A Multi-Center, Single Arm, Prospective Study of a New Partially Covered Nitinol Self-Expanding Stent
for the Palliative Treatment of Malignant Bile Duct Obstruction
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o There have been 4 cases (5.8%) of recurrent obstruction to date:

» 1 patient had a stent occlusion due to tumor overgrowth on day 36
managed by placement of a second SEMS inside the WallFlex Biliary RX

This investigational device has not received FDA clearance.

WallFlex® RX Bili Stent:
All data presented in this report are preliminary. affrlex fiary stents

Uncovered Partially Fully Covered Partially Covered stent
Covered
T > 1 patient had a partial stent migration at 111 days, the WallFlex Biliary RX

Partially Covered stent was removed and another SEMS was placed

A )
/3 rE SEa > 1 patient had a stent migration at 189 days, the stent was cut with APC
% e LW] and another SEMS was placed inside.
' > 1 patient had stent migration at 2 days, and the WallFlex Biliary RX
+ Uncovered: 510(k) cleared, CE marked Partially Covered stent was repositioned.

« Partially Covered: Not available in U.S., CE marked, Post market 6 X foll dt06 h ired . .
study ongoing outside of U.S. patients followed to 6 months required no re-intervention.

+ Fully Covered: Not available in U.S., not CE marked, U.S. IDE study e From baseline to 1 month the mean number of reported obstructive
ongoing symptoms improved from 3.2 to 0.8 and total bilirubin levels reduced on
average by 73.4%.

At 1 month 66% of patients were free of all obstructive symptoms.

Baseline Characteristics

N=69 %
Gender Male 36 52.2%
Age (years) Mean (Std Deviation) 68.8 (12.7) - Summary Results
Backg roun d Obstruction Location | Papilla 6 8.7% Mean Procedure Duration 28 minutes (range 5-95)
Distal CBD ® 832% Technical Success 97.1% (67/69)
) ) Mid-Distal CBD ! 14% WallFlex Biliary RX Partially Covered Stent in situ - : f - :
s Covered self—efxpandlng metal stents (SEMS) are widely used for the Mid CBD 5 217% The cystic duct is well drained and aerobilia is present e Stent too long, cut with APC 1.4% (1/69)
management of malignant biliary duct strictures. Proximal CBD 2 2.9% X . . o
- - ) e Low bifurcation, stent in LHD, | 1.4% (1/69)
o The WallFlex® Biliary RX Partially Covered Stent (Boston Scientific, Natick Type of y | Pancreatic 47 68.1% o ‘ ’
; ! . o I Common Bile Duct 9 13.0% repositioned at 2 days
MA, USA) is a platinum-cored wire composed of Nitinol (Platinol™) wire, Ampullary 3 S5 R Bili Obstruct 5.8% (469
braided in a tubular, closed-cell mesh configuration resulting in a self- Gallbiadder 3 T ecurrent biliary Obstruction 8% (4/69)
expanding stent that is radiopaque and flexible. The stent is partially-covered Other ( 3 8.7% Mean time 84.5 days
with a Permalume™ coating to reduce the potential for tumor ingrowth. Procedure Type* De-novo Placement 38 55.9% e Tumor overgrowth 1.4% (1/69) Day 36
There are flared and looped ends on both ends to aid in preventing Prior Plastic Stent 30 1% e Migration 4.3% (3/69) Day 2
migration and an integrated retrieval loop for removal during the initial e Removed g ’
N N patient’s information missing 111,189
placement procedure in case of incorrect placement. 2
e The stent is available in 40 mm, 60 mm, and 80 mm lengths, with diameters WALLFLEX BILIARY BILIARY RX PARTIALLY Procedure data (n=71) Device Related Complications
of 8 mm (60 and 80 mm lengths only) and 10 mm (all lengths). 100% COVERED STENT USE Event Tncid Management
Characteristic n % Cholecystitis 2/69 (2.9%) Percutaneous Cholecystectomy (1)
80% 76% WallFlex Biliary Stent Placed _ Per Gallbladder Drain (1)
8 mm x 60 mm 1 1% Stent Migration 3/69 (4.3%) Stent replaced (1)
60% 10 mm x 40 mm 13 18% Stent cut wi%h_ APC, another SEMS placed inside (1)
10 mm x 60 mm 54 76% Stent Repositioned (1)
10 mm x 80 mm 3 4% Pancreatitis 1/69 (1.4%) Antibiotis
. ) . . ) . 40% Right Upper Quadrant | 1/69 (1.4%) Pain medication
e The WallFlex Biliary RX Partially Covered Stent is being studied under this Abdominal Pain
investigation for palliative treatment of bile duct strictures caused by 20% Fever 1/69 (1.4%) Unknown
malignant neoplasms. It has been CE marked, but has not yet received Total 8/69 (11.6%)
regulatory clearance in the United States. 0%

o Ethics Committee approvals were obtained and all patients were consented. £260 1040102601060 ConCI USionS
e Enroliment in a 70 patient prospective multi-center trial is complete and 6 The WallFlex bends following the angulation of the The Wallflex is gently pulled back with a foreign body
month follow-up is ongoing (approximately 40% complete). common bile duct. Aerobilia is present. forceps e Preliminary data for the new self-expandable WallFlex Biliary RX Partially

o At present, patient disposition is as follows: 26.1% (18/69) died, 8.7% (6/69) K ) . ) Covered Stent stent with Platinol wire suggest that the stent may palliate
completed follow-up through 6 months, 2.9% (2/69) withdrew consent, 1.4% e One consented patient did not receive a stent because of failure to cannulate. . ) . most patients with malignant biliary obstruction.
(1/69) lost to follow-up, and 60.9% (42/69) remain on study. e 67 patients received 1 stent and 2 patients received 2 stents at the time of initial Total Bilirubin Levels Per Visit o Follow-up is ongoing to assess long-term (6-month) adequate palliation by
e Primary endpoint is adequate palliation defined as absence of recurrent placement. this stent.
biliary obstruction until 6 months or death. e Stent expansion was inadequate at the time of placement in 3 patients. Characteristic Baseline Mon1 % Difference from Baseline
e Secondary measures include evaluation of success of stent placement, e No additional intervention was administered and all 3 patients completed Mean (N) 11.03 (51) 2.15 (44) 73.4% (42) Warning: The safety and effectiveness of this device for use

complications, and seven common biliary obstructive symptoms assessed at follow-up without re-intervention. i - -
p! ry ymp! p (Min,Max) (0.5, 38.0) (0.1,12.0) (-95.5 - 50.0)

; o in the vascular system have not been established.
baseline and at each follow-up visit.
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