
PRACTICAL GASTROENTEROLOGY • FEBRUARY 2011 49

BOOK REVIEWS

Capsule Endoscopy Simplified
Roberto de Franchis, Blair S. Lewis, Daniel S. Mishkin
Slack Inc.; 2010; ISBN-13: 978-1-55642-940-8; $99.95
Capsule Endoscopy Simplified is an excellent beginner’s
guide on capsule endoscopy technology that has been
rapidly gaining popularity and clinical application within
adult and pediatric gastroenterology. Although the book
primarily reviews technical and software capabilities of
the Given Imaging (Yoqneam, Israel) Pill Cam system, it
outlines features of other currently available capsule
technology designed to capture and record images of the
gastrointestinal tract. It has a good balance of text, clini-
cal pearls and images and is a valuable resource to clini-
cal gastroenterologists in training, nurses involved with
procedures, as well as more seasoned gastroenterologists
who utilize this technology in patient care. This book
provides a concise and thorough introduction to the
equipment, patient preparation, capsule placement and
software management making it a valuable reference for
the endoscopy library. Throughout this book, the authors
highlight a number of clinical trials in capsule endoscopy
and provide evidence-based protocols in patient care.
Although it does not replace an atlas of capsule images
that is an essential companion to any gastroenterologist
reading capsule endoscopy, it does provide a solid foun-
dation and necessary knowledgebase to gain sufficient
expertise and comfort with this technology. 

This book is concise, user friendly, and offers “tricks
of the trade” in addition to clinical pearls from experts in
the field of capsule endoscopy and small bowel imaging.
The authors provide supportive images and discussions in
using this technology to diagnose various gastrointestinal
diseases as well as normal and abnormal pathology.

The included DVD provides a brief overview of
esophageal and small bowel video capsule endoscopy.

Daniel Gelfond, MD
Assistant Professor of Pediatrics

Digestive Diseases and Nutrition Center
Women’s and Children Hospital of Buffalo

Fibrocystic Diseases of the Liver
Editors: Karen F. Murray, M.D. and Anne M. Larson, M.D.
Humana Press; 2010, ISBN 978-1-60327-524-8; $239
Fibrocystic liver disease is a descriptive term that is com-
monly used to highlight those genetic epithelial disorders

involving the biliary ductule and, in some cases, the renal
tubule. Any discussion of these disorders evokes diag-
noses such as Congenital Hepatic Fibrosis, Polycystic
Liver Disease, Caroli’s Disease, and several other less
common disorders including Meckel and Joubert syn-
drome. Nevertheless, other biliary and/or fibrocystic dis-
eases such as biliary atresia or glycosylation disorders
may share some similarities with these traditionally
known hepatorenal fibrocystic diseases. All of them are
thoroughly discussed in Murray and Larson’s Fibrocys-
tic Diseases of the Liver. This inclusive overview pro-
vides a broader understanding of biliary development in
general although the genetic and embryonic factors
involved in specific disorders are discussed in detail. 

Fibrocystic Diseases of the Liver addresses those
fundamental areas critical to understanding hepatore-
nal fibrocystic disease. Biliary morphogenesis, ductal
plate remodeling, the dynamic function of the cholan-
giocyte, and the important role of cilia and cellular sig-
naling are extensively reviewed. This ‘big picture’
look at biliary development allows the reader to more
easily understand the similarities and differences
between these disorders as well as to glimpse potential
future therapies targeting cholangiocyte signaling and
cyst development. Important complications of fibro-
cystic liver disease such as cholangitis and vascular
complications are covered, as are miscellaneous hepa-
tobiliary cystic lesions in this complete review. 

Fibrocystic Diseases of the Liver is well orga-
nized, and the tables and diagrams are concise and
informative. The figures, particularly the radiographs
and color photographs, are of excellent quality and
strengthen the book considerably. The contributing
authors are internationally recognized experts in their
field and represent a large number of excellent acade-
mic institutions worldwide. Fibrocystic Diseases of the
Liver is a comprehensive, yet practical, collection of
material that is current and is a necessary reference for
those interested in hepatobiliary disease. This tome
should be the ‘go-to’ book for fibrocystic liver disease. 

Christopher Jolley, MD
Associate Professor of Pediatrics

Chief of Pediatric Gastroenterology
University of Florida, Gainesville, Florida

John Pohl, M.D., Book Editor, is on the Editorial Board
of Practical Gastroenterology.
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FROM THE LITERATURE

Acid Suppression and Hip Fractures
A case-controlled study using data from an integrated
health services organization was carried out, evaluat-
ing 33,752 patients with incident diagnoses of
hip/femur fractures (case), and 130,471 matched mem-
bers without fractures (controls). Prescription data for
use of proton pump inhibitors (PPIs) or H2RAs up to
10 years cumulative in duration and confounders. 

Patients with hip fractures were more likely to
controls, to a previously received a 2-year or more
supply of PPIs (OR 1.30), or H2RAs (OR 1.18). The
risk was reduced after discontinuance of medication
(OR 1.3 for current PP users vs. 1.09 for patients who
received their last prescription 2 to 2.9 years ago).

Higher dosages, but not increased cumulative
duration were associated with increased risk, such as
1.5 pills per day or more (OR 1.41), less than 0.74 pills
per day (OR 1.12). Excess fracture risk for PPI use was
only present among persons with at least one other
fracture risk factor.

It was concluded that use of drugs that inhibit gas-
tric acid are associated with an increased risk of hip
fracture. However, this association was only found
among persons with at least one other risk factor for
hip fracture. Acid inhibition might therefore be associ-
ated with fracture risk in persons already at risk for

osteoporosis, although other confounding cannot be
excluded. Corley, D. A., Kubo, A., Zhao, W., Quesen-
berry, C. “Proton Pump Inhibitors and Histamine-2
Receptor Antagonists Are Associated With Hip Frac-
tures Among At-Risk Patients.” Gastroenterology,
2010; Vol. 139, pp. 93-101.

H. Pylori and Protection From 
Esophageal Cancer
To measure the association between H. pylori infection
and esophageal cancer and identified potential modi-
fiers in Australia with a population-based, case-con-
trolled study, the prevalence of H. pylori seropositivity
and single nucleotide polymorphisms in IL-1B and
TNF-a among 260 esophageal adenocarcinoma (EAC),
298 esophagogastric junction (EGJAC) and 208 squa-
mous cell carcinoma (ESCC patients, and 1346 con-
trols to estimate relative risks, odds ratio (OR) and
competence intervals (CI) using multivariable logistic
regression, in the entire sample, and within the strata of
phenotypic and genotypic risk factors.

H. pylori infection was associated with significant
reduced risks of EAC (OR 0.45), and EGJAC (OR
0.41), but not ESCC (OR 1.04). For each cancer sub-
type, risk was similar magnitude across the strata of
reflux frequency and smoking status. There was no evi-
dence of polymorphisms in IL-1B or TNF-a modified
the association between H. pylori and EAC or EGJAC.

It was concluded that H. pylori infection is
inversely associated with risks of EAC and EGJAC,
but not ESCC. The reduction in risk is similar across
subgroups of potential modifiers. Whiteman, D.,
Parmer, P., Fahey, P., et al for the Australian Cancer
Study. “Association of Helicobacter pylori Infection
With Reduced Risk for Esophageal Cancer Is Indepen-
dent of Environmental and Genetic Modifiers.” Gas-
troenterology, 2010; Vol. 139, pp. 73-83.

Murray H. Cohen, D.O., editor of “From the Literature”
is a member of the Editorial Board of Practical 
Gastroenterology.

CALL FOR PAPERS
ANNOUNCING AN EXCITING 

NEW DIRECTION FOR 
PRACTICAL GASTROENTEROLOGY 

We are launching a new series on original digestive
diseases research.  Research can be prospective or
retrospective as well as clinical in nature.  Outcomes
or population based research is also welcome.
Please provide a cover letter that briefly summarizes
the important aspects of the manuscript with 
recommendations for up to three reviewers who are
qualified in the field as well as three reviewers who
may have  a conflict of interest with your study.
Please send manuscripts electronically to Dr. Uma
Sundaram, attention Cristin Murphy (telephone:
304.293.4123) to the following e-mail address:
camurphy@hsc.wvu.edu W W W . P R A C T I C A L G A S T R O . C O MW W W . P R A C T I C A L G A S T R O . C O M
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SEDASYS® System APPEAL 
Has Been Granted by the FDA 
Ethicon Endo-Surgery Awaits a New Independent
Advisory Panel Review of Clinical Data
Ethicon Endo-Surgery, Inc. (EES) announced that the
Commissioner’s Office of the U.S. Food and Drug
Administration (FDA) has granted the appeal of the
Center for Devices and Radiological Health’s (CDRH)
denial of the SEDASYS® System Premarket Approval
Application (PMA). As a result, a new Independent
Advisory Panel will be appointed to reconsider the
SEDASYS® System clinical trial data and application.
“We appreciate that the Commissioner’s Office has
granted our appeal of the SEDASYS® System PMA
application,” said Karen Licitra, Company Group Chair
and Worldwide Franchise Chair, EES. “We look for-
ward to the new Independent Advisory Panel review to
reconsider our clinical trial data, which demonstrated
the System is safe and effective.” The SEDASYS®

System is the first computer-assisted personalized seda-
tion (CAPS) system designed to allow physician/nurse
teams to provide minimal-to-moderate sedation with
propofol during routine upper and lower gastrointestinal
procedures in healthy adults. The SEDASYS® System
has the potential to benefit patients, physicians and
nurses.  If approved, it may help reduce sedation-related
risks associated with endoscopic procedures, may
improve the overall patient experience, and may encour-
age more individuals to be screened for colon cancer.

EES filed its appeal on March 26, 2010, after
receiving a Not-Approvable Letter from CDRH
despite an 8–2 vote by CDRH’s Anesthesiology and
Respiratory Therapy Devices Advisory Committee,
which reviewed the clinical data last year. Outside the
U.S., the SEDASYS® System has been granted a CE
Mark for the European Union and is approved in Aus-
tralia for colonoscopy and EGD procedures. Health
Canada also granted regulatory approval for the
SEDASYS® System for use by healthcare professional
teams during routine colonoscopies.

About the SEDASYS® System: The SEDASYS®

System is the first computer-assisted personalized seda-
tion (CAPS) system designed to allow physician/nurse
teams to provide minimal-to-moderate sedation with
propofol during routine endoscopy procedures in healthy

adults.  By integrating state-of-the-art drug delivery and
patient monitoring, the SEDASYS® System enables
physician/nurse teams to deliver personalized sedation.
It automatically detects and responds to signs of over-
sedation (oxygen desaturation and low respiratory
rate/apnea) by stopping or reducing delivery of propofol,
increasing oxygen delivery and automatically instructing
patients to take a deep breath. The SEDASYS® System
monitors and records patient vital signs and additional
parameters, including oxygen saturation, respiratory
rate, heart rate, blood pressure, end-tidal carbon dioxide
and patient responsiveness. The device is currently an
investigational device limited by U.S. law to investiga-
tional use only.

About Ethicon Endo-Surgery: Ethicon Endo-
Surgery, a Johnson & Johnson company, develops and
markets advanced medical devices for minimally inva-
sive and open surgical procedures, focusing on proce-
dure-enabling devices for the interventional diagnosis
and treatment of conditions in general and bariatric
surgery, as well as gastrointestinal health, gynecology
and surgical oncology. More information can be found
at www.ethiconendo.com

Three Suppliers Selected to Participate 
in Premier Healthcare Alliance Comparative
Effectiveness Research Program
Effort will analyze solutions in care settings, 
aims to inform providers and patients about 
safe, cost-effective treatments for certain 
clinical conditions
In an effort to inform the provider community and gen-
eral public about which interventions drive improved
outcomes and cost-savings, the Premier health care
alliance has launched the QUEST® Comparative
Effectiveness & Innovation Program (QCEIP). Baxter
International Inc., Lantheus Medical Imaging, Inc. and
Siemens Healthcare Diagnostics have been selected to
participate in QCEIP, a voluntary program that will
test products and clinical interventions in real-world
settings at Premier alliance hospitals. QCEIP will work
to generate objective results to help the provider com-
munity better understand the patient outcomes associ-
ated with the use of certain products. Health reform

MEDICAL BULLETIN BOARD

(continued on page 54)
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established the Patient-Centered Outcomes Research
Institute to prioritize and fund comparative effective-
ness research (CER). The aim of CER—and QCEIP—
is to improve health outcomes by developing and
disseminating evidence-based information about the
effectiveness of treatments relative to other options.
QCEIP will leverage Premier Research Services’
(PRS) research expertise and data from the nation's
most comprehensive repository of clinical, financial
and outcomes information to test, validate and sub-
stantiate the concepts submitted by the suppliers. PRS
and Premier data have been featured in more than 200
peer-reviewed journal articles.

The primary objective of this study is to compare
the safety and efficiency in critically ill patients who
are receiving parenteral nutrition (PN) via a multi-
chamber bag (CLINIMIX®) to those receiving PN with
compounded solutions or patients receiving enteral
nutrition. CLINIMIX sulfite-free (Amino Acid in 
Dextrose) injections are sterile solutions available 
in multi-chamber bags for central and peripheral PN.

Contact: Alven Weil Premier Healthcare Alliance
704.733.5797 www.premierinc.com

Apollo Endosurgery Demonstrates Clinical 
Functionality of the Newly Launched 
OverStitch™ Endoscopic Suturing System 
in Bariatric Repairs and GI Therapy 
Apollo Endosurgery, Inc. announced preliminary
results from their GEMINI suturing registry. These
results confirm the procedure enabling capability of
their newly-launched OverStitch™ Endoscopic Sutur-
ing System in a variety of clinical cases in the esopha-
gus, stomach and colon. A unique device that mimics
the way physicians deploy sutures by hand, the Over-
Stitch system enables full-thickness endoscopic sutur-
ing on a flexible platform—delivering a surgical
standard of care through the flexible endoscope. While
preliminary results will be presented at the upcoming
SAGES and DDW meetings, the company is reporting
the successful completion of more than 60 procedures
in the esophagus, stomach and colon over the last sev-

eral weeks. These cases include stoma reductions, GI
bleeds, repairs of fistulas, ulcers and other small
defects. Early procedures have been performed in sev-
eral thought leading institutions including: Legacy
Health Systems, Portland, OR; Mayo Clinic,
Rochester, MN; University of California San Diego,
San Diego, CA; Johns Hopkins, Baltimore, MD;
Brigham and Women's, Boston, MA; California
Pacific Medical Center, San Francisco, CA. Dr.
Christopher Thompson of Brigham and Women’s Hos-
pital noted: “The versatility of OverStitch is incredi-
ble—it has allowed me the increased flexibility in
these recent procedures to obtain results that in many
cases would have been impossible to achieve without
laparoscopic or open surgical intervention.” Dennis
McWilliams, CEO and President for Apollo, states,
“The OverStitch Endoscopic Suturing System has
enabled many procedures that previously may have
required more invasive treatment. The OverStitch 
system’s utility and breadth of clinical applications in
end oscopic tissue apposition are a result of the control
and simplicity of use demonstrated during these early
cases. The system shows great promise of improving
the lives of thousands of patients suffering from dis-
ease and defects within the GI Tract.” Endoscopic
suturing is a huge market opportunity with over 1.2
million basic procedures performed annually in the
US, such as stoma and gastric reductions, fistula
repair, stent fixation, and GI bleeds. Apollo is excep-
tionally well positioned to achieve substantial growth
and advance the potential of flexible surgery—while
minimizing the trauma of endoscopic surgical access.
Apollo collects data on each case and maintains its
ongoing Gemini Suturing Registry (Gastrointestinal
Endoscopic MINimally Invasive) whenever an Over-
Stitch system is employed in an endoscopic procedure.

About Apollo Endosurgery, Inc.: Apollo Endo-
surgery, Inc. is dedicated to revolutionizing patient care
through the development of flexible surgery, which is
emerging from the convergence of laparoscopic surgery
and therapeutic gastroenterology.  Flexible surgery min-
imizes the trauma of surgical access by taking advan-
tage of natural orifices to deliver surgical tools to
targeted areas. All of Apollo’s products are compatible
with existing flexible endoscope platforms. Apollo

(continued on page 56)
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Endosurgery was cofounded with the Apollo Group, a
unique collaboration of physicians from the Mayo
Clinic, Johns Hopkins University, Medical University
of South Carolina, the University of Texas Medical
Branch and the Chinese University of Hong Kong. The
company is funded by PTV Sciences, H.I.G. Ventures
and has received a grant from the Cancer Prevention
Research Institute of Texas. For more information, visit
our website www.apolloendo.com

ASGE and the Colorectal Cancer Coalition Praise
Affordable Care Act Provision for Coverage of
Colorectal Cancer Screening
Organizations call upon health plans and insurers 
to support all eligible people having the option 
of colorectal cancer screening without cost
The American Society for Gastrointestinal Endoscopy
(ASGE) and the Colorectal Cancer Coalition are
encouraged that the Affordable Care Act (ACA) provi-
sion requiring all new health insurance plans to cover
certain preventive services, including colorectal cancer
screening, without imposing cost-sharing requirements
on patients will take effect September 23. As two orga-
nizations dedicated to reducing colorectal cancer inci-
dence and mortality, ASGE and the Colorectal Cancer
Coalition remain concerned that screening-eligible
adults who choose a colonoscopy as their method of
colorectal cancer screening may be unfairly penalized.
Under the recently published regulations, health plans
or insurers are given the freedom to impose cost-shar-
ing requirements if, during a colonoscopy, a precancer-
ous polyp is found and removed. “Colorectal cancer is
a largely preventable disease. Screening for colorectal
cancer by colonoscopy identifies polyps and allows
them to be removed before they turn into cancer, and
that is the basis for colonoscopy as both a screening and
colorectal cancer prevention tool,” said M. Brian Fen-
nerty, MD, FASGE, president, American Society for
Gastrointestinal Endoscopy. “We call upon health plans
and insurers to fully eliminate the cost burden of
colonoscopy colorectal cancer screening by waiving
cost-sharing for the screening portion of colonsocopies
in the event that they turn therapeutic and a polyp is
removed.” The greatest benefit of colonoscopy is
removing polyps that are discovered during screening

and by so doing, significantly decreasing the risk for
later cancer development. Converting a screening pro-
cedure that is fully covered by insurance with no cost-
sharing, to one that does require cost-sharing by the
patient after a polyp is found, is both a barrier to screen-
ing and inconsistent with the goal of the preventive ser-
vices provision. The patient who has a polyp removed
is the one who benefits the most from the exam and
imposing a financial “penalty” could deter the patient
from getting screened. The ACA is designed to help
make health and wellness prevention services afford-
able and accessible to Americans by requiring health
plans to cover preventive services and by eliminating
cost-sharing. Effective September 23, 2010, new health
plans will be required to cover recommended preven-
tive services without charging a copay, co-insurance or
a deductible. A list of covered services can be found on
www.healthcare.gov. Preventive services with a grade
A or B rating by the U.S. Preventive Services Task
Force will be covered under these rules, including col-
orectal cancer screening tests using a fecal occult blood
test, colonoscopy, or sigmoidoscopy, which all have a
grade A rating for adults over age 50. While the ACA
only requires new plans to remove cost-sharing for
screening, the ASGE and the Colorectal Cancer Coali-
tion hope that existing plans will also adopt this new
cost-sharing policy to maintain equity in care. "The pri-
mary goal of colorectal cancer screening is prevention.
The choice of colorectal cancer screening test is a very
personal decision and one best decided upon by the
individual in consultation with his or her health care
provider. We will work to ensure that the individual's
choice of screening method is based on guidance from
his or her physician and is not compromised by
inequitable reimbursement rates,” said Carlea Bauman,
president, Colorectal Cancer Coalition. “It is also
important that efforts continue to improve screening
access for historically underserved populations to
reduce the higher incidence of colorectal cancer
observed in these groups.” For more information about
colorectal cancer screening or to find a qualified physi-
cian, visit ASGE’s colorectal cancer awareness 
website at www.screen4coloncancer.org. To get
involved in colorectal cancer advocacy and research,
log on to the Colorectal Cancer Coalition's website at
www.FightColorectalCancer.org.
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