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

2-year Outcome

Yoshimitsu Soga, Kokura Memorial Hospital
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打ち切り

95%CI360日 : 0.917

Reasons for failure of primary patency*

PSVR>2.4** 2.5%(3/118)

CD-TLR*** 0.8%(1/118)

Occlusion** 1.7%(2/118)

Stenosis >50%** 0.8%(1/118)

** One case overlapped: CD-TLR＋Obstruction  ** core laboratory evaluation *** adjudicated by the Clinical Events Committee
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12M-PP = 94.9%

Primary Endpoint：1Y Primary Patency and FF-CDTLR
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SOL Japan trial

Design: 

• A single 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: 

• MEDICO'S HIRATA INC.

Coordinating Investigator :

• Yoshimitsu Soga, Kokura Memorial Hospital
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Kishiwada Tokushukai Hospital
Kyoto Prefectural University of Medicine
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Toho University Ohashi Medical Center
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Key Eligibility Criteria/Study Flow

Inclusion
• Rutherford category 2-4

• De-novo stenotic/restenotic or occluded (≥ 70%) 
SFA/prox. PA lesions

• Lesion length ≤ 200 mm

• Successful pre-dilation

Exclusion
• Non-native TL

• Major amputation TL

• Severely calcified lesions (PTA resistant)

• In-stent restenosis

Discontinued  1

Discontinued 2

The number of patients enrolled

N = 122

At the one-month follow-up

N = 121 (99.2%)

At the six-month follow-up

N = 119 (97.5%)

At the 12-month follow-up

N = 118 (96.7%)

Death 1

At the 24-month follow-up

N = 113 (92.6%)

Death 2
Discontinued 3
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Baseline Patient Characteristics

SOL Japan SOL Japan

Age 74.8±6.9 Congestive heart failure 9/122 (7.4%)

Sex (Female) 31 (25.4%) Hypertension 102/122 (83.6%)

BMI（kg/m2） 23.13±3.26 Diabetes 70/122 (57.4%)

Obesity (BMI≥30) 3/122(2.5%) ABI of the target limb 0.74±0.14

History of 
smoking

Never 22/122 (18.0%)

Rutherford
category

Category 2 52/122 (42.6%)

Previous 61/122 (50.0%) Category 3 66/122 (54.1%)

Current 39/122 (32.0%) Category 4 4/122 (3.3%)

Renal insufficiency 25/122 (20.5%)
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Lesion and Procedure Characteristics*

SOL  Japan SOL  Japan

Lesion length (mm) 111.0±60.5

TASC II 
category

A 74/122 (60.7%)

Stenosis rate (%) 74.38±17.46 B 39/122 (32.0%)

Complete occlusion 28/122(23.0%) C 8/122 (6.6%)

Diameter of the reference 
vessel (mm) 

4.74±0.95(Proximal)
4.57±1.02 (Distal) 

D 1/122 (0.8%)

Calcification (incl. severe 
calcification) 

80/122(65.6%) Stenosis rate after pre-
dilatation (%)  

34.12±13.92

Severe calcification 9/122 (7.4%) Inflation time/ 
Luminor**

171.1±65.4 sec.

*core laboratory evaluation ** site evaluation



Primary Endpoint：Primary Patency

End of 
follow up 

window
(24+2M)

84.6%

Days 0 360 720         780

No. at risk 122 114 100           97

12 Months

96.7%
24 Months

87.2%



Freedom from cdTLR rate

End of 
follow up 

window
(24+2M)

93.0%

720360Days 0 360 720        780

No. at risk 122 118 108        102

12 Months

100%
24 Months

95.7%



Primary Patency (CTO or Stenosis)

Log rank p = 0.060

76.6%

90.1%

Stenosis
CTO 

92.6%

97.8%

Days 0 360 720         780

Stenosis 94 90 81           18

CTO 28 24 19           79



Primary Patency (Calcified)

Log rank p = 0.006

12 Months
No calcification 95.2%
Mild/moderate calcification 98.5%
Severe calcification 88.9%

24 Months
No calcification 85.7%
Mild/moderate calcification 90.9%
Severe calcification 63.5%

No calcification 42 40 36 35

Mild/moderate 71 67 59        58

Severe calc 9 7 5 4

360 720 780



Primary Patency (Balloon inflation time)

Log rank p = 0.283

100%

96.1%

93.8%

86.1%

60sec
≥90sec

Days 0 360 720         780

60sec 16 16 15           15

≧90sec 106 98 85           82
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Univariate Analysis for the Primary Patency(24M)

Variable OR [95%CI] p Value

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



Comparison of 24M results

Device Luminor
(N=122)

IN.PACT
(N=65)

Ranger
(N=278)

SELUTION
(N=134)

Study SOL Japan
IN.PACT 

SFA Japan
RANGERⅡ

SFA
SELUTION 
SFA Japan

KM 24M
Primary Patency 87.2% 79.8% 84.0% 83.2%

KM 24M cdTLR
Free 95.7% 90.8% 87.4%* 95.4%

12M Binary 
Primary Patency

94.7%
(112/118)

88.9%
(56/63)

82.9% 
(194/234)

83.5%

KM 12M
Primary Patency

96.7% 93.9% 89.8% 87.9%

*TLR
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Safety Endpoint：MAE occurrence rate*

Period 12M 24M

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)

Target limb major 
amputation

0.0%(0/118) 0.9%(1/113)

Thrombosis at the target 
lesion site

0.8%(1/118) 3.5%(4/113)

Clinical-driven TVR 0.8%(1/118) 10.7%(12/112)

*adjudicated by the Clinical Events Committee
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MAE Details

SAE Procedure-related Device-related Outcome

Gangrene of the right 
foot

Not related Possibly related
Right transfemoral 
amputation（target 
limb）

Target limb major amputation

All-cause death

SAE Procedure-related Device-related Outcome

Ventricular tachycardia Not related Not related Death

Diffuse large B-cell 
lymphoma

Not related Not related Death

Aspiration pneumonia Not related Not related Death
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Change of Rutherford Classification
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Change of Ankle-Brachial Index (ABI)
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Walking Impairment Questionnaire(WIQ) 

0

10

20

30

40

50

60

70

80

90

100

Pre
(n=122)

30D
(n=121)

6M
(n=119)

12M
(n=118)

24M
(n=113)

Pain Distance Speed Climbing



luminor
paclitaxel DCB 

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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Details of Major Amputation

2021年4月右SFAに治験手技実施。
1ヶ月フォローアップ 再狭窄なし
6ヶ月フォローアップ 右SFAに軽度狭窄あり
12ヶ月フォローアップ 右SFAの狭窄進行を認める。跛行なし。

2022年12月
ストーブで暖をとっていた後、右足が低温熱傷となりカデックス軟膏を塗布し経
過観察していたが痛みがでてきたため受診。
右踵が褥瘡壊死、水疱形成・足底腱膜に沿った感染もあり。右足浮腫著明。
右大腿切断術施行。術式：四肢切断術（大腿） 無事終了。

【担当医師見解】本事象は外傷によるものなので治験機器、手技との因果関係はな
しと判断。

【CEC判定】標的病変の狭窄による末梢側への血流不足が、病態進行の要因であっ
た可能性を否定できないことから、機器関連は「関連ありうる」とした。
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