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Background

Several distal anastomotic devices have been introduced to
facilitate endoscopic/robotic coronary artery anastomosis. U-
Clip had been widely applied for this purpose, but withdrawn
from the market. C-Port connectoris an only device used
clinically. We developed a suture for distal coronary
anastomosis, which eliminates knot tying after continuous
anastomosis.

.16.



Suture device

haped mechanisn
» Biocompatible SUS316L stain-less steel
* YAG laser manufacturing upon CAD

* 1.3 X 0.5 mmin size

How to conduct anastomaosis
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Characteristics of this suture device

Easy to manufacture

Low cost

No complicated or bulky mechanism

Simple use (no specific instruction-for —use)

Enables hand-sewing

Continuous, interrupted suture, or whatever
Eliminates knot tying

Enables distal coronary anastomosis in a limited space

Chronic animal model

v Miniature swine (BW 25-30 kg)

v Off-pump CABG (LITA-LAD & RIMA-RCA)

v New suture device (n = 11) vs. Regular 8-0 (n = 3)
v Timing of evaluation: 1, 3, and 6 months

.18.



Graft patency by FitzGibbon criteria

1 mo model 3 mo model 6 mo model

UTA- | RITA- | UTA- | RITA- | UTA-  RITA-
IAD  RCA | LAD | RCA | LAD RCA

5/0 5/0 4/0 4/0 2/0 2/0

1/0 1/0 1/0 1/0 1/0 1/0

6/6 6/6 5/5 5/5 3/3 3/3
(100 %) (100%)  (100%) | (100%) | (100%) (100 %)

Summary of results

» No operative death or late death

» No adverse events

» 100% patency in all anastomoses

» No device fracture or vessel wall invasion
» Similar common inflammatory change

» No thrombus formation at an anastomosis
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Conclusion

Safety, feasibility and durability of this new
suture device were shown in chronic miniature
swine OPCAB model. This may be a promising
distal suture device for CABG in a limited space,

such as endoscopic or robotic CABG.
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Ventrica / MVP

lesign
v Easily manufactured by laser molding according to CAD

v" This suturing device facilitates running suture which is the most
familiar to surgeons.

v Allow omitting knot tying
v Allow Various suturing techniques (running, interrupted)

v Enable running suture in a limited space

» SUS316L stain-less steel
+ Anchor shaped mechanism
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Experimental pro
¢ To evaluate safety and feasibility of the device
¢ Clawn miniature pig, 25-30kg, male
¢ Harvesting bilateral ITAs
¢ Off-pump CABG, LITA-LAD and RITA-RCA
® Device group n=11

Control group (7-0 Prolene®) n=3

¢ Number of animals

6 months
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Experimenta

® Operative evaluation

suturing time
gratt ﬂow

® Chronic evaluation (3, 3, 6 mos)

angiography
FitzGibbon criteria

A: stenosis under 50%
B: stenosis upper 50%

C: occlusion
histopathology
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e In this study, safety and feasibility of this suturing device

were showed in the swine off-pump CABG model.

® Angiography showed perfect mid-to-long term graft
patency in the device group.

» Histopathological examination showed non-specific
inflammatory change in the device group.

e Clinical application of this suturing device, including

minimally invasive surgery, can be justified.

-28.




_#% THE UNIVERSITY OF TOKYO

HLWVEFHIRFEBEME T /NAADIHE
REETOHXTEEFARETILIZCEITS

Hil BR PR BR P a3 S

Oiif B—'. #FPH £52'. HP 8 A", Nirmal Panthee', SR 542", HEE %',
ER# TR EF .M ERT.EAH -, MG B
"MRERFEFBHRER LB

WRERRFELEE BEILSRH

2015 Feb. 18 45™ The annual meeting of JSCVS in Kyoto

P e et che ey
R ey, Bt o

B R

EREBFMELT. BMETFMIINE
PEICILEAIA TS,

eLML., DENEIFEEICENTIE, 8§
BWTFEMIRRIFZEZRLTINSE
TEV#LVKRTHD,

o 4E . BENR/ A /SR EMITHERIR
EZERSI ., BRTFHITERBICE
#THD,

-29-



Ta#)

TR TUENEHILEEIEL. REX
FIFEHEDEREICKY ., BEIRS B )
BT\ A AZRFEL]-.

cAMETIX. ARFE TV FHBRE
TLZERWT, BBRFEHYS TN
A ZADFNEZETMEL 1=,

C(FAMRBE)

o &t RYTOEL Y
$EE R D& D3
2. RTULRED
HRDBEZEFL
f:ﬁi‘éo

.30.




S ’"““"“*-ks&-il.z {."#

-
B .,J&i‘__‘g e e

“‘“[-a*—‘/i‘«rzﬂ%*“ji,il

©/I\Ta—NETHY
azRIEL. EithE
|8Z1T2

.%’5,‘:’0)%:&)&)‘:% B
RBHOEIZRE
A, FitETOoF TSN
L TETREMIRED e
RNEEET .

w«-aﬁm@mm :

| "’(@mTwwxmA%@

<28% EACTS> «(Clawn Mini-pigl<xtL T
ERTT. T/ MR, 7-0
Novel suturing device for distal /—k')jmt D/*‘i%b\

TCABG# 1T,

i [ N
EERICCHAMAR

S T Usivissiry o oo ® ﬁ E§¥‘{ﬁ ( - :5—“/ '(x ‘ -

3
Sor
)?%
-
('T' %
9+
¢+
/\

.31.




e New Zealand white

rabbitZ{EHAL7-,
cOPZIXT/INAR%E.
oPIZlFxarko—)L
ELT8-o/Ry7aE
LoRZRW=,

-

ERFAAAYARR)

cHIFEBIIRICE
BISEERARE D )Y
URIZYELT-.
TEENAR ISR L=,

o thiR Al R UK 4H
B & BFRE. Fi7
BFf. MRREZ
teERL 1=,

-32-




o FRAREREN.. BHAREE
HITER T TIT
LN MEDERRET
RBRFERVIRXT
B\ RBETFW
RIEZHELT-,

s ey s R A g
S e BN Sl

(FiiEhE)

.33.



s S O, 4
OV =Wt NUNWWY

o

£

g -

%‘ R
§

device:3.14+0.13kg
8-0 :3.13%0.18kg
(p=0.89)
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device:121.89*+11.90%
- 8-0 :136.56*11.80%
(p=0.025)
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