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Biliary Transhepatic Stent System

Wallflex Transhepatic
Biliary Stent System
- Module 1 -

Boston Scientific Confidential — For internal Use Only. Do Not Copy, Display or Distribute Externally. P1-459901-AA
© 2016 Boston Scientific Corporation or its affiliates. All rights reserved.



Pancreatic-Biliary Anatomy
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Right Hepatic Duct
Cystic duct %

Biliary strictures are an abnormal narrowing of the common bile duct which might
obstruct the drainage of bile from the liver to the small intestine or duodenum.
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Disease states

Obstructive diseases:

O Malignant strictutres:
« Pancreatic cancer — #1 cause of biliary strictures

« Cholangiocarcinoma (cancer of the bile duct)
» Gallbladder cancer
» Liver cancer

O Benign strictures:
« Chronic pancreatitis
« Post-operative effects
* Liver transplant

Treatment Prognosis:
« Palliative care — typically 3 - 15 months for malignant disease

« Patient comfort and quality of life are the primary objectives
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Malignant Biliary Strictures Treatment Algorithm -
BSC IO opportunity
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Benign Biliary Strictures Treatment Algorithm =

BSC 10 opportunity e
T

Benign
Biliary Strictures

Post-operative Post OLT Chronic pancreatitis PSC Cﬁgfg&”g{g;’g&y Portal Biliopathy
Multistenting Multistenting (Surgery Steroid or SEB r/-tdlla:atlton *
- : contraindicated) Balloon dilatation +/- - - plastic sten
(If fails) (If fails) Stent immunosoppressive (if bleeding)
FC SEMS FC SEMS FC SEMS , agents +/- stent —c SEMS

FC SEMS: Fully Covered Self-Expandable Metallic Stent
POST OLT: Post Liver Transplantation Obstruction

PSC: Primary Sclerosing Cholangitis

SEB: Self-Expandable Balloon
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Biliary stenting

~Boston .
fic

Scientl

Biliary stenting is necessary when tumors or strictures compress the biliary
ducts and obstruct bile drainage. The main purpose is: Restart bile flow.

Diagnostic &
Referral
I
I |
E Interventional
ndoscopy
department Oncology
department*
( )
ERCP PTC
. J
, | , |
~10% failure * _Centers with large
| liver departments
( )
ERCP: Endoscopic retrograde cholangiopancreatography PTC
PTC: Percutaneous transhepatic cholangiogram
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IR treatment preferences
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» Continually use drainage catheters, replacing every 4-6
weeks.

Bad experience with uncovered stents that could not be
removed.

Because drains are in their comfort zone.

1. Prefer
drains <

Drain first to decompress, then stent 1-3 days later.
2. Drain prior < Use of plastic, non-covered, vascular or covered stents.

to stent « Biliary drainage catheters & stents are complementary
products.

» Use of plastic, non-covered, vascular or covered stents.

3. Primary <
stenter

» Rarely use of drainage catheters. Uncomfortable for the
patient.

N~
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Wallflex Transhepatic Biliary Stent System
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Indicated for use in the palliative treatment of
biliary strictures produced by malignant
neoplasms and, in case of fully covered version,

approved for the treatment of benign strictures

APPROVED FOR

BENIGN

INDICATION
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Pioneering designs — Practical benefits M

Platinum Nitinol

Flexibility

— Aids in placement in tortuous anatomy

Full-length radiopacity

— Platinum core aids visibility during stent placement

Braided construction
— Designed to resist compression and maintain stent patency

Closed-cell construction and Permalume™ Covering
— Help resist tissue ingrowth

-

Looped and flared stent ends
— Designed to reduce the risk of stent migration and tissue trauma
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Pioneering designs — Practical benefits
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* Integrated retrieval loop

— Fully and patrtially covered stents only APPROVED FOR
— Located at distal stent end (in duodenum) %EIEST%N
— FC version - Approved for Benig Indication

Successful Management of
Benign Biliary Strictures With
Fully Covered Self-Expanding

Removable up to
- Metal Stents — Deviére et al.

Largest prospective study and &b yvear follow-up
for Self-Expandable Metal Stents for management
of baenign biliary strictures, identify patients at
high-risk and low-risk migration of these stents
after placemeant, and understand the risks and
months post-deployment benefits of Fully Covered Self-Expandable Metal
in benign biliary-strictures Stents versus plastic stents for management of
chronic pancreatitis. Clearly shows remowvability
at 12 months is excellent. The stricture resolution
rates for Chronic Pancreatitis Is much highear
than for plastic stents amnd completed in one
J Distribprunedure. Gastroenterology 201414 7:385-39b
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Matrix & Ordering Info

Order Nuembar

Diametar Mominal
{mm}

Langth Mominal
{rmm)

Fully Cowvered Stents with Permalume™ Cowering

Cowverad Langth
{rmarm

Parally Coversed Qly

Cathataer Diametar

Bf_}blUﬂ
fic

cwnu

Guidawira Diametar

B DD &7 S0 8 ] - 285 F{22Z mm] 0025 {089 mm)
MDI=TIETID 8 Bl - 85 F{2282 mm] 0035 (089 mm)
FADIETEAD 8 100 - 835 F {282 mm] 00325 {089 mm)
FADDET eSO 8 120 - 285 F {282 rmmm) DLOES™ (D839 mm]
FADDETSBE0 10 40 - 835 F {282 mm] D025 {089 mm)
FADDET RSB0 10 B - 85 F {282 mm] D025 {089 mm)
FADIETABA0 10 Bl - 85 F {282 mm] D025 (089 mm)
FADISTEIED 10 100 - 85 F {2832 mm] D025 (089 mm)
FADISTEITO 10 120 - 85 F {282 mm] D025 (089 mim)
Partially Covered Stemts with Permalume Covering
FADDET N0 8 ] E-17] 285 F{22Z mm] 0025 {089 mm)
FDDETETIO 8 Bl 69 285 F{228Z2 mm] 003%™ (089 mm)
FADOETEERD 8 100 a8 285 F{22Z mm] 0025 {089 mm)
FADOETEEDD 2 120 s 25 F {2283 mm) 0025 (089 mm)
FADDETATED 10 40 28 285 F{22Z mm] 0025 {089 mm)
FDDETETID 10 B 449 285 F{228Z2 mm] 003%™ (089 mm)
FADDETATAD 10 Bl [1%] 285 F{22Z mm] 0025 {089 mm)
B DD &7 e 500 10 100 a8 285 F{228Z2 mm] 003%™ (089 mm)
FADDETEITID 10 120 1= 285 F{22Z mm] D025 {089 mm)
Uncovered Stemts
FADDET 862D 8 40 - 2.0 F{2E67 rmm] 0025 {089 mm)
FADDETSEI0 8 B - 2.0 F{2E67T mm] 0035 (089 mm)
FADIET 26490 8 Bl - 2.0 F{2E67 mm]) 0025 {089 mm)
BADDRT AN 2 100 - 8.0 F {267 mm) 0025 (089 mmi)
FADIETEIE0 8 120 - 2.0 F {267 rmm] D025 {089 mm)
A DDET 86D 10 440 - 2.0 F {267 mm] D025 (089 mm)
FADIETASETO 10 ] - 2.0 F {267 rmm] D025 {089 mm)
A DDET S50 10 Bl - 820 F {267 mm] D025 (089 mim)
FADIST 8600 10 100 - 80 F {267 rmm]) DLOE5™ (D83 rmmm])
FADISTEII0 10 120 - 820 F {267 mm]) D025 (089 mm)

100 and 20mm lemghts are manureciured and swallable on demsnd onky
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All cited trademarks are the property of their respective owners.

CAUTION: The law restricts these devices to sale by or on the order of a physician.
Indications, contraindications, warnings and instructions for use can be found in the
product labeling supplied with each device. Information for the use only in countries with
applicable health authority product registrations. Material not for use in France.
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