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CORONARY ARTERY CUTTING BALLOON
DILATION CATHETER

Version number/date:V1.0/November 2, 2025

Basic Information

Applicant: SHUNMEIMEDICALCO..LTD
. Prospective, multicenter, randomized controlled clinical trial evaluating the safety and efficacy of
Test Name: coronary artery cutting balloon dilation catheter in the treatment of coronary artery disease
Tearlrj\nlﬁ.ader TEDA International Cardiovascular Hospital./Dr. Rui Jing
Test time: June 12th, 2025- August 20th, 2025
Sample size: 168 cases (84 in the experimental group and 84 in the control group)

Experimental Design

Eng::m;ntal Coronary artery cutting balloon dilation catheter (SHUNMEIMEDICALCO..LTD)

Control Group Wolverine Coronary Cutting Balloon, Boston Scientific Company

Primary

Endpoint Success rate of device use (non inferiority design, non inferiority threshold -10%)

main results

Primary efficacy endpoint Expg:gr:l%ntal Control Group 95% CI
- success rate of device
use 97.62% 96.39% [-3.94%, 6.41%]

Q Non inferiority established (Cl lower limit>-10%)
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Safety results

AE incidence rate in the experimental group c?nn:{gé,?égl:-gtéls %gf;ﬂ:?ﬁ';mg:a;?guﬁ

32.14% 34.52% 1 case

There was no statistical difference in safety indicators between the two groups, and no
device defects occurred

Conclusion

The coronary cutting balloon dilation catheter from Shenzhen Shunmei Medi-
cal Co., Ltd. is as safe as Boston Scientific's cutting balloon catheter in the
treatment of coronary artery disease, and its effectiveness is not inferior to the
control product. There is no significant difference in clinical prognosis between
the two devices.
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@ Outstanding Crossability Models and Sizes:

The balloon features a dual-layer design. The inner layer provides strong support and burst performance,
ensuring effective balloon dilation. The outer layeris soft and significantly enhances the ability to navigate through Balloon Effective Balloon  Effective Catheter Total Number Numberof  Crossing

Model Number Diameter (mm) Length (mm) Length (cm) Of Blades  Blade Rows Profile (in)

narrow and complex vessels.

. . . . 635519 2.00x5 5 3
High-pressure resistance:20 atm (non-compliant balloon design)
635520 2.00x10 10 6
. 2 0.0460
@ Non-compliant Balloon 635521 2.00+15 1 °
. L 635762 2.00%x20 20 12
The non-compliant balloon is high-tol-
635522 2.25%5 5 3
erance and not easy to break.
635523 2.25%x10 10 6
2.25 0.0460
635524 2.25%15 15 9
635763 2.25%20 20 12
635525 2.50%5 5 3
@ . . 635526 2.50%x10 05 10 6 0.0490
Excellent Deliverability 635527 2.50%15 ' 5 ° '
The combination of a high-pushability shaft and a 635764 2.50%20 20 12 3
\
lowfriction hydrophilic coating ensures smooth delivery . Y 635528 2.75x5 5 3
and easy navigation through complex lesion areas. 635529 2.75x10 275 10 6 0.0490
635530 2.75%15 15 9
\ 635765 2.75%20 20 12
. 635531 3.00%5 5 3
635532 3.00x10 10 6
3 145 0.0520
635533 3.00%x15 15 9
\ 635534 3.25%5 5 3
635535 3.25x10 10 6
- 3.25 0.0520
635536 3.25%15 15 9
635767 3.25%x20 20 12
635537 3.50%5 5 4
@ Precise Cutting 635538 3.50x10 35 10 8 0.0570
. L . . 635539 3.50x15 15 12
The sharp-edged blade effectively performs directional cutting on the lesion.
635768 3.50%x20 20 16
4
635549 3.75%5 5 4
635550 3.75x10 10 8
3.75 0.0570
635551 3.75x15 15 12
Technical specification 635769 3.75%20 20 16
Guide Wire Size (in) 0.014” 635552 4.00%5 5 4
Effective Catheter Length (cm 145
gth (cm) 635553 4.00x10 4 10 8 0.0580
Entry Profile (in) 0.0162 635554 4.00%15 15 12
Tip Crossing Profile (in) 0.0220 635770 4.00%20 20 16
Nominal Pressure of Balloon (kPa(atm)): 1013(10)
Rated Burst Pressure of Balloon (kPa(atm)): 2026(20)
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