SOL Japan trial

Safety and Efficacy Study of BP-DPC18 for the treatment of
Femoropopliteal Artery Lesions in Japan
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SOL Japan trial

Design:
* Asingle arm, prospective, multicenter, non-randomized and open trial
Objective:

* To evaluate the safety and effectiveness of the BP-DPC18 Balloon Catheter
Paclitaxel Coated Balloon for treating Superficial Femoral Artery (SFA)
and/or Proximal Popliteal Artery (PPA) lesions.

Sponsor:

* MEDICQO'S HIRATA INC.

Coordinating Investigator :

* Yoshimitsu Soga, Kokura Memorial Hospital
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12 Investigational Site

01 Kokura Memorial Hospital

02 Kansai Rosai Hospital

03 Morinomiya Hospital

04 Kishiwada Tokushukai Hospital

05 Kyoto Prefectural University of Medicine

06 Rakuwakai Otowa Hospital

07 Toho University Ohashi Medical Center

08 lJikei University Hospital

09 Tokyo Bay Urayasu Ichikawa Medical Center

10 New Tokyo Hospital 01 BRSPS 10
11 Ota Memorial Hospital \ | f NS
12 Yamagata University Hospital A “
. ¥
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Key Eligibility Criteria/Study Flow

The number of patients enrolled

Inclusion N =122

* Rutherford category2-4 | L. Discontinued 1

* De-novo stenotic/restenotic or occluded (> 70%) At the one-month follow-up
SFA/prox. PA lesions N = 121 (99.2%)

e Lesion length<200mMm | | Discontinued 2

e Successful pre_d”ation At the six-month follow-up

Exclusion N =119 (97.5%)

............ Death 1

A ) )
Non-native TL At the 12-month follow-up

* Major amputation TL N = 118 (96.7%)

e Severely calcified lesions (PTA resistant) | |} Death 2 ]
| E— Discontinued 3

* |n-stent restenosis At the 24-month follow-up

N = 113 (92.6%)
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Baseline Patient Characteristics

Sex (Female)
BMI (kg/m?)

Obesity (BMI>30)

Never
History of :
.y Previous
smoking
Current

Renal insufficiency

luminor

paclitaxel DCB

74.8+6.9

31 (25.4%)
23.13£3.26
3/122(2.5%)

22/122 (18.0%)
61/122 (50.0%)
39/122 (32.0%)

25/122 (20.5%)

Congestive heart failure
Hypertension
Diabetes

ABI of the target limb

Category 2
Rutherford
T Category 3
Category 4

9/122 (7.4%)
102/122 (83.6%)
70/122 (57.4%)

0.74%0.14
52/122 (42.6%)
66/122 (54.1%)

4/122 (3.3%)
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Lesion and Procedure Characteristics*®

Lesion length (mm)
Stenosis rate (%)

Complete occlusion

Diameter of the reference
vessel (mm)

Calcification (incl. severe
calcification)

Severe calcification

*core laboratory evaluation
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111.0£60.5
74.38 £17.46

28/122(23.0%)

4.74 £ 0.95(Proximal)
4,57 £ 1.02 (Distal)

80/122(65.6%)

9/122 (7.4%)

** site evaluation

B
TASC I
categor
gory C
D

Stenosis rate after pre-
dilatation (%)

Inflation time/
Luminor**

74/122 (60.7%)
39/122 (32.0%)
8/122 (6.6%)
1/122 (0.8%)
34.12 +13.92

171.1 £65.4 sec.
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Primary Endpoint : Primary Patency
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Freedom from cdTLR rate
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Primary Patency (CTO or Stenosis)
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Primary Patency (Calcified)

1.0
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: - , L
_
0.8 1
06 - 4 12 Months h
No calcification 95.2%
Mild/moderate calcification 98.5%
Severe calcification 88.9%
0] \. J( 24 Months )
No calcification 85.7%
Mild/moderate calcification 90.9%
. 9 Severe calcification 63.5% Y
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Primary Patency (Balloon inflation time)
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Univariate Analysis for the Primary Patency(24M)

Gender 1.02 [0.94, 1.10] 0.675
Age, years 1.58 [0.54, 4.64] 0.406
Smoking history 1.23 [0.59, 2.55] 0.583
Hypertension 0.64 [0.19, 2.18] 0.472
Hyperlipidemia 1.12[0.29, 4.25] 0.870
Renal insufficiency 1.13 [0.34, 3.79] 0.844
Diabetes 1.59 [0.55, 4.55] 0.391
Ischemic cardiac disease 0.33 [0.11, 0.99] 0.048
Peripheral artery disease 0.74 [0.25, 2.15] 0.576
Target lesion length 1.01 [1.00, 1.02] 0.071
Stenosis/CTO 2.52[0.87, 7.27] 0.089
Calcified 0.80 [0.28, 2.24] 0.666
Balloon inflation time 1.01 [1.00, 1.01] 0.156
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Comparison of 24M results

Device Luminor IN.PACT Ranger SELUTION
(N=122) (N=65) (N=278) (N=134)

coLapan  JPACT RASERI  scLuTIo
brimary Patency  87+2% 79.8% 84.0% 83.2%
KM 2aM cdTLR 95.7% 90.8% 87.4%* 95.4%
12M Binary 94.7% 88.9% 82.9% 83.50

Primary Patency (112/118) (56/63) (194/234)

KM 12M 96.7% 93.9% 89.8% 87.9%

Primary Patency

*TLR



Safety Endpoint - MAE occurrence rate*

n 122 116
MAE occurrence rate 1.7%(2/119) 13.8%(16/116)
All-cause death 0.8%(1/119) 2.6%(3/116)
far gﬁg'{l‘ga major 0.0%(0/118) 0.9%(1/113)
E;fg;“gfg's A e eirges 0.8%(1/118) 3.5%(4/113)
Clinical-driven TVR 0.8%(1/118) 10.7%(12/112)
I um | nor adjudicated by the Clinical Events Committee anSCU|ar
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MAE Details

All-cause death

Ventricular tachycardia Not related Not related Death
s lelge Beel Not related Not related Death
lymphoma

Aspiration pneumonia Not related Not related Death

Target limb major amputation

Right transfemoral
Not related Possibly related amputation (target
limb)

Gangrene of the right
foot
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Change of Rutherford Classification

0,

100% y; V; y;

90%
80%
70%
60%
50%
40%
30%
20%
10%
0%

Pre 1M 6M 12M 24M

n= 122 121 118 118 112

EOE]1l m2 m3 B4
luminor iVascular

paclitaxel DCB therapies for living



Change of Ankle-Brachial Index (ABI)
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Walking Impairment Questionnaire(WIQ)
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Conclusion

* The SOL Japan trial demonstrated sustained excellent
primary patency rates and low CD-TLR rates over two years
In Japanese patients.

* The occurrence rate of Major Adverse Event (MAE) was low
in the point of estimates against results of clinical trials of
similar medical devices.

* Based on the above, the 24-month efficacy and safety of this
investigational device (BP-DPC18) for the treatment of
femoropopliteal lesions were confirmed.
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Thank you
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Details of Major Amputation
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