COOK’

MEDICAL

Fusion®
Dual Platform

THE LONG
and THE SHORT o

ERCP

Product Line

Peter V. Draganov, M.D.
Director of Endoscopy
Associate Professor of Medicine
University of Florida

Wire guides are an indispensable
part of ERCP. They are used to
gain and maintain access to
the desired duct, and provide
a platform for insertion or
withdrawal of various devices.
Traditionally, long wire guides
were exclusively used at the
time of ERCP. The long length
is dictated by the need to
exchange various devices over
the wire, and therefore the wire
length should be, at minimum,
twice the length of the device
(the typical ERCP wire is 450 cm
in length).
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"WHO'S WHO" OF ENDOSCOPISTS
IN HONG KONG FOR THE 24TH
INTERNATIONAL WORKSHOP

ON THERAPEUTIC ENDOSCOPY

2ND ANNUAL INTERVENTIONAL
ENDOSCOPY COURSE FOR

GI NURSES AND TECHNICIANS
AND FELLOWS

"AN ETERNITY OF THREE
INTENSE MINUTES" - THE FEBRUARY
27,2010 CHILEAN EARTHQUAKE

NEW WEB-BASED VIDEO LIBRARY
WILL CREATE A COMMUNITY FOR
EUS PRACTITIONERS

DIGESTIVE HEALTH CARE

AT MASSACHUSETTS GENERAL
HOSPITAL, HARVARD
MEDICAL SCHOOL

ESOPHAGEAL EVOLUTION CASE
STUDY - STENT DESIGN MAY
REDUCE MIGRATION

HARVARD EUS LIVE 2009 - THE

TEACHING AND TRAINING OF
ENDOSCOPIC ULTRASOUND

UNUSUAL BILIARY ANATOMY
AT ERCP
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JDDW 2009 ATTRACTS
17,000 PARTICIPANTS

NEWS FROM SIGNEA - HIGHLIGHTS
OF GASTRO 09 AND GI NURSES 09
SCIENTIFIC PROGRAM
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Reduced device exchange, stent insertion, total procedure, and
fluoroscopy times

Maintaining stable ductile access

Physician control of the wire may facilitate cannulation and reduce
ampullary trauma, and decrease rate of post-ERCP pancreatitis

Unfortunately, the use of a short-wire system may impose insurmountable
challenges in some situations:

More complex cases where multiple exchanges are needed

Advanced techniques are required, such as double wiring for
hilar stricture

When the ERCP devices are not used in typical order

When non-ERCP devices are used at the time of ERCP, such as over
the wire upper endoscopy dilation balloons
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was found located -
created a challenge with obtaining cannule
to use the Fusion Omni sphincterotome. That gave
the ability to rotate the sphincterotome to accommoda
and to take control over wire manipulation for precise cannulz

After | achieved successful bile duct cannulation, the hilar struc
visualized; then deep-wire access was obtained to the right biliary system.
able to access the right biliary system and then immediately inserted a seconc
wire through the same sphincterotome and gained access to the opposite left
side of the liver. To complete the procedure, | sequentially deployed two plastic
stents, one in the right and the other in the left biliary branches.

| noted that Fusion carries some distinct advantages, including reduced device
exchange, stent insertion and fluoroscopy times. It also provides for physician
to control of the wire, which may lead to improved cannulation rate, decreased
trauma to the ampulla and decreased risk of post-ERCP pancreatitis. In addition,
physician wire control makes the success of ERCP less dependent on the
availability of a highly trained assistant.

Finally, | concluded that Fusion provides trainees the opportunity to experience
both the use of short wires and long wires as appropriate and ultimately prepare
them for both options when moving into practice of their own.

Fusion Dual Platform:
A Prospective, Randomized,
Controlled Trial

A recently completed randomized
control study, performed at the University
of Florida, formally evaluated the
performance characteristics of Cook
Medical’s Fusion Dual Platform ERCP
product line. A total of 71 patients (38
male, 33 female), mean age of 60.3
years, were enrolled. The indications for
the ERCP were biliary stones (N=38),
obstructive jaundice (N=14), post-liver
transplantation (N= 11) and chronic
pancreatitis (N=7).

Fusion provided for a significantly
faster mean device exchange time (125
seconds), compared with the long-wire
system (177 seconds)(p=0.05). The mean
stent insertion time (135 seconds) was
significantly shorter with Fusion versus
the long-wire system (254 seconds) (p>
0.001). Atrend toward shorter procedure
time, fluoroscopy time and cannulation
time was also noted with Fusion. One
incident of post-ERCP pancreatitis
occurred in the Fusion group and two
cases in the long-wire groups.

This first study evaluating Fusion has a
number of strengths: 1)itis a prospective
randomized controlled trial; 2) potential
for bias was minimized by blinding the
endoscopist to the study hypothesis and
measured outcomes, and the person
measuring the outcomes to the study
hypothesis; 3) all procedures were
done by the same physician, reducing
confounding from variation in technical
skills; 4) patients with various indications
for ERCP were enrolled; and 5) the
difference in device exchange and stent
insertion times were not only statistically
significant but also clinically significant
(device exchange and stent insertion
were faster on average by 52 and
119 seconds, respectively, for Fusion
compared with the long-wire device).
This latter point is particularly obvious
in patients undergoing more complex
ERCP procedures requiring multiple
device exchanges or placement of
multiple stents, in whom these efficiency
advantages are magnified.

In conclusion, the study demonstrates
that Fusion provides for significantly
shorter device exchange and stent
insertion times compared with traditional
long-wire ERCP devices.





