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Evolution” family of stents

Giving clinicians more control throughout the Gl tract

Giving clinicians more control—and less stress—has been the driving force behind the Evolution Controlled Release
stents since 2008. Now that same control is available for placing stents throughout the entire Gl tract. Whether
treating strictures in the esophagus, colon, duodenum or biliary tract, Evolution gives clinicians the unique ability
to deploy, recapture and/or reposition the stent. That level of precision can make it easier to accurately place
stents the very first time, and may reduce the need for repeat procedures.

All Evolution stents combine flexibility and radial force to conform to the patient's particular anatomical landscape.
To reduce the risk of migration, the stents have proximal and distal flanges. Most importantly, Evolution stents
give clinicians important new options for treating strictures throughout the Gl system. In this issue of The Channel,
you'll see clinical cases that utilize Evolution stents in the biliary tract (page 2) and colon (page 3).
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Case 1

An 87-year-old patient admitted with obstructive jaundice associ-
ated with inoperable pancreatic cancer. A malignant stricture (about
3 cm in length) was located in the distal part of the common bile
duct (CBD). After sphincterotomy, a 60 mm Cook Evolution Biliary
uncovered stent was deployed over the guide wire with immediate
drainage of black bile.

An 80-year-old patient was admit-
ted with previous diagnoses
of pancreatic cancer. In June
2012, ERCP with ST the first 60
mm Evolution Biliary uncovered
stent was placed. Approximately
5 months later, the patient was
admitted with jaundice and
tumor ingrowth into the stent
lumen. During a second ERCP, a
second Evolution Biliary uncov-
ered stent (80 mm) was placed.

Case 2

A 63-year-old patient was admitted with obstructive jaundice. CT
and MRI showed pancreatic head mass with hepatic metastasis. In
cholangiogram we observed 2 stenoses in CBD (hilar and distal
segment). We used the 80 mm Evolution Biliary uncovered stent
with resolution of both stenoses.

Images courtesy of David Serra, MD, Hospital da Luz, Lisbon, Portugal.



Malignant tumor located in the
head of the pancreas

Fredrik Swahn, MD
L | Karolinska Universitetssjukhuset
‘ Gastrocentrum Kirurgi

. | Stockholm, Sweden

Background: An B82-year-old patient presented with an inoperable pancreatic cancer and
suffering from jaundice.

Case Information: The ampulla, which had no signs of bile, was difficult to cannulate but,
after repeated attempts and a double-wire-guide technique, deep biliary cannulation and
sphincterotomy was completed. The malignant stricture was located in the distal part of the
commeon bile duct, just above the ampullary region, and the length was about 2-3 cm. A
&0 mm Cook Evolution Biliary uncovered stent* was deployed over the wire guide with the
distal end extended 5 mm through the ampulla. Black bile began to pour out of the SEMS.
The patient was discharged the following day. ®

Images courtesy Fredrik Swahn, MD

*Pending 510k, not for sale in the USA.
T
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Placement of dual Evolution® Colonic
Controlled-Release Stents and stent-
within-stent placement for obstructing
synchronous colorectal cancer

N. Jewel Samadder, MD, MSc, FRCPC

Assistant Professor of Medicine

Division of Gastroenterology, University of Utah
Gl Cancers Program, Huntsman Cancer Institute
Salt Lake City, Utah, USA

Figure 3

Patient history and case assessment: A 65-year-old patient presented to his local primary
care physician with anemia and fatigue. Over the next two months the patient developed
abdominal cramping, rectal bleeding and diarrhea. A CT scan of the abdomen was
concerning for colonic obstruction leading to overflow diarrhea. Colonoscopy revealed
a near obstructing large mass at the recto-sigmoid colon, which was biopsy proven

adenocarcioma. A colonic stent was placed relieving obstruction from the tumor at that time. gelthic

Three months later the patient began complaining of recurrent diarrhea symptoms and
abdominal discomfort. A PET-CT scan revealed increased metabolic activity in the sigmoid
colon within the existing stent and a second focus in the descending colon with upstream
colonic dilation concerning for recurrent obstruction. A colonoscopy with possible repeat
stent placement was recommended.

Procedure: The previously placed colonic stent was visualized in the recto-sigmoid colon with
nearly complete lumen obstruction due to tumor ingrowth. The tumor was circumferential,
measuring 8 cmin length and extending through the existing colonic stent (Figure 1). Because
of the concern for a synchronous lesion, we elected to use a wire-guided 15-16.5-18 mm
colonic balloon dilator to facilitate passage of the scope through the distal tumor (Figure
2). A second partially obstructing tumor was found in the descending colon, it was again
circumferential and measured 3 cm in length (Figure 3).

Figure 5

The proximal mass was traversed using a .035 wire guide under fluoroscopic guidance
and a 25 mm x 80 mm Evolution Colonic Controlled-Release Stent was passed through
the scope, traversed the stricture and deployed under both fluoroscopic and endoscopic

guidance (Figures 4 and 5).
. . . . L ) Figure 6
On withdrawal of the colonoscope, the .035 wire guide was left in position in the descending

colon and a second 25 mm x 60 mm Evolution Colonic Controlled-Release Stent was
deployed within the existing colonic stent, relieving obstruction from the recto-sigmoid
tumor (Figures 6 and 7). Immediate relief of obstruction was noted.

Outcome: During the procedure, immediate decompression was seen as the stents were
deployed. The patient did very well post procedure and was discharged the same day. One
month later in oncology clinic follow-up the patient denied any abdominal pain and was
passing bowel movements regularly without difficulty.

Discussion: In this case the patient was not an immediate candidate for surgical resection.
Colonic stenting is less invasive and preferred by most patients than passing stool into a
colostomy bag.

Figure 7

This case illustrates the unique situation of synchronous obstructing colon cancers in the
sigmoid and descending colon and tumor in growth obstructing a previously placed colonic
stent. These were stented simultaneously using the new Evolution Colonic Controlled-Release
Stent after balloon dilation of the first tumor to allow passage of the colonoscope into the
proximal colon. ™
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Relieving high-grade partial bowel obstruction

with Evolution Controlled-Release Colonic Stent

Figure 1

Figure 2

Figure 3

g,

Dr. Julio Faria

Assistant Professor of Surgery
McGill University

Jewish General Hospital
Montreal, Quebec, Canada

N

Background: Up to 30% of patients with colon cancer present for the first time with
symptoms of large bowel obstruction. At least half of these cases are palliative at
the time of diagnosis. The following case illustrates placement of the new Evolution
Controlled-Release Colonic Stent to relieve high-grade partial bowel obstruction
and permit restoration of oral intake without surgical intervention in the setting of
metastatic colon cancer.

Case Information: A 61-year-old patient presented to our emergency department
with a 1 month history of lower back pain and one episode bright red rectal bleeding.
Additional symptoms included epigastric and left sided abdominal pain, worsening
constipation, loss of appetite and a 40 |Ib weight loss over several months. On
examination the patient appeared cachectic, his liver was enlarged and tender, and an
irregular mass was palpable in the epigastrium. Laboratory testing showed elevated
total bilirubin 18 umol/L, Alk Phos 488 U/L, GGT 527 U/L, LDH 237 U/L, CEA 1149
ug/L and Ca 19-9 >10000 kU/L. CT imaging revealed a large mass (7.9 x 7.6 cm) in
the distal transverse colon, multiple liver lesions involving all segments, enlarged
retroperitoneal lymph nodes and bilateral lung metastases. (Figure 1) Colonoscopy
was normal up to the distal transverse colon at which point a circumferential narrowing
was encountered. (Figure 2) The colonoscope could not be advanced through this area
and biopsies were taken of the stricture. The patient had tolerated the polyethylene
glycol preparation. He was discharged home and given outpatient follow up with the
medical oncologist.

Several days after discharge from hospital, the patient returned to the emergency
department complaining of inability to eat because of increasing abdominal
pain aggravated by oral intake. He reported the presence of flatus but not bowel
movements. Physical examination was unchanged. Repeat CT imaging was the same
and without clear-cut large bowel obstruction. Nonetheless, the patient was referred
for colonic stenting.

The procedure was performed in the operating room under conscious sedation and
without bowel prep. The distal colon contained minimal stool and the colonoscope
was advanced to the distal transverse colon where there was colonic narrowing and
edematous mucosa. Using a catheter, a 450 cm guidewire was advanced through the
obstructed area with great difficulty. There appeared to be two strictures, one on either
end with a dilated segment in between. Despite various maneuvers, the guidewire had
a tendency to coil within the central segment. Upon advancing the tip of the cannula
over the guidewire into the central segment, the colonoscope was able to traverse the
first inflammatory stricture. With the tip of the colonoscope now within a segment of
circumferential necrotic tumor, the proximal stricture was directly visualized and the
guidewire easily passed into the proximal colon. Cysto-Conray Il contrast was injected
proximally through the cannula confirming a tight stricture at this level with a typical
apple-core appearance. (Figure 3) The cannula was removed leaving the guidewire in
place and a through-the-scope Evolution (25 x 100 mm) colonic stent was deployed
using both endoscopic and fluoroscopic visualization. The tip of the stent was opened
in the colon proximal to the obstruction. (Figure 4) The remaining portion of the stent
was opened, reaching and overlapping the second stricture as well. (Figure 5) The
colonoscope was now advanced into the stent and the tumor biopsied under direct
vision through one of the stent interstices. (Figure 6)



Figure 4

Figure 5

Figure 6

Post Procedure/Follow up: Post stenting, the patient reported less abdominal pain,
tolerated regular diet and had a normal bowel movement. He was discharged home
1.5 days after the procedure. Biopsy results showed intestinal type adenocarcinoma
and the patient was started on palliative chemotherapy one week post discharge.

Evolution family
of innovative
stents expand

Cook Medical’s family of Evolution controlled-
release stents is expanding once again. The
Evolution Controlled-Release Colonic Stent
system, which has been available outside the
US, is now available to US endoscopists.

The Evolution Colonic stent s the latest example
of Cook’s commitmentto develop solutions that
can positively impact the care that physicians
deliverto their patients. With its excellent control
and maneuverability, Evolution allows clinicians
to precisely deliver a stent for the palliative care
for patients unsuitable for curative resection
and relieve large bowel obstruction prior to
colectomy in patients with malignancy.

This new stent is designed with 20 crowns for
enhanced, evenly distributed radial force and
better wall apposition—potentially reducing
post-placement risks. Dual flanges potentially
reduce the risk of migration and four radiopaque
markers promote accurate placement.

And, like all Evolution devices, the Colonic
stent features the market's only delivery system
with controlled release and recapturability
for unprecedented precision while Flexor®
Kink-Resistant Technology delivers excellent
pushability for difficult anatomical challenges.
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A Major Step Forward in Duodenal Stenting
Now Available in the U.S.

: Innovations in stent delivery and performance can impact the quality of patient care. That fact has long been the driving
i force behind the stent products Cook Medical develops. The Evolution® Duodenal Stent continues that commitment to
pioneering minimally invasive clinical solutions. The stent, which has been well received internationally since 2009, has

now received FDA clearance, making it available in the US.

Evolution—the only stent delivery system with controlled release and recapturability—represents a major step forward
in duodenal stenting, offering an innovative alternative to traditional deployment systems. With excellent control and
maneuverability, Evolution allows clinicians to more precisely deliver a stent designed for enhanced, evenly distributed

radial force and better wall apposition—potentially reducing post-placement risks.
Evolution Duodenal stent gives clinicians an important new option for primary and secondary gastroduodenal cancers.

In this issue of The Channel, you'll find a clinical case study on page 3 in which the Evolution Duodenal stent enhanced
the care of a patient. And, on page 10, you can read how this new stent has become part of an established ERCP practice.
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Montreal’s
ERCP and
Duodenal-
Stenting

Innovator

At first glance, the clinical objectives seem to be in conflict: A renowned Canadian liver-
pancreatic surgeon, with expertise in liver transplants, is pushing the envelope to find non-
surgical, endoscopic solutions to complex medical problems.

Meet Dr. Andre Roy, Director of the Liver Transplantation Program at Hopital Saint-Luc
de Centre Hospitalier de I'Universite de Montreal, known as CHUM. He also heads one
of the busiest endoscopic retrograde cholangiopancreatography (ERCP) practices in the
Quebec Province.

A surgeon who received training in Lyon, France, Dr. Roy began to specialize in liver surgery
in London, Ontario, in the early 1990s, where he performed transplants and, simultaneously,
ERCP procedures. He began his present surgical practice and endoscopic practice at
St. Lucin 1993.

During his first year at St. Luc, in conjunction with a radiologist, he introduced duodenal
stenting. “It went smoother than expected,” recalls Dr. Roy. "It required only two hours
versus a full day. Also, we had good results. The alternative was open surgery, with
dangers of complications. But with the duodenal stent, the patient was able to return
home the same evening.

"That same year, we did 100 ERCPs,” continues Dr. Roy. “Since then, our practice has
grown in size and volume, with increasing referrals and challenges. We continually
see more complicated cases and we are being introduced to new, more advanced
endoscopic devices.”

Growing potential for biliary and duodenal stenting

"Today, we perform more than 1,000 ERCPs a year, with up to 15 cases a day,” continues
Dr. Roy. “Our procedure room has a good set up. Two nurses in the room assist me, along
with one or two radiology techs, and a transportation aide to move the patients in and out.”

Dr. Roy's patients come from all over the Quebec and Maritime Provinces. “Many are
transfers from other hospitals,” says Dr. Roy, "because ERCP is not available outside
large cities in Canada. In some cases, we receive ERCP patients from other large
medical centers, when the procedure was unsuccessful. Thus, we see the more complicated
cases: pregnant women, patients with drainage from cysts, patients requiring
duodenal and enteral stenting.

"| also use stenting for gastric cancer and proximal small bowels. Guided fluoroscopy
allows us to reach difficult areas to insert metal stents. We try to push the envelope, when
it is do-able and logical.”
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Research and innovations

Dr.Roy is involved in several registries and is about to start another one this fall. In a registry
for the Cook Evolution® duodenal stent, he found that “these are amazing stents. The
enlarged cuffs prevent migration and they decrease the risk of perforation. The big handle
allows clinicians to control the release. It is very reliable and very steady.

“In addition, we can recapture and reposition the stent. This is very handy. | do my part, the
nurse does hers; itis much easier for the nurse to release. Further, the meshing of the stent
is tighter and more durable.”

In addition to registries, Dr. Roy conducts research on endoscopic and liver surgery, and he
has written or contributed to more than 100 journal articles. An example is “Treatment of
post liver transplantation bile duct stricture with self-expandable metallic stent.” This article
describes a study of 21 patients diagnosed with anastomotic biliary stricture who were
treated by ERCP. The conclusion: “Treatment of post-transplant biliary stenosis using a stent
is a valuable option for delaying or avoiding surgery in up to 70 percent of patients. Proximal
stenosis can be treated in the same manner in selected patients with major co-morbidities.”

In addition, Dr. Roy shares his knowledge through seminars in the Province of Quebec, such
as a recent presentation to the Americas Hepato Pancreato Biliary Association (AHBPA).

Pushing the envelope

Dr. Roy has already introduced new uses for ERCP. He recalls a 44-year-old patient who had
previously undergone surgery for cancer of the stomach. The patient returned eight months
after surgery with cancer blocking the small bowel.

Dr. Roy explains: “The surgeon tried a bypass but was unsuccessful. The blockage was
far down in the small bowel. We jointly concluded that the patient’s only chance was an
endoscopic bowel stent. So we worked hard to apply a stent to relieve the obstruction. It
was unorthodox but successful. The patient returned home and was able to eat, and enjoyed
the time he had. The stent made a big difference in his life.”

In the future, Dr. Roy foresees more sophisticated stents for draining pseudocysts and
duodenal cysts, and inserting more enteral stents in the proximal small bowel, which he
recently performed.

"Overall, | believe we will see even more innovative equipment and that we will able to do
more and more procedures that prevent the need for surgery,” says Dr. Roy. | say this because
we can already insert stents in places previously inaccessible, such as deep into the liver.

"The keys to pushing the envelope are to perform procedures that are logical and do-able,
and that produce good results. There are a large number of very sick patients who need
these services,” he concludes.
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Evolution
Duodenal
Stent System

Receives 510K
Clearance

Cook Medical recently
extended its Evelution
line of controlled- |
release stents with the \
Evolution Ducdenal
Stent system. The stent
has been available
globally for some time
and will soon be coming
to US hospitals.

The Evelution Ducdenal stent

continues Cook's commitment
to pioneering important
innovations in stent delivery
and performance that can impact
the quality of patient care. Providing

excellent control and maneuverability,
Evolution allows clinicians to precisely
deliver a stent designed for enhanced,
evenly distributed radial force and better
wall apposition—potentially reducing
post-placement risks. Evolution—the only
stent delivery system with controlled
release and recapturability—represents a
major step forward in duodenal stenting,
offering an innovative alternative to
traditional deployment systems.

The Evolution utilizes a Flexor sheath
with braided-te-coiled construction to
deliver the necessary trackability and
maneuverability for deployment in
difficult angulations. To reduce the risk
of migration, the stent has proximal and
distal flanges.

With the Evolution Controlled-Release
Duodenal Stent system, Cook offers
clinicians new options to impact the
efficiency of their procedures with
the ultimate goal of improving
the quality of life for their
patients.
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The Channel

First-of-its-Kind

Fully Covered
Esophageal Stent

Advances Cancer Care and Patient Comfort

The first and only controlled-release esophageal stent coated entirely in
silicone recently received 510(k) clearance from the U.S. Food and Drug
Administration (FDA). Cook Medical’s Evolution® Controlled Release
Esophageal Fully Covered Stent is fully covered in a silicone coating that helps
prevent tumor ingrowth. In addition, controlled release delivery system gives
physicians unparalleled control during stent deployment and recapture.

Evolution’s breakthrough design enables controlled release and recapturability
featuring a “point-of-no-return” indicator. With each squeeze of the stent
system'’s trigger-based introducer, a proportional length of the stent is deployed or
recaptured. The directional button switches smoothly from deployment to recapture
mode, and the "point-of-no-return” mark alerts the physician when recapture is no
longer available - repositioning, however, is still an option.

“The Evolution Fully Covered Stent offers physicians more control and less stress in stent
placement and recapture,” said Barry Slowey, global business unit leader for Cook Medical's
endoscopy division. "The addition of the fully covered stent to Cook's existing
Evolution product line provides more options for esophageal cancer patients
and further establishes Cook as an innovator in bringing unique solutions

to our patients and the physicians treating them."”

Evolution’

CONTROLLED-RELEASE STENT
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My First .
Evolution case

“The deployment was easy and very smooth”

Esophageal stenting has been an important palliative treatment option for years
for patients that are presenting with malignant esophageal strictures. Patients
with aggressive strictures may experience moderate to severe dysphagia along
with possible challenges with maintaining their nutrient levels.

In 2008, | was able to use the newest Evolution Stent by Cook Medical in two
cases. My consideration to use this stent was based on the prompt response and
knowledge from my Indiana sales rep, Melahni Ake.

The rst patient presented with a malignant stricture and was a very
straightforward case. Once we determined anatomically where we
were going to place the stent the deployment was easy and very
smooth. We did use uoroscopy to determine exact placement and
proper stent deployment. This was my rst Evolution case and it was
a“piece of cake” The stent deployed easily and was placed exactly
where it needed to be.

Our second patient was a follow-up patient that had been diagnosed
with a malignant stricture and desperately needed relief to enhance
the quality of the last few months of life. This stricture initially was so
tight that | could not pass the scope through the tumor for proper Dr. Daniel T. Barrido
distal measurement. | used the new Hercules™ Esophageal 8-9-10 Marion General Hospital
Dilation Balloon to dilate the stricture. The dilation allowed us to
facilitate wire guide passage and esophageal stent placement under

uoroscopy but I was unable to completely measure the entire length
of the tumor area. | placed the gastroscope into position and fed the
Savary wire into the most distal anatomical position under uoroscopy. | then
passed the Evolution stent system over the Savary wire guide. The radiologist
and | carefully aligned the radiopaque markers of the catheter and used these
markings to deploy the stent. | knew | could reposition the stentimmediately after
deployment (if needed) by pulling on the loop at the proximal end of the stent.
| did not need to reposition the stent. Immediately after the stent deployment, |
determined that the 15 cm stent was not covering the entire length of the tumor
and | would need to place a second Evolution stent proximal to the rststent. Due
to the tightness of the stricture, | used a bronchoscope to ensure stent expansion
and placement. After visualization, | decided to bridge the 8 cm Evolution stent
inside of the 15 cm Evolution stent to ensure full tumor coverage. | exchanged
scopes, used the gastroscope again for placement, passed a Savary wire into
position, passed the Evolution stent over the wire guide and began deploying the
stent. Visualization was clear on both the radiopaque markings on the deployment
catheter as well as the radiopaque markings on the stent itself. Expansion was
prompt and the procedure was successful.

Marion, Indiana

Our rep, Melahni, was able to bring all of the stents for our cases and was here
during the procedures to train and support the sta . This new Evolution stentis easy
to use and does give you options to recapture it during the procedure if needed.

| am pleased with the performance of this product and will use it again. Tracy Livingston, LPN
Cindy Futrell, RN

Trudy Sloan, RN
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