairing ASDôs, VSDôs, and other structural heart 

defects with minimally invasive catheter technology. 

  
Á This is another franchise we acquired through the AGA 

transaction. 

 

Á Our market share is over 70%. 

 

Á Although these are mature technologies, we expect to 
generate new growth through STJôs global reach in 
emerging markets. 
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We are the leaders with next generation technology 

to block or redirect flow through blood vessels with a 

vascular plug instead of with surgical clips or 

embolic coils. 

  
Á This already is one of the fastest growing portions of the 

portfolio we acquired through the AGA transaction. 

 

Á We expect to accelerate the growth of this product line 
by launching AVP 4 in the U.S. during 2012. 
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New Growth Drivers In Our Cardiac 

Rhythm Management Franchise 
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We predict that our quadripolar CRT-D system will 
become the standard of care in our space. 

 

Á Clinical data shows that benefits of a quadripolar CRT-D 
system can include shorter implant times, less radiation, 
fewer surgical revisions and hospital readmissions, and 
improved pacing. 

 

Á The Quartet lead requires a Quadra ICD.  Our Quadra ICD 
is downsized, delivers 40 joules, and is state of the art. 

 

Á The competition is far behind. 

 

Á We announced FDA approval on November 29.  We 
began working through the contracting and selling cycle in 
December.  We expect the momentum for this technology 
to gradually build throughout 2012. 
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New Growth Drivers In Our Atrial 

Fibrillation Franchise 
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Our AF franchise addresses a market that already is 

$2.4 billion in size and is continuing to grow at a 

double digit rate. 

 
 

Á AF market growth is being supported by new ESC 
guidelines (September 2010), new AHA/HRS guidelines 
(December 2010), the CABANA trial (ongoing), the 
EAST trial (ongoing), and by continuous improvement in 
technology. 
 

Á Updated professional society guidelines will be 
published next month elevating consensus support for 
AF ablation. 
 

Á AF has become one of the best growth opportunities in 
MedTech. 
 

Á We have the leading program. 
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We continue to strengthen our AF growth franchise. 

 
 

Á International sales of AF products increased 
approximately 19% during Q-4 and are a leading 
indicator for the growth we expect as we launch these 
same products in the U.S.  
 

Á Our first Mediguide enabled cath labs are on line in 
Europe.  We predict that Mediguide will become 
disruptive technology in the EP cath lab both for AF 
ablation and for CRT device procedures. 
 

Á We are launching new Ensite technology in 2012 which 
competes favorably with CT scans. 
 

Á Our technology will fully integrate the EP cath lab. 
 

 

 

 

 



31 31 

 

New Growth Drivers In Our 

Neuromodulation Franchise 
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We have entered the market in Europe for deep 

brain stimulation (DBS) for patients suffering from 

Parkinsonôs disease. 

  
Á Full commercial launch in Europe began during Q-4 

2010 for our Brio rechargeable deep brain stimulator, 
our Athena DBS clinical programmer, and a complete 
line of proprietary leads and accessories. 

 

Á We have supported our launch with presentation of 
favorable data from our U.S. pivotal trial. 

 

Á We are second to enter the market and expect to gain 
meaningful share. 
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We are first to market with neuromodulation 

technology for patients who suffer from certain 

forms of migraine. 

  
Á We received CE mark for our first generation system in 

September 2011 and have begun a limited launch.  We 
expect full commercial launch with a second generation 
product to begin in Europe during Q-2. 

 

Á Market development will take time, but we expect our 
migraine business to become a significant new growth 
driver long term. 
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We expect to be first to market with 

neuromodulation technology for patients who suffer 

from certain forms of depression. 

  
Á Our BROADEN U.S. IDE pivotal trial is underway. 

 

Á Although still early, the clinical data we are 
accumulating is encouraging.  

 

Á Pilot study results published in the Journal of 
Neurosurgery last quarter showed that 62% of the 
patients in the study had a clinically significant reduction 
in depression scores at one year. 
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Conclusions 
 

Á We have a balanced portfolio of major new growth 
drivers to support our goal of returning to high single 
digit or low double digit sales growth on a sustainable 
basis. 

 

Á We are committed to capturing EPS leverage without 
sacrificing long term growth. 

 

Á We have a strong balance sheet and cash flow to 
continue to repurchase stock, maintain our dividend, 
and fund disciplined acquisitions as appropriate. 

 

Á STJôs program for superior long-term growth is robust 
and on track. 

 

 





Accelerating organic growth for our 

cardiovascular business in 2012 through 

new growth drivers. 

Frank Callaghan, President, Cardiovascular Division 



Introduction 

Through internal R&D investment and strategic acquisitions, 

we have assembled a pipeline of new growth drivers which 

will provide years of growth in revenue and operating profit 
 

ÁVascular 

ÁPCI Optimization 

ÁPeripheral Embolization Vascular Plugs 

ÁRenal Denervation 
 

ÁStructural Heart 

ÁPercutaneous Mitral Valve Repair 

ÁLeft Atrial Appendage Closure 

ÁPatent Foramen Ovale Closure 

ÁTranscatheter Aortic Valve Implantation 
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Vascular 

In the Vascular segment, our pipeline leverages existing call 

points in Interventional Cardiology and Interventional 

Radiology to provide diagnostic tools and therapeutic devices 

to improve outcomes and reduce the cost of healthcare 
 

ÁPCI Optimization 

ÁOptical Coherence Tomography (OCT) 

ÁFractional Flow Reserve (FFR) 

ÁIntravascular Ultrasound (IVUS)  

ÁVascular Plugs for Peripheral Embolization Procedures  

ÁRenal Denervation for Hypertension  
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PCI Optimization 

The optimization of PCI procedures is a high growth 

opportunity in the coronary intervention market 
 

ÁWW  coronary interventions number ~ 3.6 million / year 

and are growing annually at ~ 2% - 3%  
 

 

ÁIn todayôs healthcare and economic environment, 

technologies that improve outcomes and/or reduce 

cost will increasingly penetrate PCI procedures 

ÁComparative Effectiveness 

ÁPenalties for Readmission 

ÁAccountable Care Organizations 

 

40 



PCI Optimization 

Currently, these diagnostic tools are very underpenetrated 

ÁIVUS (Intravascular Ultrasound):  ~13% 

ÁFFR (Fractional Flow Reserve):  ~  8% 

ÁOCT (Optical Coherence Tomography)  <  2% 

 

Even at todayôs low penetration rates, the current combined 

market for IVUS, FFR and OCT is ~ $800M  
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PCI Optimization  

Market Opportunity  

FFR 

PCI Procedures 3.6M / year 

 

IVUS/OCT 

PCI Procedures 3.6M / year 

35% penetration 

Procedures   1.3M / year  

Market Size        $1.1B

      

35% penetration 

Procedures   1.3M / year  

Market Size      $1B 

      

Combined Procedures 2.6M / year  

Combined Market Size     $2.1B  
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PCI Optimization 
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We are the leader in the fast-growing market of FFR-guided 

therapy for stenting patients with coronary disease   
 

We expect FFR measurement to become a standard-of-care 

and a significant growth driver for STJ 
 

ÁFAME:  Improved outcomes and reduced healthcare costs 

ÁEU: Class 1, Level of Evidence A 

ÁUS:  We are developing clinical evidence to support  elevation 

from Class IIa (reasonable to perform) to Class I (should be 

performed) 



PCI Optimization 

With a positive outcome from STJôs FAME II trial, we expect 

FFR penetration to increase substantially 

Stable patients scheduled for one-, 

two- or three vessel DES stenting

FFR in all indicated stenoses

Cohort A, N=1600 Cohort B, N=200

Follow-up after 1,6 months, 1, 2, 3, 4, and 5 years

Ó 1 Stenosis

With an FFR Ò 0.80

No Stenosis

With an FFR Ò 0.80

1:1 Randomization

OMTPCI+OMT OMT

ÁThe COURAGE trial (N Engl J Med 

2007; 356) demonstrated that PCI 

conferred no advantages over 

Optimal Medical Therapy (OMT) 
 

ÁOur FAME II trial was designed to 

demonstrate that FFR-guided PCI + 

OMT is superior to OMT alone 
 

ÁEnrollment was halted due to ethics 

and patient risks of continued 

randomization to OMT alone 
 

ÁFAME II has the potential to spur 

broad growth in both diagnostic and 

interventional procedures 
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PCI Optimization 
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We are the leader in the emerging market of OCT imaging 

for patients undergoing PCI 
 

We expect OCT to become a leading diagnostic tool and a 

significant growth driver for STJ 
 

We have programs to develop clinical evidence, expand 

training, increase penetration and support reimbursement 
 



  
PCI Optimization 
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In H2 2011 we completed our co-development programs 

providing for wireless integration of PressureWireÊ AerisÊ 

into cath lab hemodynamic recording systems 

ÁSiemens, Philips, GE, McKesson, Merge, Nihon Kohden (+5 others) 

Á Increases the penetration of FFR-capable labs by leveraging the 

cath lab recording systems already present within them 

ÁAlways there, always on, always ready 

 

 PressureWire 

Aeris 

Transmitter 

Aortic Pressure 

Cath Lab Recording System 

Wireless 

Receiver 



PCI Optimization 

In H2 2011 we launched ILUMIENÊ, the worldôs first imaging 

platform integrating OCT and FFR 

ÁA turnkey solution for assessing physiology and for imaging 

anatomy 

ÁWireless connectivity (Wi-BoxÊ) in each cath lab room enables 

rapid, cable-free FFR set-up to a single ILUMIEN system 

ÁMobile IntegrationÊ:  the ease-of-use of an integrated FFR 

system with the flexibility and cost efficiency of a mobile unit 
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PCI Optimization 
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We will introduce new catheters and imaging platforms for 

expanded functionality and improved performance 
 

PressureWire Gen 8 (H1 2012) and Xpress Gen 2 (H2 2012) 

Á Improved guidewire handling in tortuous anatomies through novel 

symmetrical tip design and new low-friction hydrophilic coating 
 

ILUMIEN II System (H1 2012)  

Á Improved ease-of-use  

Á Automatic calibration 

Á Enhanced measurement tools 

Dragonfly II Imaging Catheter (H1 2012) 

Á Dual marker bands improve placement accuracy 



PCI Optimization 

In 2012, we expect to start a seminal clinical trial to evaluate 

the benefits of PCI Optimization with FFR and OCT 
 

ÁFFR + OCT-guided PCI vs. angiography-guided PCI 

Á FFR to determine which lesions to treat 

Á OCT to determine how to treat the lesion (stent length & 

diameter) 

Á OCT to assess the need for further intervention (poor stent 

apposition, edge dissection, geographical miss) and guide 

further intervention if necessary 
 

ÁPrimary outcomes  

ÁDeath, MI, repeat revascularization 
 

ÁSecondary outcomes 

ÁRehospitalization, resource utilization, cost, QOL 
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Vascular Plugs for Peripheral Embolization 
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An emerging therapy for various peripheral conditions entails 

the transcatheter embolization of vascular devices to block or 

redirect flow 

ÁArteriovenous malformations, tumors and Y90 cancer therapy 

ÁSurgical clips and embolic coils have been the standard of care 

ÁPotential neurovascular applications as well 
 

Early stage, but fast growing market  
 

Synergistic with STJôs other products and initiatives to 

increase penetration in Interventional Radiology 
 



Vascular Plugs for Peripheral Embolization 

Status 

ÁAVP I, II, III and 4 are CE Marked 

ÁAVP I and II are FDA approved 

ÁAVP 4:  FDA approval expected in H1 2012 

ÁSmallest size reaches distal vasculature through tortuous 

anatomy and is compatible with most diagnostic catheters 

 

AVP 4 
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Renal Denervation for Hypertension 

Hypertension (HTN*) is a significant public health problem 
with profound clinical and health economic consequences 

 

Á#1 risk factor for death worldwide 
 

ÁSignificantly increases the risk of cardiovascular 
disease, myocardial infarction, cerebral vascular 
disease and chronic kidney disease  
 

ÁEach increase of 20 mmHg systolic or 10mmHg 
diastolic blood pressure is linked to a two-fold increase 
in cardiovascular mortality over a ten year period  
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*HTN is defined as systolic blood pressure (SBP) greater than 140mmHg 

or a diastolic blood pressure (DBP) greater than 90mmHg.  

Source: American Heart Association, Joint National Committee Report 7 



Renal Denervation for Hypertension 

HTN affects approximately 1 billion people worldwide and is 

projected to increase to 1.5 billion people by 2025   
 

ÁOne-third of U.S. adults 
 

ÁOne-third of the developed worldôs adult population 
 

ÁEstimated $500B annual direct cost globally 
 

ÁWhile HTN can be controlled with drugs and lifestyle changes in 

the majority of patients, uncontrolled or resistant hypertension is a 

significant unmet clinical need in 25% of the hypertensive 

population 
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Resistant HTN = the failure to reach 

controlled BP w/ > 3 drug regimen at optimal 

dosage and that includes at least 1 diuretic 



Market Opportunity 

Prevalence  1B patients 

25% with uncontrolled HTN 

Patients                                       10M                    

     Market Size                              $25B - $30B   

Renal Denervation for Hypertension 

4% penetration 
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The renal sympathetic nerves are known to contribute to 

the pathogenesis of HTN 

Renal Denervation for Hypertension 

ÁSurgical denervation, reported 

as early as 1936, demonstrated 

significant BP reduction ï but 

with high complication rates  
 

ÁRecent studies of catheter-

based renal denervation have 

shown to significantly decrease 

BP in resistant HTN patients 
 

ÁThe long-term safety of renal 

denervation has been 

demonstrated in kidney 

transplant patients 
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Our program leverages STJôs core capabilities in introducers, 

ablation catheters, generators and vascular closure 

Renal Denervation for Hypertension 

Generation 1 Generator 

Ablation Catheter Renal Guiding Sheath 

Angio-Seal Evolution 
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Our program is highly differentiated, but we will keep most 

details confidential in the near term 

ÁMulti-electrode catheter 

ÁShort & simple procedure 

 

Clinical studies are underway 
ÁFirst-In-Man clinical study was started in H2 2011 

ÁOffice BP and SAE @ 30 day follow-up 

ÁExpect 30-day follow-up presentation at EuroPCR 

 

We expect to launch in Europe during H2 2012 

 

Renal Denervation for Hypertension 
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Structural Heart 

STJ has become the only company in the Structural Heart 

market with products or programs in all major categories 

 

 
ÁSurgical Valves 
Á Mechanical 

Á Tissue 

Á Annuloplasty 

 

ÁCongenital Defects 
Á Atrial Septal Defects 

Á Ventricular Septal Defects 

Á Patent Foramen Ovale 

Á Patent Ductus Arteriosus 

 

 

ÁEmerging Transcatheter 

Technologies 
Á Percutaneous Mitral Valve Repair 

Á Left Atrial Appendage Closure 

Á Transcatheter Aortic Valve 

Implantation 
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Structural Heart 

Our pipeline leverages established call points and our 

global sales channels 
 

ÁInterventional Cardiology 

ÁInterventional Radiology 

ÁCardiac Surgery 

ÁElectrophysiology 
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Percutaneous Mitral Valve Repair (PMVR) 

Mitral regurgitation (MR) is the most common form of 
valvular heart disease 

 

Mitral prolapse is the most common cause of organic MR 

 

More than 50% of mitral repair cases performed today are 
due to a degenerative process whereby the valve leaflets 
and chordae stretch, causing the valve leaflets to prolapse 
into the left atrium during ventricular contraction 

 

It is a significant public health problem which leads to LA 
and LV dilatation, atrial fibrillation, pulmonary congestion 
and heart failure 
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Market Opportunity 

Diagnosed Prevalence of Organic MR   4.5M patients 

         Patients                                   110K / year 

Market Size                                     $2B 

Diagnosed Prevalence of Organic MR due to Classic MVP   2.2M patients 

5% penetration 

Percutaneous Mitral Valve Repair (PMVR) 
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Percutaneous Mitral Valve Repair (PMVR) 
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PMVR is an emerging transcatheter approach for treating 
mitral leaflet prolapse using transcatheter systems on a 
beating heart 

ÁSTJôs approach is based on a time-tested surgical 

method of mitral leaflet repair 

ÁWe are developing transapical and transeptal systems 

McGoon, D. C. (1960). Repair of Mitral Insufficiency 

Due to Ruptured Chordae Tendineae. J. Thoracic and 

Cardiovas. Surg., 39(3), 357-362. 



  
Percutaneous Mitral Valve Repair (PMVR) 
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In H2 of 2011 we started a first-in-man series to demonstrate 

proof-of-concept using a transapical approach 
 

A transeptal delivery system is also under development 

Prox - Dist Comparison -c19 X2.pdf


Percutaneous Mitral Valve Repair (PMVR) 

Milestones 
 

ÁComplete First-in-Man transapical feasibility study  ï H1 2012 

Á Temporary device placement 

Á Acute patients at time of concomitant surgery 

Á Evaluate transapical delivery and device function 
 

ÁStart our CE Mark trial for transapical delivery   ï H2 2012 

Á 100 patients, 10 sites 

Á Permanent implants 

Á MR reduction and SAE @ 30 days 

Á Estimated CE Mark:   H2 2013 
 

ÁStart our First-in-Man transeptal feasibility study ï H2 2012 

Á 10 patients 

Á Evaluate transeptal delivery and device function 
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Left Atrial Appendage Closure 

Atrial fibrillation affects ~ 7.5 million people in the US & EU, 

and its prevalence is growing as the population ages 
 

In AF patients, blood clots can form in 

the LAA due to blood stasis 

ÁWhen these clots embolize, stroke, 

myocardial infarction or systemic 

ischemic events can occur 

ÁAn estimated 15% of all strokes are 

caused by AF 

ÁStroke is the leading cause of adult 

disability in the US and Europe and 

is the number two cause of death 

worldwide 
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Left Atrial Appendage Closure 

A major goal in managing AF patients is to prevent clot 

formation in the LAA so that strokes and other catastrophic 

events are avoided 

ÁThe current standard-of-care employs warfarin and/or 

antiplatelet therapy to prevent clots 

ÁUnfortunately, warfarin is very difficult to manage and 

is potentially dangerous 

ÁMust be frequently monitored and adjusted 

ÁSensitive to food, drugs, alcohol and genetics 

ÁNot tolerated in ~40% of patients 

ÁIn the remaining ~60% the therapeutic range is hard 

to maintain 
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Left Atrial Appendage Closure 

What about warfarin alternatives?   
dabigatran (PradaxaÊ), rivaroxaban (XareltoÊ), apixaban (Eliquis Ê) 
 

ÁStroke and systemic embolization still occur 

ÁMajor bleeding still occurs 

ÁPatient compliance is always a problem 

ÁDifficult to reverse when in need of urgent surgery 

ÁLifetime commitment to drugs 

ÁCost is substantially greater than that of warfarin 
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Market Opportunity 

Diagnosed Prevalence   7.5M patients with AF 

78% with persistent or longstanding-persistent AF 

   Patients                                          164K 

Market Size                                      ~$1B 

56% high risk for stroke 

5% penetration 

Left Atrial Appendage Closure 
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Left Atrial Appendage Closure 

The Amplatzer Cardiac Plug (ACP) enables permanent LAA 

occlusion with a transeptal approach.  Potential advantages 

include: 
 

ÁEasy to deliver and deploy 

ÁRepositionable 

ÁRapid occlusion 

ÁComplete ostial covering 

and endothelialization 

ÁA lifetime free from difficult 

anticoagulants 
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Left Atrial Appendage Closure 

STJ has wide access to AF patients through existing sales 

channels 

ÁElectrophysiologists 

ÁInterventional Cardiologists 
 

Significant portfolio synergies exist with our AF program  
 

Full commercial launch is underway in Europe ï where we 
are leaders ï and with encouraging clinical responses 
 

The U.K.ôs National Institute for Clinical Excellence (NICE) 
issued a guidance in 2010 supporting the comparative 
effectiveness of LAA occlusion in patients with AF 
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Left Atrial Appendage Closure 

Clinical and Regulatory Status 

ÁCE Marked December 2008  
 

ÁUS IDE feasibility phase enrollment is completed 

Á45 patients, randomized 2:1 

ÁThese patients become part of pivotal phase 
 

ÁUS IDE pivotal phase to commence H1 2012 

ÁEvaluate safety & efficacy of ACP vs. warfarin in AF patients 

ÁProspective, randomized 2:1  (device : warfarin) 

ÁBayesian adaptive design, event-driven, estimated 400 to 2000 

patients 

Á Primary efficacy endpoint:  stroke & peripheral ischemic events 

Á Acute safety endpoint:  acute SAE vs. performance goal 

Á Long-term safety endpoint:  death and major bleeds 

ÁPMA approval estimated 2014 
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Patent Foramen Ovale Closure ï Stroke  

A causal relationship between PFO and cryptogenic stroke 

has been long suspected but never definitively proven in a 

randomized trial 
 

ÁThe passage of venous blood, unfiltered by the lungs, 

directly into the arterial circulation may allow venous 

and right heart clots to travel to the brain 
 

In the CLOSURE I trial, NMT Medical failed to demonstrate a 

benefit of PFO closure vs. standard-of-care 
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Patent Foramen Ovale Closure ï Stroke  

Why STJôs RESPECT trial is different 

ÁAmplatzer device ï better procedural success rate, 

better closure rate, less device thrombus, less AF 

ÁRESPECT patient selection ï TIAs excluded 

ÁCLOSURE I was probably underpowered 
 

Status 

ÁCE Marked for stroke in 1998 
 

ÁRESPECT:  enrollment complete 

ÁEvent-driven trial, randomized 1:1 vs. OMT 

Á~ 980 patients enrolled ï will continue to follow 

Á> 2300 patient-years of follow-up 

ÁPMA approval expected end 2012 / early 2013 
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Market Opportunity 

Incidence  3.3M  patients / year 

87% ischemic 

30% cryptogenic  

Patients (US/EMEAC)   380K / year 

         Market Size                                 $1.7B 

45% with PFO eligible for closure  

Patent Foramen Ovale Closure ï Stroke  
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Patent Foramen Ovale Closure ï Migraine 
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A link between PFO and migraine has also been 

suspected but never proven in a randomized trial 
 

We believe that NMT Medical did not meet its study 

endpoints in MIST due to trial design, device differences 

and protocol issues   
 

Why STJôs PREMIUM trial is different 

ÁAmplatzer device ï better procedural success rate, 

better closure rate, less device thrombus, less AF 

ÁImproved enrollment rates due to more favorable 

inclusion/exclusion criteria 

ÁDifferent clinical endpoints 

 



Patent Foramen Ovale Closure ï Migraine 

Status 

ÁUS pivotal trial (PREMIUM) is underway 

ÁProspective, randomized, double-blinded 

ÁPrimary efficacy:  reduction in migraine attacks at 12 months 

ÁPrimary safety:  SAE 

Á> 200 / 230 patients randomized 1:1 vs. sham 

ÁH1 2012 end enrollment 

ÁPatients are followed for 1 year 
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Market Opportunity 

Annual incidence     6.4M patients / year 

Prevalence                66M patients 

41% with PFO 

1% resistant to meds with 6+ episodes 

per month 

Patients (US/EMEAC)    270K 

       Market Size                               $1.2B 

Patent Foramen Ovale Closure ï Migraine 
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Pericardial Aortic Heart Valves 

Trifecta has launched in several geographies, enabling STJ to 

participate in the ~$500M pericardial aortic valve segment  

ÁEU in Q4 2010;   US in Q2 2011;   AUS in Q4 2011 

ÁTrifecta has been very successful in all geographies, with 

doctors excited about its implantability and hemodynamics 

ÁWe have gained business in accounts traditionally held by 

competitors, and we continue to gain overall market share 

ÁTrifecta has become a major new growth driver for SJM 
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Our PorticoÊ program is delivering a portfolio of second-
generation devices with enhanced functionality, ease-of-
use, and the potential to improve clinical outcomes 
 

ÁPortico System 

Á23, 25, 27, 29mm valve sizes 

ÁTransfemoral 

ÁTransapical 

ÁTransaortic / subclavian 

ÁLarge Bore Introducer 

ÁLarge Bore Suture-Mediated Vascular Closure 

ÁEmbolic Protection Device 
 

 

 

Transcatheter Aortic Valve Implantation (TAVI) 

Delivery Systems 
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Portico was designed to be a best-in-
class, second-generation device 

 

Á Designed to be resheathed, repositioned and 

retrieved, ensuring improved valve placement and 

good overall outcomes 

Á Designed to mitigate heart block through placement 

accuracy 

Á Designed to minimize PV leak due to improved valve 

placement accuracy and sealing 

Á Designed to minimize stroke risk through improved 

delivery system flexibility 

Á Designed for delivery times of < 20 minutes 

Á Designed for short crimp & load times (< 2 minutes) 

 

 

 

Transcatheter Aortic Valve Implantation (TAVI) 
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Ganesh Manoharan, MD will provide 

an update 

on the Portico clinical experience 



Market Opportunity 

Diagnosed Prevalence (Severe Aortic Stenosis)      391K patients 

 

20% TAVI penetration 

Patients                                  78K 

Market Size                            $2.1B 
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2012 Milestones 
 

ÁStart 23mm transapical CE Mark trial  - H1 2012 
 

ÁLaunch 23mm transfemoral device into Europe - H2 2012 
 

ÁLaunch 23mm transapical device   - H2 2012 
 

ÁStart CE Mark trial for 25mm TA and TF devices - H2 2012 

 

 

 

Transcatheter Aortic Valve Implantation (TAVI) 
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2012 Growth Driver Summary 

ÁBegin a seminal OCT clinical evidence trial 

ÁLaunch ILUMIEN II and Dragonfly II 

Á Introduce PressureWire 8 and Xpress G2 (wireless) 

ÁGain access to all major cath lab vendors for Aeris integration 

ÁPublish results of FAME II 

ÁAdvance our TAVI portfolio across multiple fronts 

Á Transapical & transfemoral delivery systems 

Á Large bore sheath 

Á Embolic protection 

Á Large bore closure 

ÁPortico 23mm transfemoral CE Mark and first revenue 

ÁStart 23mm Portico transapical CE Mark trial 

ÁStart 25mm Portico transapical & transfemoral CE Mark trial 
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2012 Growth Driver Summary 

ÁLaunch Amplatzer Vascular Plug 4 (AVP 4) in the US 

ÁLaunch our renal denervation system and generate first revenue 

ÁPMVR 

ÁComplete First-In-Man series ï transapical access 

ÁStart CE Mark trial for transapical access 

ÁFirst-In-Man for transeptal access 

ÁStart IDE pivotal trial in the US for LAA closure 

ÁEnd enrollment in the PREMIUM trial for PFO migraine indication 

ÁAnnounce RESPECT trial results for PFO stroke and seek US 

regulatory approval 
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Summary of New Growth Driver Opportunities 

Vascular
Optical Coherence Tomography

$   2.1 B Intravascular Ultrasound

Fractional Flow Reserve

$   0.1 B Vascular Plugs for Peripheral Embolization Procedures

$ 25.0 B Renal Denervation for Hypertension
________

$ 27.2 B Total Market Opportunity

Structural Heart
$   2.0 B Percutaneous Mitral Valve Repair

$   0.2 B Transcatheter Repair of Congenital Heart Defects

$   1.0 B Left Atrial Appendage Closure

$   1.7 B Patent Foramen Ovale Closure for Stroke

$   1.2 B Patent Foramen Ovale Closure for Migraine

$   0.5 B Pericardial Aortic Heart Valves

$   2.1 B Transcatheter Aortic Valve Implantation
________

$   8.7 B Total Market Opportunity
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St. Jude Medical (SJM) 

PorticoÊ Transcatheter 

Aortic Heart Valve  

Clinical Experience 

Ganesh Manoharan 
Consultant Cardiologist 

Regional Cardiology Department 

Royal Victoria Hospital 

 Belfast, Northern Ireland, UK 

The St Jude Medical Portico TAVI system is not approved in the U.S. 



Disclosure Statement of Financial 

Interest 

I am a consultant for: 

St. Jude Medical   

Medtronic CardioVascular 

GDS Inc 



Overview: SJM Portico  23mm Valve 
General 

Á 18F (TF) Nitinol self expanding valve 

designed to be:  

ïFully re-sheathable* 

ïRepositionable* (antegrade and  

retrograde) at the implant site 

ïRetrieveable*  

ÁBovine and porcine pericardial valve  

with LinxÊ anti-calcification 

technology** 

ÁFor annulus range: 19 ï 21 mm 

ÁCuff tissue and stent geometry 

designed  to minimize PV leak 

ÁImplanted transfemorally without need 

for rapid pacing 
 * Until fully deployed 

 ** There is no clinical data currently available that evaluates the 

  long-term impact of anti-calcification tissue treatment in humans. 

 



Portico Valve Resheathing 

Video currently playing 

in the Conference Hall. 

We apologize for any 

inconvenience. 



Portico Valve Resheathing 

Video currently playing 

in the Conference Hall. 

We apologize for any 

inconvenience. 



Resheathability is designed to enable 

optimised valve positioning during 

implantation 



SJM Portico Valve Placement Characteristics 

Minimal protrusion of valve into LVOT 

potentially minimizes conduction 

disturbance and mitral valve 

interference 

Optimal valve 

position: 3-6mm 

Annular Valve 

Position 

../TF Resheath-APS July 2010 Acute GLP Feasibility.mpg

