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Essential Questions 

ÅWhat is the MiStent DES? 

 

ÅWhy is it an advancement in DES design? 

 

ÅHow well does it work? 
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Device 

Stent Known Stent ς GENIUS Magic Stent 
ÅCE Mark Cobalt-Chromium stent  
ÅFlexibility   
ÅVisibility   

Delivery System Rx Catheter 
ÅTrackability 
ÅAccuracy 

Drug 

Known Drug ς Sirolimus 
ÅExtensively tested with a proven, highly effective 

performance profile 

Polymer 

Known Polymer ς PLGA 
ÅAbsorption in 90-days 

MiStent DES System 
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Thin and Dynamic Strut Thickness 
A Critical Safety Parameter 

Effect of Stent Design on Thrombogenicity (3)  

Relative 
Difference 

P Value 

DES vs. BMS 0.65 0.011 

Thick vs. Thin Struts 1.5 <0.001 

Malapposition 1.58 0.001 

Overlapping Stents 2.23 < 0.001 

ÅThicker struts induce flow disruption and 
exacerbate thrombogenicity 

ÅThinner struts demonstrate lower evidence 
of ǘƘǊƻƳƻƎŜƴƛŎƛǘȅΧΦΦ 

ÅΧΦΦŀƴŘ Ƴŀȅ ōŜ less predisposed to flow 
disruption 

Data Excerpted from: 
(1) Garg, S., Serruys, P.W., JACC 2 010;56;S43-S78 
(2) Various Presentations at CRT-2011 

Comparative Strut Thickness (including coating) Over 
Time for DES with Absorbable Coatings (1,2) 
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(3)  Kolandaivelu, K. et. al., Circ. Published Online on March 21, 2011                          

The MiStentϰ DES has not been approved by the US FDA or any other regulatory agency. 
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aƛŎŜƭƭΩǎ tǊƻǇǊƛŜǘŀǊȅ 5ǊǳƎ-Eluting Coating Process 
Produces a Novel Sirolimus DES 

Drug maintained as stable crystalline particles 
Providing extended shelf life and predictable in vivo performance 

The MiStentϰ DES has not been approved by the US FDA or any other regulatory agency. 

STEP 1:  Dry, precise powder coating  
  using supercritical fluids ς   
  solvent free 

Electrostatic Coating Particle fusion 

STEP 2:  Fusion of particles into a  
  conformal, smooth, well- 
  adhered film 



Provides efficient and predictable  

outcomes 

ï12 months from prototype stents to  

First-In-Human trial units 

ï12 stent sizes delivered in 90 days 

ïMinimum 14 month shelf-life for  

sirolimus product, studies ongoing 

 

Scalable & transferable coating platform 

ïBroadly applicable across a variety of platforms (i.e. DCB), drugs and materials 

ïCapable of producing a totally absorbable stent 
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MiStent DES in vivo PHARMACOKINETICS 
(GLP studies in porcine coronary arteries) 
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Fine control over dose and elution 

The MiStentϰ DES has not been approved by the US FDA or any other regulatory agency. 



ÅClear evidence of coating distributed into tissue at 30 days 
ÅCompletely absorbed and not observable at 90 days 

Polymer is Completely Absorbed in the 
Tissue in Less Than 90 Days 

Representative 30d Tissue Section 
(black arrows indicating areas of coating) 

 

Representative 90d Tissue Section 
(no discernable coating in tissue nor on struts)  
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Time (days)

Fractional Residual Drug on Stent

Arterial Drug Concentration

 

Peak drug levels 
concurrent with 
period of maximum 
absorption of the 
coating and 
clearance from the 
stent (~30-45 days) 

Continuous, Controlled, Linear Release  
and Therapeutic Tissue Levels Through +90 days   

GLP Studies in Porcine Coronary Model: Pharmacokinetic Study 
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Safety & Efficacy Demonstrated in Porcine Model 
Superior tissue response at 30 days and superior safety  

through 90 days in challenging overlap (OLP) configuration   
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  BMS 
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*  *  

*  

P < 0.05 *  

P < 0.05 *  
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