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Grants to Institution: Abbott, Boston Scientific, Medtronic, 
Philips
Speaking/Consulting: Abbott, BD, BMS, Boston Scientific, 
Cagent, Conavi, Cook, Cordis, Endovascular Engineering, 
Evident Vascular, Gore, InfraRedx, Inquis, Medtronic, 
Philips, RapidAI, Rampart, Recor, SoniVie, Shockwave, 
Teleflex, Terumo, Thrombolex, VentureMed and Zoll
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2

3

Revolutionizing Treatment

Clinically Proven Safe and Effective PE treatment

Robust Reimbursement & Health Economics

New PE Therapy Protocol Improving Hospital Efficiency

Intuitive & User Friendly Design
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Dual Mode of Action
Pharmaco-Mechanical Lysis

• Expansion of the basket immediately creates a channel for blood flow
• Procedure repeated 4 X in each lung, as needed.
• Each expansion cuts new fissures in the clot  increasing the lytic 

surface area
• “On the Table”  Total procedure time ~40 min

Primary Mode: 
Mechanical 
Fissures which 
immediately 
improve blood flow

Secondary Mode: 
     Low Dose Lytic 

Therapy to clear 
immediate and 
down stream clots 
in the lungs
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Next Gen Catheter-Directed Platform

Best-in-Class 
Data

Lower Profile & 
Multi-Access

No Blood Loss

Less 
Procedure 
Complexity

Less 
Procedure 

Time

Limit ICU & 
Total LOS

Lower cost
ü Better Outcomes

ü Safer

ü Faster

ü Easier to Use

ü Favorable Economics

Value Proposition

Driving Penetration
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Low-Profile Endovascular Device for the Treatment of Pulmonary 
Embolism, Venous and Arterial Thrombus

ET-0010 Rev. AThe BASHIR™ Endovascular Catheters and the BASHIR™ Plus Endovascular Catheters are intended for the controlled and selective infusion of physician-specified 
fluids, including thrombolytics, into the peripheral vasculature, enabling the restoration of blood flow in patients with venous thrombus.

Hybrid Pharmaco-mechanical Device

Portfolio for Long Lesion Treatments

7Fr/8Fr

7Fr
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Pharmaco-Mechanical Lysis (PML) Dual MOA with 
BASHIRTM Endovascular Catheter (BEC)
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French
Size

Lytic 
Dose

Procedure Time ICU 
Admission

Length of 
Stay

Hemodynamic 
Decomposition / Death

Major Bleeding SAE2 
30 Day

RESCUE
PML (N=109)

7 Fr 14 
mg

55 min 100%1 2.8 days 0.0% 0.9%
0 - ICH

0.9%

RESCUE-II
PML (n=9)

8 Fr 8 mg 39 min 0.0% 3.0 days 0.0% 0.0%
0 - ICH

0.0%

RAPID-PE PML 
(n=50)

8 Fr 8 mg 47 min 2.0%3 2.9 days 0.0% 2.0%4

0 – ICH
0.0%

Lytic Pulse Spray

Mechanical Expansion Low Profile –French 8 

Expansion up to 45 mm

Primary MOA: 
       Multiple Mechanical 

Fissures immediately 
restores blood flow

Secondary MOA: 
      Low Dose Lytic 

Therapy  to clear 
proximal and distal 
thrombus in the

       pulmonary arteries

On The Table (OTT) Procedure
     8 Basket Expansions and 
     4 Pulse Sprays of 1mg r-tPA 
     for each lung

1.       Per protocol for 5 hour r-tPA infusion         2.     Related to device or r-tPA
3.      Only n=1 (2%) of the subjects went to ICU due to their condition, that originated from the ER/Floor pre-procedure
4.       Occurred 48 hours post-procedure – access site bleed compounded by anti-coagulation loading dose
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RAPID-PE PML Interim Results are In Line with RESCUE and RESCUE-II
French

Size
Lytic 
Dose

Procedure 
Time

ICU 
Admission

Length of 
Stay

Hemodynamic 
Decompensation / 

Death

Major 
Bleeding

SAE4 
30 Day

PEERLESS1 
LBMT (n=274)

24 Fr n/a 93 min 41.6% 4.5 days 1.8% 6.9 %
2 - ICH

13.3%

PEERLESS1 
CDT (n=276)

7.8 Fr 16 
mg

65 min 98.6% 5.3 days 5.6% 6.9%
1 - ICH

11.5%

RESCUE2 
PML (N=109)

7 Fr 14 
mg

55 min 100%3 2.8 days 0.0% 0.9%
0 - ICH

0.9%

RESCUE-II2 
PML (n=9)

8 Fr 8 mg 39 min 0.0% 3.0 days 0.0% 0.0%
0 - ICH

0.0%

RAPID PE2

PML (n=50)
8 Fr 8 mg 47 min 2.0%5 2.9 days 0.0% 2.0%6

0 - ICH
0.0%

1. PEERLESS RCT - 550 intermediate risk PE patients at 57 sites assigned 1:1  to either LBMT (INARI) or CDT (EKOS, Cragg-McNamara, and Uni-Fuse). The 
BASHIRTM Endovascular Catheter was not used in the PEERLESS RCT. 

2. RESCUE & RESCUE II are Thrombolex sponsored clinical studies and both have been funded via Grants from the NIH & PA Department of Health.
3. Per protocol for 5 hour r-tPA infusion
4. Related to device or r-tPA
5. Only n=1 (2%) of the subjects went to ICU due to their condition, that originated from the ER/Floor pre-procedure. 
6. Occurred 48 hours post-procedure – access site bleed compounded by anti-coagulation loading dose
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Comparative PE Clinical Data
Contemporary

PE Clinical Studies
Total 
Lytic 

Dosage

Reduction 
RV/LV Ratio

Reduction 
PA 

Obstruction

Safety - 
Major Bleed 

Rate

Thrombolex - RESCUE 14 mg 33.3% 35.9% 0.92%

Thrombolex - RESCUE-II 8mg 22.3% 29.2% 0%

EKOS – SEATTLE II 24 m g 27.1% 29.8% 10.00%

EKOS – OPTALYSE / ARM 
3

12 m g 26.3% 14.0% 3.60%

Penum bra – EXTRACT PE n/a 29.3% 11.3% 1.70%

INARI - FLARE n/a 24.4% 9.3% 0.96%

PEITHO - Anticoagulation n/a 16.1% 8.7% 2.40%

PEITHO - System ic Lytics 100 m g 31.0% 22.0% 11.50%
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Diverse Clinical Applications

A. Pulmonary
o Pulmonary Embolism

B. Venous Thrombus
o Iliofemoral
o Femoral
o Iliocaval (IVC filter)
o Paget-Schroetter 

Syndrome

C. Arterial Thrombus
o Aortic
o Iliac
o Femoral
o Portal Vein

A
C

B
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Clinical Studies

P re-in terven tio n   

O cclu d ed  IV C  
F ilter

P re-in terven tio n  ilio fem o ra l 

th ro m b u s

V en o g ram  o f A xillary  

&  S u b clav ian  V ein

P o st-in terven tio n  
16m g  to ta l r-tP A

T o ta l o f 12m g  
o f r-tP A

P o st-

in terven tio n , 
to ta l 25m g  r-tP A  

P re-in terven tio n  
ao rto g ram

30m in  P o st-in terven tio n
(2) 5m g  b o lu ses r-tP A

B ila tera l 
P E  case

14m g  o f r-tP A  

(7m g  p er P A )

Iliofemoral DVT

Pulmonary Embolism

Arterial Thrombosis

IVC Filter Thrombosis Paget-Schroetter 
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RAPID-PE Study

Principal Investigators
Wissam Jaber, MD
Robert Lookstein, MD

On-the-table registry of Pharmaco-mechanical Lysis with the 
BASHIR™ Endovascular Catheter for Acute Pulmonary Embolism
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RAPID-PE Study
150 Patients at 24 Sites in the USA

Single Arm, 
Multi-Site Post 
Market Study

Shorter 
Treatment 

Time

Eliminate 
Need for ICU 

Stay

Excellent 
Patient 

Outcomes & 
Safety

No Capital 
Equipment

Shorter Total    
Length of Stay

Driving a Shift in the Treatment of Pulmonary Embolism
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Drug Administration

r-tPA Administration 
• Unilateral PE: 4mg r-tPA administered in 10cc/1mg increments 
     x 4 pulse sprays
• Bilateral PE: 8mg r-tPA total administered in 10cc/1mg increments 

x 8 pulse sprays
 
Anticoagulant Dosage and Administration 
• Pre and post procedure: Anticoagulation to be administered 

according to the investigator’s standard of care
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Closing Comments

Clinically Proven Safe and Effective PE treatment solution

New PE Therapy Protocol for Improved Lab Efficiency

Excellent Reimbursement & Net Contribution

No ICU infusion and reduced Total Length of Stay

Reduced Complexity for the Physician, Staff, and the Patient
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Thank you

 esecemsk@bidmc.harvard.edu

 @EricSecemskyMD

   Smith Center for Outcomes Research
   375 Longwood Avenue, 4th Floor 
   Boston, Massachusetts 02215
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