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VI. 51 O( k) Summary of Safety and Effectiveness Information 

As required by the Safe Medical Devices Act of 1990, coded under Section 513, 
Part (1)(3)(A) of the Food, Drug and Cosmetic Act, a summary of the safety and 
effectiveness information upon which substantial equivalence determination is 
based follows: 

A. Submitter Information: 

Applicant: Bard Peripheral Vascular, a division of C.R. Bard, Inc. 
1625 West 3rd Street 
Tempe, Arizona 85280 

Phone: 480-303-2752 
Fax: 480-449-2546 
Contact: Aymee R. Berry, Associate Manager, Regulatory Affairs 

B. Device Name: 

Trade Name: 
Common or 
Usual Name: Tracheal Prosthesis 
Classification 
Name: Prosthesis , trachea I 

FLUENCYTM Tracheobronchial Stent Graft 

C. Predicate 
Device Name(s): WALLGRAFTTM@ Tracheobronchial Endoprosthesis 

Boston Scientific 

Bard LUMINEXXTM 7F Biliary Stent 
C.R. Bard, Inc. 

Bard memotherm@ Covered Esophageal Stent 
C.R. Bard, Inc. 

VIABAHN TM Endoprosthesis 
W.L. Gore & Associates, Inc. 

0. Device Description: 

The FLUENCY TM Tracheobronchial Stent Graft includes a self-expanding 
Nitinol Stent encapsulated with ePTFE pre-loaded on a flexible “pull-back” 
delivery system. It is a single use prosthetic device designed to maintain 
the patency of the tracheobronchial tree in patients with tracheobronchial 
strictures produced by malignant neoplasms or in benign strictures after all 
alternatives have been exhausted. Highly radiopaque Tantalum markers 
on the stent graft ends facilitate stent graft placement. The FLUENCYTM 
Tracheobronchial Stent Graft is available in various lengths and 
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diameters. It is preloaded into various size delivery catheters, depending 
on the size of the stent graft. 

E. 

F. 

Statement of Intended Use: 

The FLUENCYTM Tracheobronchial Stent Graft is indicated for use in the 
treatment of tracheobronchial strictures produced by malignant neoplasms 
or in benign strictures after all alternative therapies have been exhausted. 

Substantial Equivalence: 

A variety of tests, assessments, and comparisons demonstrate that the 
FLUENCY TM Tracheobronchial Stent Graft is substantially equivalent to 
the following predicates in terms of composition, design, intended use, 
and performance attributes as noted below: 

The FLUENCYTM Stent Graft is substantially equivalent to the 
WALLGRAFTTM Endoprosthesis in indication for use, method of 
deployment, and in-vitro testing. 

The FLUENCYTM Stent Graft is substantially equivalent to the 
VIABAHNTM in both stent graft materials and indication for use. 

In addition, safety and effectiveness of the FLUENCYTM Stent Graft is 
further supported by comparability to other legally marketed devices as 
follows: 

0 The FLUENCYTM Stent Graft and delivery system is comparable to the 
LUMINEXXTM 7F Biliary Stent Graft (Nitinol stent) and delivery system 
as previously demonstrated. 

The FLUENCYTM Stent Graft is comparable to the memotherma 
Esophageal in covering and stent material. 
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