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An Amazing Job

What is it like to develop a life-saving device 

and meet some of patients whom have 

benefitted?



What is it like…?

It takes talent and time and a medical 

problem to solve that you really understand

It takes resources; money, capabilities, 

testing, quality & regulatory talent

It is highly regulated and the processes and 

requirements are understood

Innovation (not iteration) in a large or small 

company means about a 25-40% success rate



What does success look like?

You develop something proprietary- patents 

matter!

You develop something that has sustainable 

competitive advantage

You develop something that proves clinical 

benefit in clinical trials

You develop something that payors, CMS or 

patients value and will pay for

You develop something that is sold into the 

market and helps patients live better lives



Current Therapy- Open Heart Surgery



Cardiac Cath Procedure



Percutaneous Valve Technologies, Inc. (PVT)

 1999 Incorporated- Founding 
Partners
 Dr. Alain Cribier
 Dr. Martin Leon
 Stanley Rabinovich
 Stanton Rowe

 May-2000
Angels, founders and Aran

funded 9 months $740k at 
$2M valuation



Engineering questions

What compressive forces must the frame (stent) resist? 

How strong must we make the frame to form a circular valve?

How can new manufacture a frame that large; no tubing that 

large?

What material is preferred for the frame?

How do we attach a fixed diameter valve to an expandable and 

collapsible frame?

How do you make the attachment durable?

How can we seal around the valve and prevent PVL? Without 

increasing profile?

What is the optimal valve design for 

hemodynamics/profile/tissue damage? Unicuspid, bicuspid, 

tricuspid or quadracuspid?

What is the optimal valve material? Polymers, co-polymers, 

tissue?



What surgeons said about THVs…

(to VC’s)

Don’t touch the pericardial tissue, it’s fragile and cannot 
withstand crimping to a smaller profile

The native calcified aortic valve cannot be stented open

If you tried to stent open the calcified native valve, you will 
cause strokes by embolizing the calcium and debris

The THV cannot/will not be retained and will embolize itself

THVs will have smaller valve areas and therefore be inferior to 
surgical valves in performance

The THV cannot be made durable

The THV will have perivalvular leaks which will cause 
endocarditis

Cardiologists know nothing about Aortic Stenosis and should 
not treat these patients



Percutaneous Valve Technologies



Heroic Therapy











Valve

Technology

SAPIEN SAPIEN XT SAPIEN 3

Sheath 

Compatibility

Available 

Valve Sizes

23 mm 26 mm 20 mm 23 mm 26 mm 29 mm

SAPIEN Platforms in PARTNER
Device Evolution

22-24F 16-20F 14-16F

23 mm 26 mm 29 mm



Unadjusted Time-to-Event Analysis
All-Cause Mortality and All Stroke (AT)

1077 1012 987 962 930

944 805 786 757 743

0

10

20

30

40

0 3 6 9 12

3.7%

9.7%
10.8%

18.8%

A
ll

-C
a

u
s

e
 M

o
rt

a
li
ty

 /
 S

tr
o

k
e

 R
a

te
 (

%
)

SAPIEN 3 TAVR

P2A Surgery

Months from Procedure
Number at risk:

S3 TAVR

P2A Surgery
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2015 Severe Symptomatic AS 

Patients in the U.S.1 Observations
For Severe, Symptomatic AS Patients

• Advanced age is a barrier not only to 

treatment but diagnosis

‒ A safe interventional procedure has the 

potential to reduce these barriers

• Historically, patient treatment rates 

decreased with age

‒ Opportunity for TAVR to lift treatment rates in 

older age groups

(1) Nkomo 2006, Iivanainen 1996, Aronow 1991, Bach 2007, Freed 2010, Iung 2007, Pellikka 2005, Brown 2008, Thourani 2015, internal estimates.







It’s About Patients!
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