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PCR Essential Questions

A What is the MiStent DES?
A Why is it an advancement in DES design?

A How well does it work?
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PCR MiStent DES System

[DEVICE

Stent KnownStent¢ GENIUS Magic Stent
A CE MarlCobaltChromiumstent
A Flexibility
A Visibility

Delivery Systen Rx Catheter
A Trackability
A Accuracy

Known Drug; Sirolimus
A Extensively tested with a provehighly effective
performanceprofile

Known Polymeg PLGA
A Absorption in 90days
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F;CO'.R Thin and Dynamic Strut Thickness
A Critical Safety Parameter

Comparative Strut Thickness (including coating) Over

Time for DES with Absorbable Coatirig? Effect of Stent Desigon Thrombogenicity®
150 : :
al» Biomatrix Relative P Value
amp» Nobori Difference
L ]
Nevo DES vs. BMS 0.65 0.011

== Synergy
e MiStent Thick vs. Thin Struts 1.5 <0.001
Malapposition 1.58 0.001

Overlapping Stents 2.23 <0.001
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A Thicker struts induce flow disruption and
exacerbate thrombogenicity

A Thinner struts demonstrate lower evidence
of f KNBY23ISYAOAUEXDD
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Data Excerpted from:
MGarg S., Serruys, PWACQ 010;56;S43578
@Various Presentations at GRU11
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(3 KolandaiveluK.et. al.,Circ.Published Online on March 22011
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ultigy B oSting: PXIBess

K.R Produces a Novel Sirolimus DES
STEP 1:Dry, precise powder coating STEP 2:Fusion of particles into a
using supercritical fluids conformal, smooth, well
solvent free adhered film
Electrostatic Coating Particle fusion

Drug maintained as stabt@ystallineparticles
Providingextendedshelf lifeand predictablein vivo performance
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R‘R Versatile Patented Manufacturing Process

Provides efficient and predictable

outcomes

I 12 months from prototype stents to
Firstin-Human trial units

I 12 stent sizes delivered in 90 days |

I Minimum 14 month sheffife for
sirolimus product, studies ongoing

Scalable & transferable coating platform
i Broadly applicable across a variety of platforms (i.e. DCB), drugs and mater
I Capable of producing a totally absorbable stent
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&-’R MiStent DES in vivo PHARMACOKINET

(GLP studies in porcine coronary arteries)

Finecontrol over dose gnd elution
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Fe{OR Polymer is Completely Absorbed in the
Tissue In Less Than 90 Days

A Clear evidence of coating distributed into tissue at 30 days
A Completely absorbed and not observable at 90 days

“Tas

“adventitia :
Representative80d Tissue Section Representativé®0d Tissue Section
(black arrows indicating areas of coating) (no discernable coating in tissue nor on struts)
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KR Continuous, Controlled, Linear Release
and Therapeutic Tissue Levels Through +90 da

1.2 900
GLP Studies in Porcine Coronary Model: Pharmacokinetic Study
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Peak drug levels
concurrent with
period of maximum
absorption of the
coating and
clearance from the
stent (~3045 days)

Fractional Residual Drug = 1 Std. Deviation
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m euro Safety & Efficacy Demonstrated in Porcine Mod

KR Superior tissue response at 30 days and superior safety

through 90 days in challenging overlap (OLP) configuration

* *
% P<0.05
30 day
OLP
Vision
BMS
*
Lumen
% P<0.05
VER, 2x
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