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Many Entities Collaborate to Achieve
Quality and Value at
Geisinger Health System
It may not benefit your department to switch
to this, but it would benefit the broader system.
The potential is to move the institution to more
favorable positions in the supplier’s purchase
programs. By incorporating that product we will
Getting the most value from every dollar while delivering high-quality patient care is the mantra driving decisions
at medical institutions today. At Geisinger Health System, an award-winning health services organization in Pennsylvania, an
integrated delivery model supports an all-encompassing quality mandate initiated by founder Abigail Geisinger to strive for
perfection, or in her words, “make my hospital right; make it the best.”
At Geisinger, teams of clinical, administrative and operational personnel leverage medical technology and health information
to deliver better care at lower cost. Suppliers such as Boston Scientific join in to help the organization fulfill its goals.
Serving Patients Exceedingly Well Brings
Down Costs

Adoption of Geisinger’s ProvenCare® model, along with use of
electronic medical records, has enabled clinicians to take a holistic
approach with every patient. According to Michael J. Komar, M.D.,
FACG, who has operational, educational and quality oversight for
gastroenterology and hepatology, “Forty percent of our incentive
compensation is linked to quality.”

“Physicians are encouraged to identify and address care gaps as
part of their bi-annual initiatives. Providing timely access to care,
and identifying patients who need to be seen preemptively, can
lead to improved care at a lower cost,” says Dr. Komar.
In the gastrointestinal endoscopy practice, where up to 26,000
procedures are performed annually, the focus is on applying
differentiated technologies to deliver patient outcomes and
procedural efficiencies. One key to making this approach successful
is Boston Scientific, the department’s
primary supplier of endoscopy stents, clips,
and other medical devices.
“When we talk about costs of devices,
technology and procedures, etc., our
calculation is based on what’s going to
help our patients,” says David L. Diehl, M.D.,
FACP, FASGE, director of endosonography in
Geisinger’s Center for Advanced Endoscopic
Research and Training. “The cost issues
are considered but the goal is to provide
what’s necessary for optimal patient care.”

Physicians are encouraged to identify and
address care gaps as part of their bi-annual
initiatives. Providing timely access to care,
and identifying patients who need to be seen
preemptively, can lead to improved care at a
lower cost.
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— Michael J. Komar, M.D., FACG

According to Scott Singer, operations
manager of Gastroenterology Services, the challenge is to make
technology decisions objectively. New products are evaluated by
three indicators, with patient outcomes being the first. “Is it better
for the patient? What’s the user’s (doctor or nurse) take on it?
What’s the financial impact?” he says.
“Having the right tools in place can mitigate the need to perform a
second procedure, saving the patient time, aggravation and potential
risk while providing cost savings,” according to Dr. Diehl. As an

actually save money.

— Scott Singer
Operations Manager of
Gastroenterology Services

example, he cites the use of metal biliary stents instead of plastic
stents. “Numerous studies have shown that metal stents for biliary
stenting not only are cost effective but also just medically better,”
he says. Dr. Diehl also points to the potential benefits of using two
guide wires with different characteristics during ERCP. “The point is
to achieve cannulation, and if it takes a second wire, then it’s worth
the small additional investment,” he says.
Evaluation Committees Weigh Clinical Outcomes
and Savings

To acquire new devices, clinicians in high-volume practices like
GI, ER and cardiac surgery must present a value proposition before
a Clinical Use Evaluation (CUE) committee consisting of both
clinical and administrative representatives. Mr. Singer, a CUE
committee member, indicates the committee performs due diligence
and does not automatically rubber-stamp proposals. He says he
challenges clinicians and pushes hard for evidence of “significant
clinical advantage.”
To justify a new device, a product-use trial is established before
full implementation is permitted. But not all devices make it to
trial. “If a device doesn’t have a clinical advantage and I don’t see
any major financial plus for doing it, I’ll try not to even trial it.
Don’t waste everybody’s energy at a trial,” Mr. Singer says.
The CUE process allows for a careful evaluation of purchase
programs. Mr. Singer says cost analysts from the purchasing
department’s supply chain services may look at CUE decisions in a
different light and point out the macro impact. “It may not benefit
your department to switch to this, but it would benefit the broader
system. The potential is to move the institution to more favorable
positions in the supplier’s purchase programs. By incorporating
that product we will actually save money.” Boston Scientific works
closely with Mr. Singer to determine the GI department’s usage
needs and to provide needed products and programs at the best
possible value.

Service Contributes Clear Benefits

Boston Scientific’s commitment to quality and value is punctuated
by service. Hard data and ongoing analytical support help Geisinger
track its progress on various programs.
Inventory management — a concern for Geisinger — is a challenge
Boston Scientific has embraced creatively and successfully. “Working
closely with Boston Scientific has allowed us to improve our inventory,”
Dr. Komar says. “The company’s broad portfolio has created
opportunities for us to carry less inventory, which falls right to the
bottom line. We’ve realized savings of about a million dollars over
the past three years,” Dr. Komar says.
Physician best-practice sharing also provided significant value to
Dr. Diehl when Boston Scientific facilitated training on the SpyGlass®
Direct Visualization System with an early adopter practitioner.
Dr. Diehl was able to learn key practices for optimizing patient
outcomes. He particularly appreciates Boston Scientific’s in-service
attention to the nursing staff, “making sure they are completely
comfortable and familiar with the range of devices and how to use them.”

Dr. Diehl believes Boston Scientific’s pursuit of excellence and
value results in GI endoscopy product offerings that are medically,
technologically and economically sound. “I can rely on Boston
Scientific to bring solid engineering to the medical devices that
I use. I’ve been very impressed with the company’s genuine
commitment to improving existing devices and bringing important
new ones to market,” he adds. “You know what you’re getting
with the Boston Scientific brand and the company stands behind
its products and services.”
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Boston Scientific Hosts

Case presented by:
Ioannis Karoumpalis, M.D.

Asia Pacific Center of Excellence Session

General Hospital of Athens
GREECE

Physicians from Bangladesh, Taiwan, Vietnam and the Philippines participated in a
Boston Scientific-sponsored Center of Excellence session held at the National University
Hospital (NUH) in Singapore, April 26-27, 2012. Held in conjunction with the Khoo Teck Puat Advanced
Surgical Training Center, the two-day course included lectures by Professor Lawrence Ho Khek-Yu
and several NUH colleagues, hands-on endoscopic training and live-case observations.
“These sessions play an important role in helping to advance the practice of endoscopy in Asia Pacific,”
said Professor Ho. “In this setting, physicians are able to share their experiences, learn from experts
in the GI field and apply their learning immediately in a state-of-the-art facility.”

1

Physicians use a porcine model to practice
cutting the biliary wall.

With the use of several simulator stations, physicians honed their skills to treat upper and lower
gastrointestinal diseases by performing basic procedures such as gastroscopy and colonoscopy as
well as advanced endoscopic procedures such as the treatment of GI bleeding (injection, banding
diathermy and clipping) and esophageal strictures (dilation and stenting). Physicians observed several
live cases included stenting, GI bleeding, ERCP and Endoscopic Ultrasound Aspiration.
Michael Sorkin, vice president of international marketing at Boston Scientific commented,
“This is one of many initiatives Boston Scientific is undertaking to help support the education and
development of GI physicians in Asia Pacific. It is also a way to bring attention to the importance
of endoscopy and how it can impact patient care.”

“It’s about listening to our customers,” explained John Daley, vice president
of quality for Boston Scientific Endoscopy. “Product requirements change

2

3

4
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Patient History

A 42-year-old male patient presented with persistent vague epigastric pain and slightly elevated amylase levels. After
initial evaluation and an unremarkable physical examination, an abdominal ultrasound scan revealed a small anechoic
(cystic) lesion at the body of the pancreas. The patient was scheduled for CT scan and subsequently for a pancreatic
MRI, which both failed to detect any lesion. The patient was referred to Dr. Karoumpalis, for a pancreaticobiliary
endoscopic ultrasound (EUS) examination.
Procedure
A luminal training model is used to
dilate a stricture in the esophagus using
a CRE™ Balloon.

A ‘Culture of Quality’ Enables Continuous Improvement, Keeps Focus on Patient Care
Products that have “staying power” are those valued by physicians
because they can be relied upon not only to perform consistently in every
procedure but, over time, can continue to meet the changing needs and
challenges of physicians. Over the past several years, Boston Scientific
has improved a number of products as part of the company’s initiative to
continually evaluate customer needs in order to enhance the performance
of many of its existing products and technologies.

gastroenterology

Expect Needle Confirms
Presence of a Neuroendocrine
Tumor of the Pancreas

as indications expand, and procedures and techniques are advanced and
refined. Our focus is on improvement initiatives that have the potential to
improve patient outcomes while still allowing physicians to continue to
use a device they have developed confidence in using.”
Working together, teams from Quality, Marketing, and Product
Development have worked to improve or develop the next generation of
many of the company’s industry-leading endoscopic gastroenterology
devices. These teams credit their success to a strong culture of quality
within Boston Scientific, and making patient care a top priority.

Product

Select Features

Advanix ® Biliary Stent System

• Repositionability of stent
• Reinforced delivery system for improved pushability through tight strictures and tortuous anatomies
• Thin wall design for maximized inner diameter – full length of stent

Captivator ® II Single-Use Snare

• Stiffer, rounded shape snare can be used for polypectomy during an Endoscopic Mucosal Resection procedure

Dreamwire ® Guidewire

• 10cm hydrophilic Dream Tip™ End designed for soft, smooth access and excellent tactile feel

Extractor™ Pro Retrieval Balloons

RX, XL and DL
• Balloon strength and durability
• Squared shoulder balloon to facilitate stone removal
• M
 ultiple balloon sizes to better accommodate
anatomical variations

The EUS examination revealed a small 11x7mm hypoechoic (and not cystic as previously reported) homogenous lesion
with clear margins and positive vascular Doppler signal (Figure 1). The lesion was in close proximity with the splenic
vein. The pancreatic duct was normal (Figure 2). An EUS-fine needle aspiration (FNA) biopsy was performed using
the Expect® Endoscopic Ultrasound Aspiration Needle (22G). This device provides excellent visualization of the needle
during the procedure, has a special secure plastic sheath that protects the EUS-endoscope channel, and permits
multiple passes without bending of the needle or loss of its accuracy on the target. Any intervening vessels were ruled
out using the power Doppler signal (Figure 3) , and subsequently two passes were performed through the stomach with
this needle (Figures 4 and 5). Rapid-on-site-examination of the specimen by the pathologist confirmed its adequacy.
The patient tolerated the procedure extremely well with conscious sedation and was discharged two hours later. He
did not develop any discomfort or complication. The pathology report confirmed the presence of a neuroendocrine
tumor of the pancreas and the patient was referred for a localized pancreatectomy. That lesion would have been missed
if EUS and EUS-FNA had not been used, and the patient would present in the future with a more advanced tumor.
The selection of an appropriate EUS-FNA needle is important. One should select a needle that combines flexibility,
visibility and stability during the puncture. The Expect EUS-FNA 22G Needle has an easy deployment system, is
particularly advantageous for multiple passes at difficult endoscope positions and retains its properties during the
entire procedure.

XL and DL
• Stiffer catheter for improved pushability

Cont. on Back Cover
SI unit conversion: 19 gauge needle = .040"; 22 gauge needle = .028"; 25 gauge needle = .020"
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visibility and stability during the puncture. The Expect EUS-FNA 22G Needle has an easy deployment system, is
particularly advantageous for multiple passes at difficult endoscope positions and retains its properties during the
entire procedure.
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Patient History

Patient History

POST PROCEDURE

A 55-year-old female with a history of EtOH abuse presents with increasing abdominal distension and generalized
abdominal pain over a few weeks. Examination reveals no stigmata of liver disease. An ultrasound shows a normal
size liver and spleen with small ascites. Her labs are normal, including a platelet count of 238K and a bilirubin of 1.1 mg/dL,
except for INR 1.5, albumin 2.5, AST 72 U/L, ALT 22 U/L, and alkaline phosphatase 395 U/L.

A 59-year-old male came for an endoscopy examination
with a complaint of six-month history of abdominal
fullness. The exam revealed a submucosal tumor in the
gastric fundus. Endoscopic ultrasonogarphy showed it
originated from the muscularis propria (MP) layer,
measuring 2.2×1.2cm in diameter. An abdominal CT scan
with contrast was arranged. The lesion was mainly
intraluminal growing (Figure 1). He was admitted to our
endoscopy unit for endoscopic resection of the tumor.

The patient was on nothing by mouth after surgery. Post
procedure medication included a proton pump inhibitor,
antibiotics and haemostatics. The patient was observed
for signs of abdominal pain, abdominal distension and
peritonitis. None were observed. The patient was on a
postoperative fluid diet on day two and discharged
uneventfully on day three.

1

Procedure

An upper endoscopy was performed to evaluate for possible varices given concern for cirrhosis but no varices or
portal hypertensive gastropathy were seen. During the same session, endoscopic ultrasound (EUS) was performed
and revealed small perihepatic ascites and an echogenic liver. An EUS guided transgastric fine needle aspiration
(FNA) of the ascites and left lobe of the liver was performed using an Expect® Endoscopic Ultrasound Needle 19ga
Flex with suction. A total of three passes were made into the liver and one pass into the ascites. No immediate
complications were observed (Figures 1 and 2).

PROCEDURE

A standard endoscopic submucosal dissection (ESD)
was performed for this patient. After mucosal marking,
submucosal injection, precutting of the mucosal and
submucosal layers around the lesion were performed
with a hook knife. A circumferential incision was made
as deep as the MP layer using an insulated-tip knife
(Figure 2). The submucosal tumor was carefully
dissected en bloc from the serosa, leaving the serosal
layer intact (Figure 3). The resulting large gastric defect
(< 3cm) was successfully closed using Resolution® Clips.

2

Post Procedure

The patient recovered from the procedure uneventfully. Ascites fluid was indicative of portal hypertensive ascites
(SAAG 1.4). The liver biopsy was consistent with alcoholic liver disease (cirrhotic nodularity, macrovesicular steatosis,
and ballooning with Mallory bodies) (Figures 3-6).
Discussion

Patients presenting with suspected liver disease often undergo a series of tests, including upper endoscopy to
evaluate for the presence of varices or portal hypertensive gastropathy, liver biopsy (usually percutaneous or
transjugular approach by interventional radiology), paracentesis, and extensive (often expensive and unnecessary)
laboratory testing. EUS with FNA allows for a rapid, safe, accurate, cost effective, and efficient means of establishing
a diagnosis in such patients. In conclusion, EUS with FNA of the liver (and ascites) should be incorporated routinely
in our diagnostic work up of patients with suspected liver disease.
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We first narrowed the wound by air suction. Then we
used the tip of the clip jaw to hook one side of the
mucosa and grasped the other side within the span. The
deployment of the first Resolution Clip made the wound
a linear one (Figure 4). The following clips were deployed
uneventfully and the huge wound was sealed perfectly
(Figure 5). The entire procedure took 25 minutes (from
mucosal marking to specimen retrieval).

1

2

3

DISCUSSION

The successful closure of gastric defect after ESD
procedure for MP-derived lesions is crucial to prevent
gastrointestinal (GI) leakage and leads to the earlier
healing of the wound. In this case, the tumor was located
in a very difficult place for ESD procedure, the gastric
fundus. The re-open and re-close functions of the
Resolution Clip enables the easier repositioning of the
clips. The deployment of the first clip was very important
in this case, because it made the wound a linear one
which is much easier for the deployment of the following
clips. Effective closure of the wound is required for
submucosal lesions originating from deep layers of the
gastric wall. The cost effectiveness of clips makes this a
mainstream option for closure procedures. The jaw span
of Resolution Clip is 11mm-wide, ensuring a strong and
deep grasp of the tissue, thus preventing delayed
perforation and GI leakage.
CONCLUSION

This case illustrates the effectiveness of Resolution
Clips for closing a large gastric defect after ESD procedure
for an MP-derived submucosal tumor in the gastric
fundus, allowing safe and rapid recovery for this patient.
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PATIENT HISTORY

A 61-year-old with a history of Myocardial Infarction (MI) four months prior was treated with a drug-eluting stent as
well as anti-platelet agents, aspirin and prasugrel. Two months later routine CBC demonstrated Hb 9.4 with MCV 70.
An esophagogastroduodenoscopy (EGD) and colonoscopy were scheduled.
The colonoscopy was unremarkable. The EGD demonstrated two large proximal gastric polyps (approx. 3cm each with
large peduncles); the surface of the polyps were ulcerated.

1

A repeat EGD was scheduled one week later after prasugrel was held. A six pack of platelets was given one hour
before the case. The follow up EGD showed two large gastric polyps in cardia with 1cm peduncles which were actively
bleeding upon scope entry (Figure 1).

The second polyp was then treated in a similar fashion deploying two Resolution Clips across the stalk followed
by a third Resolution Clip for hemostasis. This polyp was rinsed and the resected polyps were retrieved. Excellent
hemostasis was noted upon scope withdraw (Figure 5). No further bleeding was noted and a repeat Hb was stable.
The patient was restarted on prasugrel one day later.
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A 78-year-old female presented with melena and refractory iron-deficiency anemia requiring several blood transfusions.
She had a history of valvular heart disease and hypertension. Upper endoscopy and colonoscopy were both negative.
A wireless capsule endoscopy study was performed and revealed multiple bleeding angioectasias within the proximal
and mid small intestine. Referral to our center was made for subsequent deep enteroscopy procedure.

An antegrade (per os) spiral overtube-assisted deep enteroscopy was performed under general anesthesia. The
enteroscope was advanced into the proximal ileum. Several non-bleeding angioectasias were noted in the proximal
and mid jejunum. Argon plasma coagulation was used to ablate all visible lesions, and the enteroscope and overtube
were then both withdrawn. Upon inspection of the distal esophagus, a slightly less than 3cm mucosal laceration was
noted which penetrated down to the circular muscle layer of the esophageal wall (Figure 1). Beginning at the most
distal end of the laceration, a total of five Resolution® Clips were readily deployed in longitudinal fashion in order to
completely close the defect all the way to its most proximal edge (Figures 2-4).

The patient recovered from anesthesia without any discomfort or signs of perforation. She was discharged from the
endoscopy unit on liquid diet for 24 hours and soft food for one week. During follow up at one week and three months
after the procedure, the patient denied any complaints of dysphagia, painful swallowing, chest discomfort, or
additional symptoms of concern. Her hemoglobin level remained stable for the first time in over two years.
Conclusion

This case highlights the utility of the Resolution Clip for the treatment of gastrointestinal pathology which does not
directly involve bleeding lesions such as ulcers or aberrant vessels. The flexibility of the Resolution Clip deployment
catheter allowed for quick application of multiple clips even through the working channel of a long, 200cm enteroscope
device. In addition, the Resolution Clip’s wide jaw diameter enabled excellent apposition of the tissue margins despite
the significant width of the mucosal defect.

Conclusion

8

4

Outcome

Outcome and Post Procedure

Using two clips in opposing positions made clipping large polyp stalks feasible in the setting of this active bleed. Clipping
in the retroflex position makes achieving hemostasis more complex than a typical en fosse position. Positioning
hemostatic clips is always important but critical in this application. The ability to open and close the Resolution Clip,
and therefore, making it repositionable, was very helpful in the success of this case. The Captivator II Snare is a very
large, stiff-bodied 33mm snare that facilitated the proper positioning of the snare around the polyp before resection.

3

Procedure

It is not ideal to do polyp resections in patients that are on anti-platelet therapy; however, in this circumstance this
patient was actively bleeding.

Eight weeks post procedure the patient had a repeat hemoglobin drawn; it was 14.8. During the follow up EGD, a
small amount of residual tissue was noticed at each previous polypectomy site. The residual tissue was removed with
a hot snare. A clip was again placed on the base of each lesion as the patient was to be restarted on the prasugrel
the next day.

2

Patient History

Procedure

A scope was maintained in the retroflexed position. A Resolution® Clip was deployed on each side of the peduncle
towards the center (Figure 2). There was evidence of loss of blood flow to the polyp as the polyp became dusky and
shrunk in size (Figure 3). A Captivator ® II Polypectomy Snare was used to cut the polyp stalk leaving the clips in place
for hemostasis on the peduncle. A third Resolution Clip was deployed in the center of the 1cm stalk for hemostasis.
The polyp was then rinsed showing no further bleeding (Figure 4).
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Introduction

Recent studies have shown improved survival associated with the
use of neoadjuvant chemoradiotherapy prior to surgical resection of
esophageal malignancy1. A significant proportion of patients with
locally advanced esophageal cancer will present with nutritional
compromise due to dysphagia and odynophagia associated with an
obstructing malignancy. Esophageal, fully-covered self-expanding
metal stents (SEMS) represent a potential additional treatment
modality for improving dysphagia and supporting nutrition during
neoadjuvant chemoradiotherapy 2, 3.
Case Report

A 70-year-old female presented with a three-month history of
worsening dysphagia limiting her diet to thin liquids and during this
time she lost approximately 10 pounds in weight (7.2% total body
weight). An upper gastrointestinal endoscopy revealed an ulcerated,
multilobulated mass involving the gastro-esophageal junction and
the gastric cardia. Biopsies taken at this time showed this lesion to
be a moderately differentiated adenocarcinoma. An endoscopic
ultrasound (EUS) further characterized this large circumferential
mass extending 35-40cm from the incisors, and it was staged as
T3N1Mx by Endoscopic Ultrasound and Position Emission Tomography.

In order to palliate dysphagia, a 10cm x 18mm fully-covered WallFlex®
Stent was placed across this lesion under fluoroscopic guidance
(Figures 1 and 2) at the time of the EUS. The placement of this stent
produced immediate improvement in this patient’s dysphagia,
allowing her to resume a more normal diet during neoadjuvant
chemoradiotherapy (Figure 3).

PATIENT HISTORY

1

2

Discussion

A large proportion of patients with locally invasive esophageal
malignancy will present with dysphagia and weight loss, and poor
nutritional status has previously been well correlated with adverse
clinical outcome following esophagectomy 4. Improving dysphagia
with stent placement helps patients maintain a more normal oral diet
during neoadjuvant chemoradiotherapy, resulting in increased patient
satisfaction. Previous studies have also suggested nutritional
supplementation can result in improved patient tolerance of neoadjuvant
chemoradiotherapy 5. Specifically, esophageal stent placement prior
to neoadjuvant therapy has been shown in the clinical literature to
palliate dysphagia, which improved nutritional status (weight and serum
albumin) and reduced the rate of interrupted chemoradiotherapy 6, 7.
As illustrated by this case, placement of esophageal stents can be
accomplished in conjunction with staging endoscopic ultrasound.

1

2

3

References:
1) Van Hagen P, Hulshof MC, van Lanschot JJ, et al. Preoperative chemoradiotherapy for esophageal and junctional cancer. N Engl J Med 2012; 366: 2074 – 84

3

A 61-year-old male patient came with history of jaundice.
He had Pruritis and anorexia for one month duration
and lost 12kg of body weight in a one-month period.
Evaluated elsewhere, an ultrasound and computed
tomography scan showed a hilar obstruction, which is
also a feature of chronic liver disease. His CA was
19.9 > 600. He was a known diabetic on oral hypoglycemic
agent. We reevaluated him and confirmed a hilar
obstruction with small mass 2cm x 1.5cm in the
confluence of right and left ducts and gross biliary
obstruction in both lobes of the liver. There were also
features of chronic liver disease with ascites.
Because of his comorbid illness he was not recommended
for surgery. Percutaneous Transhepatic Biliary Drainage
was also not considered because of the cirrhosis of the
liver and ascites. Liver function tests showed serum
bilirubin 9.8; serum alkaline phosphate 314; SGOT 66;
SGPT 49; serum total protein 7; serum albumin 2.8;
serum globulin 4.2; and INR 1.45. He was taken up for
endoscopic retrograde cholangiopancreatography (ERCP)
under fresh frozen plasma and vitamin K cover.
Procedure

4

The ERCP findings were as follows: Panendoscopy showed
Grade II esophageal varices. Cholangiogram showed a
hilar stricture with communicating right and left ducts
(Figure 1). A guidewire was passed into the right duct
and the stricture was dilated using a 7Fr dilator. The
guidewire could not be negotiated to the left duct. A 7Fr,
7cm double pigtail stent was placed into right duct. The
patient improved and was discharged but returned after
one month with features of cholangitis rising bilirubin.
A second ERCP was performed that showed multiple
strictures in the hilum with three separate noncommunicating ducts. The guidewire passed into the
right posterior, anterior and left ducts. All strictures
dilated with an 8mm Hurricane™ Dilation Balloon and
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three plastic 7Fr, 7cm double pigtail stents were placed
(Figure 2). The patient improved and his LFT became
near normal and he was discharged. Three months later
he came back with fever. This time another ERCP was
performed to remove all plastic stents. The guidewire
passed into the right anterior, right posterior and left
duct. First, an 8cm uncovered WallFlex® Biliary RX Stent
was placed into left duct. During release, the stent
migrated a little into the left duct but the lower end of
the stent stayed below the stricture. The second stent,
an 8cm WallFlex Stent was placed into the right posterior
keeping the lower end of the stent outside the papilla
(Figure 3). Then a third 8cm WallFlex Stent was placed
into the right anterior duct keeping the lower end outside
the papilla. All three stents expanded well (Figure 4).
Post Procedure

Although the patient had some discomfort in the right
upper abdomen for one day, it did not require any
treatment. He was discharged and on follow up he is
totally asymptomatic.
Conclusion

Self-expanding metal stents are the choice when it comes
to hilar strictures because of the stent’s long-term
patency when compared to plastic stents that tend to
occlude very quickly. If the patient survival is more than
six months, SEMS are the preferred stent.
The WallFlex Biliary RX Stent is very flexible. It did not
have any difficulty passing the stent side by side when
releasing it. Because of its closed-cell design, the tumor
ingrowth is theoretically less. The patient did not have
any significant discomfort after placement of the three
stents in a non-dilated common bile duct. Hence it is a
good choice for palliation in multiple hilar strictures.

2) L anger FB, Schoppmann SF, Prager G et al. Temporary placement of self-expanding oesophageal stents as bridging for neoadjuvant therapy. Ann Surg Oncol 2010; 17(2): 470 – 5
3) S harma P, Kozarek R. Practice Parameters Committee of American College of Gastroenterology. Role of esophageal stents in benign and malignant diseases. Am J Gastroenterol 2010; 105: 258 – 73
4) Nozoe T, Kimura Y, Ishida M, et al. Correlation of pre-operative nutritional condition with post-operative complications in surgical treatment for oesophageal carcinoma. Eur J Surg Oncol 2002; 28: 396 – 400
5) O delli C, Burgess D, Batemann L et al. Nutrition support improves patient outcomes, treatment tolerance and admission characteristics in oesophageal cancer. Clin Oncol (R Coll Radiol). 2005; 17: 639 – 45
6) B ower M, Jones W, Vessels B, et al. Nutritional support with endoluminal stenting during neoadjuvant therapy for esophageal malignancy. Ann Surg Oncol 2009; 16: 3161 – 8
7) Siddiqui AA, Glynn C, Loren D, et al. Self-expanding plastic esophageal stents versus jejunostomy tubes for maintenance of nutrition during neoadjuvant chemoradiation therapy in patients with
esophageal cancer: a retrospective study. Dis Esophagus 2009: 22: 216 – 22

Boston Scientific does not endorse the methodology of tri-lateral stenting as the sole method for treating malignant hilar strictures. As per ESGE guidelines, endoscopic drainage
should be performed in high volume centers with experienced Endoscopists and multidisciplinary teams (ref: Biliary stenting: Indications, choice of stents and results: European Society
of Gastrointestinal Endoscopy (ESGE) clinical guidelines. Authors: J.-M. Dumonceau, A. Tringali, D. Blero, J. Devière, R. Laugiers, D. Heresbach, G. Costamagna.

Note: Use of the WallFlex Biliary RX Fully Covered Stent for the treatment of benign strictures or stenoses has not been cleared for use in the United States.

Note: Use of the WallFlex Biliary RX Fully Covered Stent for the treatment of benign strictures or stenoses has not been cleared for use in the United States.

WARNING: The safety and effectiveness of the WallFlex Biliary Stent for use in the vascular system has not been established.

WARNING: The safety and effectiveness of the WallFlex Biliary Stent for use in the vascular system has not been established.
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Introduction

Recent studies have shown improved survival associated with the
use of neoadjuvant chemoradiotherapy prior to surgical resection of
esophageal malignancy1. A significant proportion of patients with
locally advanced esophageal cancer will present with nutritional
compromise due to dysphagia and odynophagia associated with an
obstructing malignancy. Esophageal, fully-covered self-expanding
metal stents (SEMS) represent a potential additional treatment
modality for improving dysphagia and supporting nutrition during
neoadjuvant chemoradiotherapy 2, 3.
Case Report

A 70-year-old female presented with a three-month history of
worsening dysphagia limiting her diet to thin liquids and during this
time she lost approximately 10 pounds in weight (7.2% total body
weight). An upper gastrointestinal endoscopy revealed an ulcerated,
multilobulated mass involving the gastro-esophageal junction and
the gastric cardia. Biopsies taken at this time showed this lesion to
be a moderately differentiated adenocarcinoma. An endoscopic
ultrasound (EUS) further characterized this large circumferential
mass extending 35-40cm from the incisors, and it was staged as
T3N1Mx by Endoscopic Ultrasound and Position Emission Tomography.

In order to palliate dysphagia, a 10cm x 18mm fully-covered WallFlex®
Stent was placed across this lesion under fluoroscopic guidance
(Figures 1 and 2) at the time of the EUS. The placement of this stent
produced immediate improvement in this patient’s dysphagia,
allowing her to resume a more normal diet during neoadjuvant
chemoradiotherapy (Figure 3).

PATIENT HISTORY

1

2

Discussion

A large proportion of patients with locally invasive esophageal
malignancy will present with dysphagia and weight loss, and poor
nutritional status has previously been well correlated with adverse
clinical outcome following esophagectomy 4. Improving dysphagia
with stent placement helps patients maintain a more normal oral diet
during neoadjuvant chemoradiotherapy, resulting in increased patient
satisfaction. Previous studies have also suggested nutritional
supplementation can result in improved patient tolerance of neoadjuvant
chemoradiotherapy 5. Specifically, esophageal stent placement prior
to neoadjuvant therapy has been shown in the clinical literature to
palliate dysphagia, which improved nutritional status (weight and serum
albumin) and reduced the rate of interrupted chemoradiotherapy 6, 7.
As illustrated by this case, placement of esophageal stents can be
accomplished in conjunction with staging endoscopic ultrasound.

1

2

3

References:
1) Van Hagen P, Hulshof MC, van Lanschot JJ, et al. Preoperative chemoradiotherapy for esophageal and junctional cancer. N Engl J Med 2012; 366: 2074 – 84

3

A 61-year-old male patient came with history of jaundice.
He had Pruritis and anorexia for one month duration
and lost 12kg of body weight in a one-month period.
Evaluated elsewhere, an ultrasound and computed
tomography scan showed a hilar obstruction, which is
also a feature of chronic liver disease. His CA was
19.9 > 600. He was a known diabetic on oral hypoglycemic
agent. We reevaluated him and confirmed a hilar
obstruction with small mass 2cm x 1.5cm in the
confluence of right and left ducts and gross biliary
obstruction in both lobes of the liver. There were also
features of chronic liver disease with ascites.
Because of his comorbid illness he was not recommended
for surgery. Percutaneous Transhepatic Biliary Drainage
was also not considered because of the cirrhosis of the
liver and ascites. Liver function tests showed serum
bilirubin 9.8; serum alkaline phosphate 314; SGOT 66;
SGPT 49; serum total protein 7; serum albumin 2.8;
serum globulin 4.2; and INR 1.45. He was taken up for
endoscopic retrograde cholangiopancreatography (ERCP)
under fresh frozen plasma and vitamin K cover.
Procedure

4

The ERCP findings were as follows: Panendoscopy showed
Grade II esophageal varices. Cholangiogram showed a
hilar stricture with communicating right and left ducts
(Figure 1). A guidewire was passed into the right duct
and the stricture was dilated using a 7Fr dilator. The
guidewire could not be negotiated to the left duct. A 7Fr,
7cm double pigtail stent was placed into right duct. The
patient improved and was discharged but returned after
one month with features of cholangitis rising bilirubin.
A second ERCP was performed that showed multiple
strictures in the hilum with three separate noncommunicating ducts. The guidewire passed into the
right posterior, anterior and left ducts. All strictures
dilated with an 8mm Hurricane™ Dilation Balloon and
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three plastic 7Fr, 7cm double pigtail stents were placed
(Figure 2). The patient improved and his LFT became
near normal and he was discharged. Three months later
he came back with fever. This time another ERCP was
performed to remove all plastic stents. The guidewire
passed into the right anterior, right posterior and left
duct. First, an 8cm uncovered WallFlex® Biliary RX Stent
was placed into left duct. During release, the stent
migrated a little into the left duct but the lower end of
the stent stayed below the stricture. The second stent,
an 8cm WallFlex Stent was placed into the right posterior
keeping the lower end of the stent outside the papilla
(Figure 3). Then a third 8cm WallFlex Stent was placed
into the right anterior duct keeping the lower end outside
the papilla. All three stents expanded well (Figure 4).
Post Procedure

Although the patient had some discomfort in the right
upper abdomen for one day, it did not require any
treatment. He was discharged and on follow up he is
totally asymptomatic.
Conclusion

Self-expanding metal stents are the choice when it comes
to hilar strictures because of the stent’s long-term
patency when compared to plastic stents that tend to
occlude very quickly. If the patient survival is more than
six months, SEMS are the preferred stent.
The WallFlex Biliary RX Stent is very flexible. It did not
have any difficulty passing the stent side by side when
releasing it. Because of its closed-cell design, the tumor
ingrowth is theoretically less. The patient did not have
any significant discomfort after placement of the three
stents in a non-dilated common bile duct. Hence it is a
good choice for palliation in multiple hilar strictures.

2) L anger FB, Schoppmann SF, Prager G et al. Temporary placement of self-expanding oesophageal stents as bridging for neoadjuvant therapy. Ann Surg Oncol 2010; 17(2): 470 – 5
3) S harma P, Kozarek R. Practice Parameters Committee of American College of Gastroenterology. Role of esophageal stents in benign and malignant diseases. Am J Gastroenterol 2010; 105: 258 – 73
4) Nozoe T, Kimura Y, Ishida M, et al. Correlation of pre-operative nutritional condition with post-operative complications in surgical treatment for oesophageal carcinoma. Eur J Surg Oncol 2002; 28: 396 – 400
5) O delli C, Burgess D, Batemann L et al. Nutrition support improves patient outcomes, treatment tolerance and admission characteristics in oesophageal cancer. Clin Oncol (R Coll Radiol). 2005; 17: 639 – 45
6) B ower M, Jones W, Vessels B, et al. Nutritional support with endoluminal stenting during neoadjuvant therapy for esophageal malignancy. Ann Surg Oncol 2009; 16: 3161 – 8
7) Siddiqui AA, Glynn C, Loren D, et al. Self-expanding plastic esophageal stents versus jejunostomy tubes for maintenance of nutrition during neoadjuvant chemoradiation therapy in patients with
esophageal cancer: a retrospective study. Dis Esophagus 2009: 22: 216 – 22

Boston Scientific does not endorse the methodology of tri-lateral stenting as the sole method for treating malignant hilar strictures. As per ESGE guidelines, endoscopic drainage
should be performed in high volume centers with experienced Endoscopists and multidisciplinary teams (ref: Biliary stenting: Indications, choice of stents and results: European Society
of Gastrointestinal Endoscopy (ESGE) clinical guidelines. Authors: J.-M. Dumonceau, A. Tringali, D. Blero, J. Devière, R. Laugiers, D. Heresbach, G. Costamagna.

Note: Use of the WallFlex Biliary RX Fully Covered Stent for the treatment of benign strictures or stenoses has not been cleared for use in the United States.

Note: Use of the WallFlex Biliary RX Fully Covered Stent for the treatment of benign strictures or stenoses has not been cleared for use in the United States.

WARNING: The safety and effectiveness of the WallFlex Biliary Stent for use in the vascular system has not been established.
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Patient History

A 73-year-old male was admitted with a chief complaint of jaundice for approximately ten
days. He had a long history of alcohol intake. An abdominal CT scan revealed a dilated
common bile duct, an enlarged pancreatic head and a granular calcification in the pancreas.
Procedure and Patient Outcome

Table 1: Fully covered metal stent for treatment
of benign biliary strictures
Number of patients

36

Sex (male / female)

17 / 19

Median age (y)

Upon examination he was jaundiced, underweight and malnourished. Laboratory investigations
revealed obstructive jaundice. The tumor marker was normal. An endoscopic retrograde
cholangiopancreatography (ERCP) revealed a mid-common bile duct stricture with proximal
duct dilatation (Figures 1-4). A 6cm Fully Covered WallFlex® Biliary RX Metal Stent was
placed. Cytology brush examination was negative. After seven months, a final ERCP revealed
complete resolution of the stricture and the stents were removed (Figures 5-8).
Discussion

From 2010 to 2011, WallFlex Fully Covered Metal Stents were placed in 36 patients with
benign biliary strictures in our hospital. When adequate biliary drainage was achieved, metal
stents were removed. Resolution of the benign biliary strictures was found in 28 of 36
patients (77.8%). All fully covered metal stents were removed successfully. Temporary
placement of fully covered metal stents for benign biliary strictures is safe and efficacious.
Results from our experience are summarized in Table 1.

55.4

1

Etiology of BBS
• Chronic pancreatitis

16

• Biliary calculi

12

• Surgical

8

CSEMS length
• 6cm

23

• 8cm

13

2

Early complication
• Mild acute pancreatitis

3

Late complication
• Stent migration

1

Median stent placement time

2.4 months

Removal rate of stent

36 / 36

Immediate resolution rate
of stricture

28 / 36
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4
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An 80-year-old male presented to our institution with
nausea, vomiting, and obstipation. He appeared ill and
cachectic, and a large abdominal mass was palpable.
Plain abdominal radiography showed dilated small bowel
loops with air fluid levels suggestive of an obstructive
process. A CT scan of the abdomen/pelvis revealed a
very large tumor mass with obstruction of the sigmoid
colon, with a distended proximal colon and with no
evidence for distant metastasis. Supportive measures
were initiated including intravenous administration of
fluids and nasogastric suction. At sigmoidoscopy, there
was a large obstructing mass at the sigmoid colon, and
multiple biopsies were obtained of the mass using
Radial Jaw ® 4 Large Capacity Biopsy Forceps. The
patient had multiple significant comorbidities and was
not considered a good candidate for a surgical procedure.
He was referred to Gastroenterology for consideration of
a colonic stent.
Procedure

After preparation with several enemas, another
sigmoidoscopy was performed with a standard adult
colonoscope in the fluoroscopy suite with the patient in
the supine position and with intravenous sedo-analgesia
(midazolam 5mg and pethidine 50mg). At 20cm from the
anal verge, an obstructing mass was seen (Figure 1). A
0.035" 450cm guidewire was passed through the
stricture and into the proximal colon using the RX Biliary
System™ Cannula (Figure 2) , contrast was injected and
a “stricture-gram” was obtained. A narrowed irregular
stricture with a curved geometry that was 22cm in
length was identified. Given the length and geometry of

the stricture, three (one of 12cm and two of 9cm in
length) overlapping WallFlex® Colonic Stents (25mm
body and 30mm flare) were placed, under endoscopic
and fluoroscopic guidance across the malignant
obstruction without difficulty on the first attempt and
without complications (Figures 3 - 5).
Outcome

The patient tolerated the procedure well and was able to
resume oral feedings two days later. He was discharged
to hospice care five days after the procedure. The patient
died of heart failure three months after the procedure,
without any known recurrence of his obstruction.
Conclusion

This patient was not a surgical candidate due to his age
and comorbidities. We believe that the use of a colonic
stent in this case provided a better quality of care for the
patient. We feel that patients with unresectable tumors
can be successfully palliated using stents without the
need for an operation or stoma. If we had not used a
stent in this case, the patient would have undergone a
major operation with the added recovery time and higher
risk of morbidity and mortality.
This case also illustrates some of the important features
of the WallFlex Colonic Stent. The flexibility, provided
by Platinol® Wire, the ease of placement provided by
the through-the-scope technology, and profile of the
WallFlex Colonic Stent, make this an extremely effective
device for colonic obstructions and gave us the
confidence to place it in a difficult anatomy.

5
3

4

7

8

Note: Use of the WallFlex Biliary RX Fully Covered Stent for the treatment of benign strictures or stenoses has not been cleared for use in the United States.
WARNING: The safety and effectiveness of the WallFlex Biliary Stent for use in the vascular system has not been established.
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Patient History

A 73-year-old male was admitted with a chief complaint of jaundice for approximately ten
days. He had a long history of alcohol intake. An abdominal CT scan revealed a dilated
common bile duct, an enlarged pancreatic head and a granular calcification in the pancreas.
Procedure and Patient Outcome

Table 1: Fully covered metal stent for treatment
of benign biliary strictures
Number of patients

36

Sex (male / female)

17 / 19

Median age (y)

Upon examination he was jaundiced, underweight and malnourished. Laboratory investigations
revealed obstructive jaundice. The tumor marker was normal. An endoscopic retrograde
cholangiopancreatography (ERCP) revealed a mid-common bile duct stricture with proximal
duct dilatation (Figures 1-4). A 6cm Fully Covered WallFlex® Biliary RX Metal Stent was
placed. Cytology brush examination was negative. After seven months, a final ERCP revealed
complete resolution of the stricture and the stents were removed (Figures 5-8).
Discussion

From 2010 to 2011, WallFlex Fully Covered Metal Stents were placed in 36 patients with
benign biliary strictures in our hospital. When adequate biliary drainage was achieved, metal
stents were removed. Resolution of the benign biliary strictures was found in 28 of 36
patients (77.8%). All fully covered metal stents were removed successfully. Temporary
placement of fully covered metal stents for benign biliary strictures is safe and efficacious.
Results from our experience are summarized in Table 1.
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An 80-year-old male presented to our institution with
nausea, vomiting, and obstipation. He appeared ill and
cachectic, and a large abdominal mass was palpable.
Plain abdominal radiography showed dilated small bowel
loops with air fluid levels suggestive of an obstructive
process. A CT scan of the abdomen/pelvis revealed a
very large tumor mass with obstruction of the sigmoid
colon, with a distended proximal colon and with no
evidence for distant metastasis. Supportive measures
were initiated including intravenous administration of
fluids and nasogastric suction. At sigmoidoscopy, there
was a large obstructing mass at the sigmoid colon, and
multiple biopsies were obtained of the mass using
Radial Jaw ® 4 Large Capacity Biopsy Forceps. The
patient had multiple significant comorbidities and was
not considered a good candidate for a surgical procedure.
He was referred to Gastroenterology for consideration of
a colonic stent.
Procedure

After preparation with several enemas, another
sigmoidoscopy was performed with a standard adult
colonoscope in the fluoroscopy suite with the patient in
the supine position and with intravenous sedo-analgesia
(midazolam 5mg and pethidine 50mg). At 20cm from the
anal verge, an obstructing mass was seen (Figure 1). A
0.035" 450cm guidewire was passed through the
stricture and into the proximal colon using the RX Biliary
System™ Cannula (Figure 2) , contrast was injected and
a “stricture-gram” was obtained. A narrowed irregular
stricture with a curved geometry that was 22cm in
length was identified. Given the length and geometry of

the stricture, three (one of 12cm and two of 9cm in
length) overlapping WallFlex® Colonic Stents (25mm
body and 30mm flare) were placed, under endoscopic
and fluoroscopic guidance across the malignant
obstruction without difficulty on the first attempt and
without complications (Figures 3 - 5).
Outcome

The patient tolerated the procedure well and was able to
resume oral feedings two days later. He was discharged
to hospice care five days after the procedure. The patient
died of heart failure three months after the procedure,
without any known recurrence of his obstruction.
Conclusion

This patient was not a surgical candidate due to his age
and comorbidities. We believe that the use of a colonic
stent in this case provided a better quality of care for the
patient. We feel that patients with unresectable tumors
can be successfully palliated using stents without the
need for an operation or stoma. If we had not used a
stent in this case, the patient would have undergone a
major operation with the added recovery time and higher
risk of morbidity and mortality.
This case also illustrates some of the important features
of the WallFlex Colonic Stent. The flexibility, provided
by Platinol® Wire, the ease of placement provided by
the through-the-scope technology, and profile of the
WallFlex Colonic Stent, make this an extremely effective
device for colonic obstructions and gave us the
confidence to place it in a difficult anatomy.
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Note: Use of the WallFlex Biliary RX Fully Covered Stent for the treatment of benign strictures or stenoses has not been cleared for use in the United States.
WARNING: The safety and effectiveness of the WallFlex Biliary Stent for use in the vascular system has not been established.

12

access

access

13

Gastroenterology

Benign Biliary Strictures
Managed With a WallFlex
Biliary RX Fully Covered
Metal Stent

gastroenterology

Using the SpyGlass System for the
Detection of Unsuspected Intraductal
Papillary Mucinous Neoplasm With
Main Duct Involvement

Case presented by:
Wim Laleman, M.D., Ph.d
Department of Liver and
Pancreaticobiliary Disorder
University Hospital Gasthuisberg
Leuven, Belgium

Patient History

PATIENT HISTORY

A 66-year-old female patient with substantial cardiopulmonary comorbidity was referred because of a refractory
common bile duct stone. She was admitted elsewhere because of cholangitis secondary to a large entrapped common
bile duct stone of 24mm. Three previous attempts to remove the stone by means of conventional endoscopic
retrograde cholangiopancreatography had failed.

A 61-year-old male was initially referred for evaluation of significant
weight loss and pancreatic cysts seen on CT and MRI. An endoscopic
ultrasound revealed a 2.1cm cyst in the pancreatic body and mild
dilation of the main pancreatic duct measuring 4.1mm in the head
and 4.5mm in the genu (Figure 1). A fine needle aspiration was
performed using a 22ga needle via a transgastric approach. Cytology
revealed abundant mucin and cells with vague papillary projections
and cytoplasmic vacuoles suspicious of a mucinous cystic neoplasm.
The fluid CEA level was 76.8ng/mL.

1

Procedure and Patient Outcome

Under general anesthesia, the procedure was repeated. The papilla was found on the edge of a large diverticulum.
Cannulation was obtained by means of a sphincterotome and a Hydra Jagwire® Guidewire. Opacification confirmed
the presence of a giant obstructive common bile duct stone of 24mm (Figure 1). The sphincterotomy was enlarged as
far as anatomically considered safe. Since the length of the sphincterotomy was not considered large enough for
stone removal, we next carried out a dilation of the papilla by means of a wire guided Boston Scientific CRE™ Balloon
(5.5cm – 12-15mm) in an attempt to perform dilation assisted stone extraction (DASE). The stone, however, could not
be mobilized by a stone retrieval balloon or entrapped by dormia basket. We, therefore, switched to the SpyGlass®
Direct Visualization System assisted intraductal electrohydraulic lithotripsy (EHL) in order to fragment the stone and
clear the common bile duct (CBD).
The SpyScope® Access and Delivery Catheter was introduced up to the lower edge of the stone (Figure 2).
Subsequently, the EHL probe was introduced through the working channel of the SpyScope Catheter after which the
stone was fragmented by applying pulses through the EHL probe (Figure 3). After fragmentation, the CBD was
cleared by means of a dormia basket. Opacification of the CBD after duct clearance is illustrated in Figure 4. The
patient underwent the procedure uneventfully and was discharged the day after.

Procedure

2

3

Conclusion

This patient case illustrates the usefulness of the SpyGlass System-assisted intraductal lithotripsy for CBD stones
refractory to conventional therapeutic ERCP. Moreover, it alleviated surgery in a high-risk patient.

Due to the patient’s significant weight loss and concern for an
underlying malignancy, an ERCP was performed. The pancreatic
orifice of the major papilla was gaping and extruding mucin
(Figure 2). The pancreatic duct was cannulated using a
sphincterotome and 0.035" guidewire. Pancreatogram revealed that
a cystic lesion was infiltrating and branching off the main pancreatic
duct at the level of the body (Figure 3). A pancreatic sphincterotomy
was performed and direct visualization using the SpyGlass® Direct
Visualization System revealed papillary projections in a “fish egg”
configuration along the main duct at the level of the body extending
for approximately 0.5 cm towards the genu (Figures 4 and 5).
Biopsies taken using the SpyBite® Biopsy Forceps under direct
pancreatoscopic visualization confirmed the presence of main duct
intraductal papillary mucinous neoplasm (IPMN).

Case presented by:
Carlos Micames Cáceres, M.D.
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Mayagüez, Puerto Rico, USA

Intraductal Papillary Mucinous Neoplasm
Outcome / Post procedure

The patient underwent a distal pancreatectomy with resection of the
pancreatic body and tail (Figure 6). Pathology revealed a mixed-type
IPMN with moderate dysplasia and negative surgical margins. The
patient has remained asymptomatic and without evidence of
recurrence after more than three years of follow up.
Conclusion

This case illustrates the advantages of direct visualization by
performing pancreatoscopy using the SpyGlass System. In addition,
intraductal tissue sampling using the SpyBite Biopsy Forceps
confirmed the presence of main-duct IPMN, which was previously
unsuspected. Surgical resection is recommended in main-duct
IPMN due to its high incidence of malignancy. Therefore, accurate
identification of IPMN with main duct involvement, such as in this
case, is required to determine the need for surgical resection, to serve
as a guide for surgical resection, and to prevent progression to
adenocarcinoma, a mostly lethal disease.
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common bile duct stone. She was admitted elsewhere because of cholangitis secondary to a large entrapped common
bile duct stone of 24mm. Three previous attempts to remove the stone by means of conventional endoscopic
retrograde cholangiopancreatography had failed.

A 61-year-old male was initially referred for evaluation of significant
weight loss and pancreatic cysts seen on CT and MRI. An endoscopic
ultrasound revealed a 2.1cm cyst in the pancreatic body and mild
dilation of the main pancreatic duct measuring 4.1mm in the head
and 4.5mm in the genu (Figure 1). A fine needle aspiration was
performed using a 22ga needle via a transgastric approach. Cytology
revealed abundant mucin and cells with vague papillary projections
and cytoplasmic vacuoles suspicious of a mucinous cystic neoplasm.
The fluid CEA level was 76.8ng/mL.
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Procedure and Patient Outcome

Under general anesthesia, the procedure was repeated. The papilla was found on the edge of a large diverticulum.
Cannulation was obtained by means of a sphincterotome and a Hydra Jagwire® Guidewire. Opacification confirmed
the presence of a giant obstructive common bile duct stone of 24mm (Figure 1). The sphincterotomy was enlarged as
far as anatomically considered safe. Since the length of the sphincterotomy was not considered large enough for
stone removal, we next carried out a dilation of the papilla by means of a wire guided Boston Scientific CRE™ Balloon
(5.5cm – 12-15mm) in an attempt to perform dilation assisted stone extraction (DASE). The stone, however, could not
be mobilized by a stone retrieval balloon or entrapped by dormia basket. We, therefore, switched to the SpyGlass®
Direct Visualization System assisted intraductal electrohydraulic lithotripsy (EHL) in order to fragment the stone and
clear the common bile duct (CBD).
The SpyScope® Access and Delivery Catheter was introduced up to the lower edge of the stone (Figure 2).
Subsequently, the EHL probe was introduced through the working channel of the SpyScope Catheter after which the
stone was fragmented by applying pulses through the EHL probe (Figure 3). After fragmentation, the CBD was
cleared by means of a dormia basket. Opacification of the CBD after duct clearance is illustrated in Figure 4. The
patient underwent the procedure uneventfully and was discharged the day after.
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This patient case illustrates the usefulness of the SpyGlass System-assisted intraductal lithotripsy for CBD stones
refractory to conventional therapeutic ERCP. Moreover, it alleviated surgery in a high-risk patient.

Due to the patient’s significant weight loss and concern for an
underlying malignancy, an ERCP was performed. The pancreatic
orifice of the major papilla was gaping and extruding mucin
(Figure 2). The pancreatic duct was cannulated using a
sphincterotome and 0.035" guidewire. Pancreatogram revealed that
a cystic lesion was infiltrating and branching off the main pancreatic
duct at the level of the body (Figure 3). A pancreatic sphincterotomy
was performed and direct visualization using the SpyGlass® Direct
Visualization System revealed papillary projections in a “fish egg”
configuration along the main duct at the level of the body extending
for approximately 0.5 cm towards the genu (Figures 4 and 5).
Biopsies taken using the SpyBite® Biopsy Forceps under direct
pancreatoscopic visualization confirmed the presence of main duct
intraductal papillary mucinous neoplasm (IPMN).
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patient has remained asymptomatic and without evidence of
recurrence after more than three years of follow up.
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This case illustrates the advantages of direct visualization by
performing pancreatoscopy using the SpyGlass System. In addition,
intraductal tissue sampling using the SpyBite Biopsy Forceps
confirmed the presence of main-duct IPMN, which was previously
unsuspected. Surgical resection is recommended in main-duct
IPMN due to its high incidence of malignancy. Therefore, accurate
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case, is required to determine the need for surgical resection, to serve
as a guide for surgical resection, and to prevent progression to
adenocarcinoma, a mostly lethal disease.

4

1

14

access

2

3

5

6

4

access

15

Gastroenterology

Usefulness of the Single-Operator
SpyGlass System for Common
Bile Duct Stones Refractory to
Conventional Therapeutic ERCP

gastroenterology

Case presented by:
Fabio D’Amore, M.D.

Bronchial Thermoplasty —
Endoscopic Asthma Therapy

Case presented by:
Michael A. Jantz, M.D.
Associate Professor of Medicine
Director of Interventional Pulmonology
University of Florida College of Medicine,
Pulmonary, Critical Care, and Sleep Medicine
Gainesville, Florida, USA

E. Borina, M.D.
G. Parisi, M.D.
A. Borruto, M.D.
Taormina Hospital, ITALY

Patient History

PATIENT HISTORY

A 51-year-old male patient, after colecystectomy surgery ten years before, perceived abdominal pain and
experienced significant weight loss. After an abdominal ultrasound, we performed an endoscopic retrograde
cholangiopancreatography (ERCP) to remove noticed common bile duct (CBD) stones.

A 57-year-old male was diagnosed with asthma in 1982. In 2011, the
patient’s quality of life — both personal and professional — had
become severely compromised by his condition. His asthma made it
impossible for him to continue with the law enforcement field work
that was his passion. Confined to a desk job, he was planning for
early retirement from his position as sheriff. Outside of work his
asthma kept him from pursuing activities such as participating on a
recreational dive team.

Procedure

He perceived significant abdominal pain post ERCP, so we performed a CT scan and RMN (MRCP). The result was the
presence of CBD and left-right intrahepatic ducts filling defects. We performed a second ERCP and discerned quite a
bit of sludge but we found an oblong filling defect (Figure 1) , caliber 2.5mm and length 2cm, so we placed a Flexima®
Duodenal Bend Biliary Plastic Stent, 10Fr x 7cm with good results.
The patient complained again of dyspeptic disorders and important weight loss. After three months, the patient
underwent a third ERCP to remove the stent and to perform peroral choledososcopy with the SpyGlass® Direct
Visualization System that highlighted the presence of parasites (Figures 2 and 3). We performed a biopsy with
SpyBite® Forceps and bile sampling to find potential gamete.
The samples submitted different parasitological tests and Taeniarhynchus saginata infestation has been noticed. The
patient underwent a therapeutic anthelmintic treatment with niclosamide 500 and mebendazole 1000, for fifteen days.

The patient was referred from a local allergy clinic in early 2011. Prior
to treatment the patient was taking Advair ®, Xolair ® and albuterol
PRN but still suffered from severe asthma symptoms including
exacerbations that required nebulizer or similar therapy three to
five times per year and dependence on rescue medications three to
five times per day. In addition, the patient’s sleep was routinely
interrupted by frequent asthma symptoms.
Procedure

Patient Outcome

The patient, asymptomatic, submitted to a subsequent ERCP with cholangiogram (Figure 4) and second peroral
choledososcopy with the SpyGlass System that showed a clean CBD, completely free of parasites.

The patient experienced no post-procedure difficulties and was
discharged approximately two to three hours after the procedure at
80-87% of baseline. The patient returned to work and normal activity
the following day. As expected, the patient experienced a mild
worsening of symptoms for one to two days after the first procedure,
but there was minimal impact on daily activities. The patient was
very willing to return for each of the two following procedures.
Post Procedure

The patient had an excellent response to bronchial thermoplasty and
reported improvements one week post treatment. The patient did
not need to take any time off from work post treatment and at oneyear post treatment he continues to see the benefits of the procedure.
The procedure had made a positive difference to the patient’s asthmarelated quality of life, allowing his return to law enforcement field work.
Patient Reaction

“This is wonderful. I am breathing so much better and can do my job.”
— Patient

The patient had an initial clinic visit where he was advised of the
risks and benefits of the bronchial thermoplasty procedure. The “At first I had to check to see if he was breathing during the night
patient’s lung function tests (PFT) showed 61% FEV1 and 90% FVC. since he was no longer making such heavy breathing sounds.”
The patient took prednisone prior to treatment and the day of the
— Patient’s wife
treatment received moderate sedation with Demerol® and Versed®.

Preceptorships Offer Unique Opportunity to

Learn About Bronchial Thermoplasty
1

2

3

4

As a way to educate physicians and administrators on the Bronchial Thermoplasty (BT) procedure using the
Alair ® System, Boston Scientific sponsored a preceptorship at St. David’s Georgetown Hospital in Texas. Physicians
from New York, California and Texas met for a full day of presentations, discussion and live-case observation.
Dominic DeKeratry, M.D., president of Georgetown Pulmonary Associates, presented on the BT procedure and shared his experience with
selecting patients, patient outcomes as well as reimbursement. Dr. Esther Fields, DO, vice president and co-founder of Georgetown Pulmonary
Associates, performed a live case where she treated a patient under conscious sedation. The targeted airways of the upper right and left
lobes were treated in about one hour. The patient coughed a few times but otherwise there were no issues.
Chief Executive Officer of St. David’s Georgetown Hospital,
Hugh Brown is an advocate for the procedure which the hospital
has been performing since October of 2010. Brown spoke
positively about BT and the opportunity to bring leading-edge
technology to the community the hospital serves.
Several participants commented that the blend of didactic,
live-case observation and getting the perspective of a hospital
administrator made for a productive and useful day.
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This was a great program which gave me a better

feeling for patient selection, better comfort with how
to perform the procedure, and helped me make a
case to my institution to obtain the technology,
— Maydee Rosario, M.D., of Waco, Texas
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Through Education and Advocacy, Boston Scientific Champions HCP Reimbursement
Boston Scientific provides education and information to a
variety of hospital staff members, including coders, department
managers and administrators, to support health care providers’
(HCPs) efforts to accurately report services and to receive
appropriate reimbursement for utilizing Boston Scientific products
on label. For many HCPs, Boston Scientific’s reimbursement support
team is a key element of purchasing decisions that can result in
improved operational efficiencies.
“Our job is to provide information and to help educate today’s
economically minded customer,” said Maria Stewart, director of
health economics and reimbursement (HE&R), Boston Scientific.
“Once a health care provider makes a purchase decision about
one of our products, we want to make sure they are able to be
reimbursed appropriately for the procedures they are performing.”
In addition to working directly with HCPs, Boston Scientific regularly
collaborates with gastroenterology specialty societies and
government agencies to advocate for appropriate reimbursement
and to address regional and national reimbursement challenges.

The study,

Stenting versus gastrojejunostomy for

management of malignant gastric outlet obstruction:
comparison of clinical outcomes and costs,
published in Surgical Endoscopy is available online
at www.springerlink.com.
Analyses of economic and claims data can help HCPs understand
not only the cost of a procedure but also the procedure’s impact on
patient outcomes. It was this type of analysis that became an
important part of a clinical study conducted by Shyam Varadarajulu,
M.D., Florida Hospital. By working with Ann Roy, senior manager
of HE&R at Boston Scientific, and co-author of the published article,
Dr. Varadarajulu was able to add an economic component to the
study which demonstrated that duodenal stenting for management
of malignant gastric outlet obstruction resulted in lower morbidity
and complications as well as lower procedural costs when compared
with gastrojejunostomy.

A ‘Culture of Quality’ Enables Continuous Improvement,
Keeps Focus on Patient Care (Cont. from p. 4.)
Product

Select Features

Hydra Jagwire Guidewire
®

• T ip technology designed to improve procedural efficiency.
Two distinct tips on each end:
• 10cm hydrophilic Dream Tip End designed for smooth
access and tactile feel
• 5 cm hydrophilic tip helps facilitate duct access and reduce tip impaction trauma during papillary cannulation
• F orms an Alpha loop to facilitate effective access into the targeted duct

Radial Jaw ® 4

• Enhanced passability through tortuous anatomy
• A balance of columnar strength and flexibility for excellent pushability and control during scope passage
• Outcome is a clean, precise bite and consistent sample retention

RX (short wire) line of sphincterotomes:
• Autotome ® RX Cannulating Sphincterotome
• Dreamtome ® Sphincterotome
• Hydratome ® RX Cannulating Sphincterotome

• Enhanced orientation provides and more consistent performance
• Tip rotation for more precise rotational control

WallFlex ® Stents –
next-generation of WALLSTENT®
Endoprosthesis

All WallFlex Stents
• L ooped and flared ends to reduce risk of
trauma and stent migration
Esophogeal
• Fully covered option
• Reconstrainable to aid in repositioning
Colonic and Duodenal
• Reconstrainable to aid in repositioning

Biliary RX
• Full covered option
• Integrated retrieval loop
• Reconstrainable to aid in repositioning
• Platinol™ Wire construction provides flexibility
to aid in placement of tortuous anatomies* and
enhanced full-length radiopacity to aid visibility
during stent placement
*Flexibility varies by size of stent.

Access Magazine was produced in cooperation with several physicians. The procedures discussed in this document
are those of the physicians and do not necessarily reflect the opinion, policies or recommendations of Boston Scientific
Corporation or any of its employees.
Results from case studies are not predictive of results in other cases. Results in other cases may vary.
CAUTION: The law, including Federal (USA) 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.
WARNING: The safety and effectiveness of the WallFlex Biliary Stent for use in the vascular system has not been established.
Advanix, Alair, Autotome, Bronchial Thermoplasty, Captivator, Dreamtome, Enhancing Patient Outcomes. Delivering Total Value,
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SpyGlass, SpyScope, WallFlex are registered or unregistered trademarks of Boston Scientific Corporation or its affiliates.
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