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Pharmaco-Mechanical Lysis (PML) with
BASHIR™ Endovascular Catheter (BEC)

Primary MOA:
Multiple
Mechanical
Fissures which
immediately
improve blood
flow

Low Profile — French 8 Mechanical

Secondary MOA:
Low Dose Lytic
Therapy to clear
immediate and
down stream
clots in the

Expansion up to 45 mm lungs

New Unique Combination Therapy — Dual Mode of Action
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Background — RESCUE

CENTRAL ILLUSTRATION Primary Efficacy and Safety Endpoint Results of the RESCUE Trial

A

c

Reduction of 0.56 + 0.41 30 4 Reduction of 8.0 + 3.9
(95% Cl: 0.48-0.64) (95% Cl: 7.3-8.8)
2.0 1 P < 0.0001 z £=0.0003
U
v -
33.3% reduction .E 35.9% reduction
1.5 4 2 20 -
s
)
- ki
e £
é 1.0 4 -é
= S 10 -
-
0.5 + g
x
0- 0 A
Baseline 48 Hours Baseline 48 Hours
CTATime CTATime
Mean reduction in Mean reduction in Major adverse events Major bleeding Median BASHIR Median hospital
RV/LV ratio PA obstruction index within 72 hours within 72 hours catheter placement length of stay
time
33.3% 35.9% 0.92% 0.92% 15 mins 2.8 days

Bashir R, et al. J Am Coll Cardiol Intv. 2022;15(23):2427-2436.




giegiag RESCUE || STUDY (on-the table 10 pts feasibility)
Core Laboratory Data

CENTRAL ILLUSTRATION RV/LV Ratio and Reduction in PA Obstruction in Patients Treated With On-the-Table PML
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RAPID-PE: Study Objective

, —

Assess the safety and efficacy of On-The-Table (OTT) protocol
of Pharmaco-Mechanical Lysis (PML) in patients with

Intermediate-risk acute pulmonary embolism without a
prolonged infusion.

Prospective Multicenter Single-arm clinical trial.
Pre-specified Interim Analysis of 50 patients



RA’i ””’EST”DY RAPID-PE “On-The-Table” (OTT) Protocol

Bilateral PE — Total 8 mgs of rt-PA with 8F BEC (8 Basket Expansions + 8 Pulse Sprays each 1 mg — 4 in each lung)
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Primary endpoint (Efficacy):
Death plus hemodynamic decompensation at 7 days.

Secondary endpoint (Safety):
Major bleeding rates (ISTH criteria) within 72 hours
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METHODS:
Key Eligibility Criteria

Inclusion Criteria

HwnN

18 years to < 75 years of age;

PE symptom duration < 15 days

Filling defect in at least one main or lobar pulmonary artery
RV/LV end diastolic diameter ratio =2 0.9

Exclusion Criteria

H wnN

CVA with residual hemiplegia
Major surgery < 10 days
Thrombectomy or thrombolytics within prior 4 days

High risk of catastrophic bleeding
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Key Secondary Endpoints

ICU Admission

Device-related adverse events.
All-cause mortality at 30-day follow-up.
SAEs through 30-day follow-up.

Recurrent PE through 30-day follow-up.
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62 patients enrolled to
date

First 50 patients
pre-specified interim
analysis is presented
today

RESULTS: Baseline Characteristics

Age (years) 61+ 13.7
Body mass index (kg/m?) 35.8+9.9
Male 31 (62%)
Female 19 (38%)
Caucasian/Non-Hispanic 29 (58%)
African American 21 (42%)
Elevated Troponin or BNP 45 (90%)
Elevated Troponin 37/50 (74%)
Diabetes mellitus 10 (20%)
Previous DVT 20 (40%)

History of Pulmonary Embolism 5 (10%)
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RESULTS: Procedural Characteristics

Total dose of rt-PA, mg
Unilateral PE (Pulse spray) 2/50 (4%)
Bilateral PE (Pulse spray) 48/50 (96%)

Median (£SD)

Total Procedure Time (minutes) 43.5 (£17.4)
Treatment Time (minutes) 17.5 (£6.7)
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RESULTS

Primary endpoint (Efficacy):

None of the fifty patients died or experienced
Hemodynamic decompensation at 7 days.

Major bleeding rates (ISTH criteria) within 72 hours
One Major bleed (2%)
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RESULTS: Safety Outcomes

Outcomes n (%)

Procedural Success (n=50) 50 (100%)
Major bleeding within 72 hours (ISTH) (n=50)* 1 (2%)
Major device related adverse events (n=50) 0 (0%)

Post Procedure 4 patients were sent to ICU:
e 2 started in ICU and returned to ICU
e 2 started in ER/Floor and admitted to ICU

4 (8%)

% CRF’

TCT *Occurred 48 hours post-procedure — access site bleed following loading dose of anti-coagulation
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RESULTS: Secondary Outcomes

Outcomes N (%)

Clinically Relevant Non-Major bleeding (n=50) 1 (2%)
Recurrent PE through 30-day follow-up (n=50) 1* (2%)
SAEs (unrelated) through 30-day follow up (n=50) 10** (20%)
All-cause mortality at 30 days (n=50) 0 (0%)
Intracranial Hemorrhage (n=50) 0 (0%)
Readmission through 30-day follow up (n=50) 6 (12%)
Median Hospital Length of stay in days £ SD (n=50) 203+ 2.235

* Patient stopped anticoagulation
** The other SAEs are not related to treatment or to PE




RAPID-PE STUDY Discussion
Death and Hemodynamic decompensation (%)
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Hospital Length of Stay
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CONCLUSIONS

These interim results achieved by 17 different operators confirm the
feasibility, safety and efficacy of the OTT approach using the BASHIR
catheter and small doses of r-tPA previously reported in the single-
center small RESCUE Il study

The very short procedure time, avoidance of ICU stay post-procedure
and short LOS in almost all patients has important clinical and
economic implications

Larger studies and comparison to anticoagulation alone are needed
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