
Value Analysis Packet

Thrombolex provides an innovative line of 
Endovascular Catheters featuring an expandable 
infusion basket that allows infusion of physician-

specified fluids for the treatment of acute Pulmonary 
Embolism (PE), as well as Arterial and Venous 

Thromboembolic (A&VTE) conditions
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Thrombolex is committed to providing safe, effective, high quality medical devices that meet 
physician requirements to care for their patients.  We ensure our devices are designed, 

manufactured, tested and distributed under effective quality systems that meet all regulatory 
requirements.
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PRODUCT OVERVIEW

THE PROBLEM

Venous Thromboembolic disease (VTE) is an under-recognized and under-treated 

condition. VTE includes deep vein thrombosis (DVT) and Pulmonary Embolism (PE). PE 

is the third leading cause of cardiovascular-related mortality.

OUR SOLUTION

The BASHIR  and BASHIR  S-B Endovascular Catheters are designed to enable 

physicians to effectively treat Pulmonary Embolism (PE) as well as Arterial and Venous 

Thromboembolic disease (A&VTE) to restore blood flow. For patients with long lesions in 

peripheral vessels, the BASHIR  Plus Family of Endovascular Catheters deliver 

targeted thrombolytics through the expandable infusion basket as well as the distal shaft 

to achieve optimal clinical results.

The BASHIR  Family of Endovascular Catheters uses pharmacomechanical lysis (PML) 

therapy to optimize the resolution of Pulmonary Embolism as well as arterial and venous 

thrombus. Targeted thrombolytics are delivered through the expandable infusion basket 

enabling the immediate restoration of blood flow. This allows for the synergistic effect of 

both endogenous and exogenous thrombolytics to accelerate thrombus lysis more 

efficiently and safely
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TECHNOLOGY OVERVIEW

MODE OF ACTION
Mechanical expansion of the 6 mini-infusion catheters, each with 8 laser-drilled infusion 

holes, create fissures and fragments the thrombus. This mechanism of action also 

increases the surface area where targeted thrombolytics are delivered within the 

thrombus. The synergistic effect of endogenous and exogenous lytics results in 

maximum reperfusion.

SAFETY
The BASHIR  Family of Endovascular Catheters are clinically proven to be safe and 

effective in treating patients with VTE. The Catheters are low in profile and the 

mechanism of action reduces the risk of bleeding due to the optimized delivery of 

thrombolytics for thrombus resolution. 

EASE OF USE 
The BASHIR  Family of Endovascular Catheters are easy to use and do not require 

capital equipment, providing a more cost-effective and efficient therapy when treating VTE 

patients. 
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MECHANISM OF ACTION

SYNERGISTIC ENDOGENOUS AND EXOGENOUS THROMBOLYSIS
(A unique mechanism that enhances the body’s own ability to dissolve blood 

clots, while improving the therapeutic effect of thrombolytic drugs)

Clinical Results from NIH-Funded IDE RESCUE Trialii

 

Thrombolytic delivery via the expanded mini-
infusion catheters 

References: i) Blinc et al. Thromb Haemost. 1994 Feb;71(2):230-5. ii) Comerota et al. Ann Surg. 1997;226(3):306-314. iii) Data from NIH-funded IDE RESCUE Trial.

• PM-CDT therapy using the BASHIR  Endovascular 
Catheter to administer r-tPA in small doses (7mg for 
unilateral and 14 mg for bilateral PE over 5 hours) 
resulted in a 71.1% (40.5% to 11.7%; P<0.0001) 
reduction in the number of segmental PA branches 
with total or subtotal occlusions at 48 hours

• Proximal PA branch total or subtotal occlusions 
decreased by 61.3% (28.7% to 11.0%; P<0.0001) and 
the reduction in segmental artery occlusions 
correlated significantly with the reduction in right 
ventricular/left ventricular (RV/LV) ratio (P=0.0026)

• Rapid resolution of obstruction in the main and 
segmental arteries, with a less than 1% major 
bleeding rate
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Key insights

Significant reduction in obstruction in each 
named segmental pulmonary artery. This 
reduction in pulmonary arteries was based on 
an independent core lab data analysis of 107 
patients from 18 sites in the US with acute 
intermediate-risk pulmonary embolism.

INCREASE

PROMOTE

Luminal filling and blood 

velocity, surface area and 

lytic penetration

Endogenous and exogenous 

thrombolysis Endogenous 

thrombolysis i,ii

Rapid flow restoration

Established by creating a large central 

channel through the thrombus by 

expansion of the catheter basket.

Multichannel infusion

Cleared by expansion of the 6 mini-infusion 

catheters into the thrombus.



PRODUCT SPECIFICATIONS 

KEY DIMENSIONS – Product Code 8201

French Size 8 F (2.67 mm)

Effective Length 92.5 cm (36.44 in)

Infusion Basket Length 12.50 cm (4.94 in)

Infusion Basket Diameter 45 mm max. 

CHARACTERISTICS

Basket Expansion
Controlled by the physician via the actuator (Range: Closed 2.3mm 

to 39mm or 45mm max.)

Thrombolytic Infusion 6 mini-infusion catheters with 48 precision laser-drilled holes

Guidewire Compatibility 0.035”

Sterilization Ethylene oxide gas

Use Single use

Shelf Life 3 years

Unit of Measure* Each

6

To order or for more information, 

contact customer service at 1.844.792.6300 

or fax your order to 267.224.4436

* Suggested initial order quantity of 8 catheters (2 cartons)
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KEY DIMENSIONS – Product Code 8101

French Size 8 F (2.67 mm)

Effective Length 92.5 cm (36.44 in)

Infusion Basket Length 10.00 cm (3.94 in)

Infusion Basket Diameter 39 mm max. 



PRODUCT SPECIFICATIONS 

KEY DIMENSIONS – Product Code 7201

French Size 7 F (2.3 mm)

Effective Length 92.5 cm (36.44 in)

Infusion Basket Length 12.50 cm (4.94 in)

Infusion Basket Diameter 45 mm max. 

CHARACTERISTICS

Basket Expansion
Controlled by the physician via the actuator (Range: Closed 2.3mm 

to 39mm or 45mm max.)

Thrombolytic Infusion 6 mini-infusion catheters with 48 precision laser-drilled holes

Guidewire Compatibility 0.018”

Sterilization Ethylene oxide gas

Use Single use

Shelf Life 3 years

Unit of Measure* Each

7

To order or for more information, 

contact customer service at 1.844.792.6300 

or fax your order to 267.224.4436

* Suggested initial order quantity of 8 catheters (2 cartons)
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KEY DIMENSIONS – Product Code 7101

French Size 7 F (2.3 mm)

Effective Length 92.5 cm (36.44 in)

Infusion Basket Length 10.00 cm (3.94 in)

Infusion Basket Diameter 39 mm max. 



PRODUCT SPECIFICATIONS 

KEY DIMENSIONS

French Size 7 F (2.3 mm)

Effective Length 92.50 cm (36.44 in)

Infusion Basket Length 12.50 cm  (4.94 in)

Infusion Basket Diameter 45 mm max. 

Shaft Infusion 

Additional Treatment Zone 

Segment Length

10.00 cm (3.94 in) for +10

20.00 cm (7.87 in) for +20

30.00 cm (11.80 in) for +30

40.00 cm (15.75 in) for +40

CHARACTERISTICS

Basket Expansion
Controlled by the physician via the actuator (Range: Closed 2.3mm to 

45mm max.)

Thrombolytic Infusion

6 mini-infusion catheters with 48 precision laser-drilled holes in the 

infusion basket, and additionally along the shaft: 

• 42 precision laser-drilled holes for +10, +20, +30

• 56 precision laser-drilled holes for +40

Guidewire Compatibility 0.018”

Sterilization Ethylene oxide gas

Use Single use

Shelf Life 3 years

Unit of Measure* Each

Shaft Infusion 

Segment

Infusion 

Basket

8

To order or for more information, 

contact customer service at 1.844.792.6300 

or fax your order to 267.224.4436

* Suggested initial order quantity of 8 catheters (2 cartons)
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#7240

#7210

#7220

#7230

Product 

Code

https://www.thrombolex.com/clinical-case-results


PRODUCT CATALOG 
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Customer Service: 844.792.6300

Customer Service Fax: 267.224.4436

Email Inquiries: INFO@THROMBOLEX.COM

Place Orders: ORDERS@THROMBOLEX.COM

Website: WWW.THROMBOLEX.COM
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Size Product Item # Device Name Description

8 F
(0.035”

guidewire)

8101 BASHIR  S-B .035
Endovascular Catheter Short Basket

10cm Expandable Infusion Basket

8201 BASHIR  .035
Endovascular Catheter

12.5cm Expandable Infusion Basket

7 F
(0.018”

guidewire)

7101 BASHIR  S-B
Endovascular Catheter Short Basket

10cm Expandable Infusion Basket

7201 BASHIR  Endovascular Catheter 12.5cm Expandable Infusion Basket

7210 BASHIR  +10
Endovascular Catheter

12.5cm Expandable Infusion Basket 
& 10cm shaft infusion

7220 BASHIR  +20
Endovascular Catheter

12.5cm Expandable Infusion Basket 
& 20cm shaft infusion

7230 BASHIR  +30
Endovascular Catheter

12.5cm Expandable Infusion Basket 
& 30cm shaft infusion

7240 BASHIR  +40
Endovascular Catheter

12.5cm Expandable Infusion Basket 
& 40cm shaft infusion



REGULATORY INFORMATION

Intended  Use

The BASHIR  Endovascular Catheter and BASHIR  S-B 

Endovascular Catheter and the BASHIR  .035 Endovascular 

Catheter and BASHIR  S-B .035 Endovascular Catheter are 

mechanical thrombolysis catheters indicated for the:

• Controlled and selective infusion of physician-specified fluids, 

including thrombolytics, into the pulmonary arteries for treatment of 

pulmonary embolism.

• Infusion of physician-specified fluids, including thrombolytics, into 

the peripheral* vasculature, enabling the restoration of blood flow 

in patients with venous thrombus

The  BASHIR  Plus 

Endovascular Catheter is 

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

Trade/Device 

Name

BASHIR  

  Endovascular 

Catheter, 

  Model 7201

BASHIR  S-B 

Endovascular 

Catheter, 

Model 7101

BASHIR  .035 

Endovascular Catheter , 

Model 8201

BASHIR  S-B .035 

Endovascular Catheter, 

Model 8101

BASHIR  Plus 

Endovascular Catheter, 

Model 7210, 7220, 7230, 

and 7240

510(k) Number

K222095

  K211061

  K183290

K222095

K192598
K231653

K211061

K193071

Clearance Date

20 April 2023

  10 June 2021

  25 February 2019

20 April 2023

17 October 2019
03 July 2023

10 June 2021

17 December 2019

Classification 

Name
Mechanical Thrombolysis Catheter

Regulation 

Number
21 CFR 870.5150

FDA 

Classification
2

Product Code QEY – Mechanical Thrombolysis Catheter; KRA - Continuous Flush Catheter

Classification 

Panel
Cardiovascular

Prescriptive 

Details
For the most current material and IFU, please visit www.thrombolex.com
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*Veins and Arteries

https://www.thrombolex.com/clinical-case-results


REGULATORY INFORMATION

BASHIR  Endovascular Catheter 

BASHIR  S-B Endovascular Catheter 
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REGULATORY INFORMATION

BASHIR  Endovascular Catheter 

BASHIR  S-B Endovascular Catheter 
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REGULATORY INFORMATION

BASHIR  Endovascular Catheter 

BASHIR  S-B Endovascular Catheter 
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REGULATORY INFORMATION

BASHIR  .035 Endovascular Catheter 

BASHIR  S-B .035 Endovascular Catheter 
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REGULATORY INFORMATION

BASHIR  .035 Endovascular Catheter 

BASHIR  S-B .035 Endovascular Catheter 
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REGULATORY INFORMATION

BASHIR  .035 Endovascular Catheter 

BASHIR  S-B .035 Endovascular Catheter 
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REGULATORY INFORMATION

BASHIR  Endovascular Catheter

BASHIR  Plus +10, +20, +30, +40 Endovascular Catheter  
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REGULATORY INFORMATION

BASHIR  Endovascular Catheter

BASHIR  Plus +10, +20, +30, +40 Endovascular Catheter  
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REGULATORY INFORMATION

BASHIR  Endovascular Catheter

BASHIR  Plus +10, +20, +30, +40 Endovascular Catheter  
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CODING INFORMATION
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CODING INFORMATION
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CODING INFORMATION
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CODING INFORMATION
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IRS FORM W-9
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All trademarks are property of their respective owners.

All photographs and images taken by Thrombolex, Inc.

© 2024 Thrombolex, Inc. All rights reserved.

75 Britain Drive, New Britain, PA 18901

www.thrombolex.com

To order or for more information, 

contact customer service at 1.844.792.6300 

or fax your order to 267.224.4436
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