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Hypothesis

“Prevention of restenosis may be achieved
by promoting endothelial regeneration”

STATE OF THE ART PAPER

Role of the endothelium in modulating neointimal fomation
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What Is acelaate™ - ATcoating?

A novel, antithrombogenic, biodurable, polymeric coating
designed to modulate the adhesion and proliferation
response of vascular cells.

Mechanism of Action

The accelgate™ -ATis designed to mimic the endothelium
sub-structure surface chemistry stimulating endothelial cell
attachment and proliferation.




In-Vitro Studies

Cell Proliferation Studies

Statistically significant increase in human aorticendothelial cell
proliferation at 72 hours (post seeding)
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IN-VITRO CELL STUDIES

focal adhesion nucleus



In-Vitro Studies

Cell Proliferation Studies

HAE cells were characterised by immunofluorescdiluze cytometry.
Adherent cells were incubated with monoclonocaikaaty PECAM-1.
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Empty curves represent the negative controls aid @arves positive cells on the
polymer surfaces



Platelet Reaction

Parameter

Conformational Changes
of GPIIb/llla Complex

FITC Fibrinogen
Binding

Expression of Pro coagulant
surface

Binding FITC - Annexin V

Microparticles formation

Light Scatter Characteristics
FITC - MoAb

Interaction with Leukocytes
and Endothelium

FITC - CD 62 P - P - selection
FITC - CD Il/CD 18

Platelet degranulation FITC - CD 63
heterotypic aggregation, FITC
Platelet - Lymphocyte aggregates | CD45




Platelet Receptors Control | Loop Alone | 316L Stent| BTL Coated
Stent
GPllIb/llla *
Fibrinogen binding 9.05x 2.7 13.5+£ 4.8 107.6£ 18.5 33.5+7.8
Procoagulant Surface .
AnnexinV binding 4.3£0.9 142+ 2.1 77.3£9.9 38.6+ 7.8
Microparticles
(X10°/L) 22.0x 4.3 43.4+£ 8.5 129.9+ 27.1 94.8+ 18.5
CD62P, P-selection 2.1+0.9 3.6+x1.2 8.1+2.3 45+1.71
CD lla 21.2+5.5 27.3+ 4.8 95.4+17.1 31.9+15.2*
CD llb 39.4+115 | 485+13.1 | 114.1+20.8 71.4+ 124 *
CD 63 11.6x£ 3.6 22.1+ 3.9 88.5+ 9.3 50.2+8.1*
CD 45 Monocytes 116.6£41.3 | 118.8+29.7 | 106.2+31.4 126.7+ 33.7




In-Vitro Studies

Optimised surface chemistry for human
endothelial cell adhesion and proliferation as a
function of polymer modification

Reduced platelet activity vs. 316 steel

Significantly improved corrosion resistance

ISO 10993 biocompatibility
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In-VIvo Studies

72hr study

1 Month Study

3 and 6 Month Study



Protocol 2004-015 - 72 hr (high injury)

SEM analysis at 72hours post deployment shows fgigntly higher
coverage in the accelerate™ AT coating vs. BMS f(@bnt

72hrs — Control #363 LCX

72hrs — accelerate™ AT
#367 LAD




Protocol 2004-015 - 72 hr (high injury)

Scanning Electron Microscopy

72hrs — Control #363 LCX 72hrs — accelerate™ AT LAD



ROTOCOL SCCR 018-05 =72FR (LOW INJURY)






Protocol SCCR 018-05 — 72hr (low injury)

accelerate™ AT

BMS

“Representative SEM
montage images from
accelerate™ AT(top)
and BMS (bottom 2
images). The
accelerate™ ATstent
shows complete
endothelialization over
stent struts. The BMS
stent shows less
endothelialization with
deendothelialized
regions highlighted in
green”.



Protocol SCCR 018-05 — 72hr (low injury)

Immunostaining

Representative images of immunostaining of eNO8wshwith arrow) in
accelerate™ AT and BMS stents.

A B

(A) BMS with no endothelialization over strut (B) accelerate™ ABtrut with
complete endothelial coverage.
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HARTS Participants

Nicholas Kipshidze, MD, PhC-
Raimund Erbel, MD

Vakhtang Kaloiani, MD
Irakli Gogorishvili, MD
Vakhtang Kipiani, MD, PhD
Akaki Archvadze, MD
Mamuka Kobalava, MD
Tsira Gunjua, MD

Lali Patsia, MD



Investigational Device

Accelaate™-AT coated stent

Biomer Technology Ltd.,
10 Seymour Court,
Tudor Road,

Manor Park,

Runcorn,

Cheshire, WA7 1SY
United Kingdom

ClearFlex CE



Study Objectives



Primary Endpoints



Key Inclusion Criteria



Follow-up



Baseline Characteristics




Baseline and post-procedure angiographic
characteristics

Mean stent diameter (mm) 2.2 U372

Mean stent length (mm) li2 15



Distribution of Lesions

5 (25%)

14 (70%)




3 Months Clinical Events




6 Months Clinical Events

Control angiography revealed 61% and 75% in-stentt®nosis
In two patients. This patients had no clinical sigs of ischemia. Balloon angioplasty of
stented segments was performed with good angiograjgihresults.



6 Months Follow-up

VUS




Patient 2.






Patient x. ~



O Months Clinical Events




Biomer Technology Accelerate -AT coated stents

HART |
Biomer Technology Accelerate -AT coated stent



Results



Study limitations
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Thank you!



device surface



In-Vitro Studies



Patient 2.



Patient 5.



Patient 3



Patient 3.
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Patient 6.



Patient 1.



Comparison with ClearFlex-StM Registry six
months results

100%
99%

0.3%
6.7%
18%




Comparison with ClearFlex-StM Registry six
months results

100%

99%
0.3%
6.7%
18%

0.91 +0.47
Ddab U 28



