
Quadruple vs. Triple Antibiotic Therapy 
in H. Pylori Infection
Recent treatment guidelines recommend two first-line
therapies for H. pylori infection: PPI, bismuth, tetracy-
cline and metronidazole (quadruple therapy), or PPI,
Clarithromycin and amoxicillin (triple therapy). A sys-
tematic review and meta-analysis were carried out to
compare the efficacy and tolerability of these regimens
as first-line treatment of H. pylori. Two independent
reviewers extracted data using standardized data forms
with meta-analysis carried out, and with various maneu-
vers, searching extensive sources as listed in the report.

Nine RCTs (N = 1679) were included. Although
dosing regimens of triple therapy were quite consistent
between trials, dosing regimens varied considerably
for bismuth quadruple therapy. That latter therapy
achieved eradication in 78.3% of patients, whereas
clarithromycin triple therapy achieved an eradication
rate of 77.0%. There was moderate heterogeneity and
no evidence for significant publication bias. Subgroup
analyses by study location, treatment duration, and
study population did not account for the heterogeneity.
There were no statistically significant differences in
side effects yielded by either approach.

It was concluded that quadruple and triple thera-
pies yielded similar eradication rates as primary ther-
apy for H. pylori infection. Both therapies yielded
suboptimal eradication rates. Patient compliance and
side effects were similar for quadruple and triple ther-
apies. Luther, J., Higgins, P., Schoenfeld, P., et al.
“Empiric Quadruple Vs. Triple Therapy for Primary
Treatment of Helicobacter Pylori Infection: Systematic
Review and Meta-Analysis of Efficacy and Tolerabil-
ity.” American Journal of Gastroenterology, 2010;
Vol. 105, pp. 65-73.

Colorectal Cancer Risk in 
Surveillance Colonoscopy
Despite regular colonoscopy, interval colorectal cancer
(CRC) may occur. In order to examine the rate of that
CRC in a polyp prevention trial continued follow-up
study (PPT-CFS), a prospective observational study of
that trial’s participants began after the trial ended. Med-
ical records of the patient with CRC were collected,
reviewed and abstracted in a standardized fashion.

Among 2079 PPT participants, 1297 (62.4%)
agreed to participate in the PPT-CFS. They were fol-
lowed for a median of 6.2 years after completion of the
main PPT. Nine cases of CRC were diagnosed over
7626 person-years of observation (PYO), for an inci-
dence rate of 1.2 per thousand PYO. The ratio of CRC
observed compared with that expected by surveillance,
epidemiology and end result was 0.64. Including all
CRC (N = 22) at the beginning of the PPT, the
observed compared with expected rates by surveil-
lance, epidemiology and end results were 0.74. Of
patients with known CRC developed in the PPT-CRS,
78% had a history of an advanced adenoma, compared
with only 43% of patients who remained cancer-free.

Despite frequent colonoscopy during the PPT and
limited by a relatively small number of interval can-
cers, in the years after the trial, there was a consistent,
ongoing risk of cancer subject to a history of advanced
adenoma subject to an increased risk of subsequent
cancer and should be followed closely with continued
surveillance. Leung, K., Pinsky, P., Laiyemo, A., et al.
“Ongoing Colorectal Cancer Risk, Despite Surveil-
lance Colonoscopy: The Polyp Prevention Trial Con-
tinued Follow-up Study.” Gastrointestinal Endoscopy,
Vol. 71, No. 1, 2010, pp. 111-117.

PEG Interferon Alfa-2A Plus Ribavirin vs. 
PEG Interferon Alfa-2B Plus Ribavirin in HCV
In two separate studies, patients with HCV infection
were treated by PEG Interferon Alfa-2A plus Ribavirin
or PEG Interferon Alfa-2B plus Ribavirin in treatment
of chronic hepatitis C virus infection, genotypes 1 to 4.
Safety and efficacy were compared using standard
schedules. Significantly more patients treated with
PEG Interferon Alfa-2A plus Ribavirin developed an
SVR rate than those with PEG Interferon Alfa-2B plus
Ribavirin. Both showed a similar safety profile. A total
of 431 patients were compared in one study and 320 in
the other study. 

It was concluded that in patients with chronic
HCV infection, PEG Interferon Alfa-2A plus Ribavirin
produces significantly higher SVR rate than PEG
Interferon Alfa-2B plus Ribavirin. The two regimens
showed a similar safety profile. Rumi, M., Ahehemo,
A., Prati, G., et al. “Randomized Study of PEG Inter-
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feron Alfa-2A Plus Ribavirin Plus PEG Interferon
Alfa-2B Plus Ribavirin in Chronic Hepatitis C.” Gas-
troenterology, 2010; Vol. 138, No. 1, pp. 108-115.
Ascione, A., DeLuca, M., Tartaglione, M., et al. “PEG
Interferon Alfa-2A Plus Ribavirin is More Effective
Than PEG Interferon Alfa-2B Plus Ribavirin For
Treating Chronic Hepatitis C Virus Infection.” Gas-
troenterology, 2010; Vol. 138, No. 1, pp. 116-122.

Treatment of Acute HCV Infection 
in Injecting Drug Users
The efficacy of treatment of recent HCV infection in
IDUs with acute and early chronic HCV was analyzed
from data from the Australian Trial in Acute Hepatitis
C, which was a prospective study of the natural history
and treatment outcomes of patients with recent 
HCV infection. The patients had their first anti-HCV
antibody-positive test result within six months, and
either acute clinical HCV within the past twelve
months or documented anti-HCV seroconversion
within 24 months.

Participants with HCV received PEG Interferon
Alfa-2A 180 mcg per week (74). Those with HCV-
HIV coinfection received the same, with Ribavirin 
(N = 35) for 24 weeks. 

From June 2004 to February 2008, 167 participants
were enrolled in the Australian Trial in Acute Hepatitis
C; 79% had injected drugs in the previous six months.
Among 74 with only HCV, the SVRs were 55% and
72% by intention-to-treat and per protocol analysis,
respectively. In multivariate analyses, baseline factors
independently associated with lower SVR included
decreased social functioning and current opiate pharma-
cotherapy. Adherent participants had higher SVR rates
(63% vs. 29%). Of the 35 participants with HCV-HIV
coinfection, the SVRs were 74% and 75%, by intention-
to-treat and per protocol analysis, respectively. 

It was concluded that treatment of recent HCV
infection among IDUs, including those with HIV coin-
fection is effective. Strategies to engage socially mar-
ginalized individuals and increase adherence would be
expected to improvement outcomes in this population.
Dore, G., Hellard, M., Matthews, G., et al for the Aus-
tralian Trial in Acute Hepatitis C Study Group. “Effec-
tive Treatment of Injecting Drug Users With Recently

Acquired Hepatitis C Virus Infection.” Gastroenterol-
ogy, 2010; Vol. 138, pp. 123-135.

C. Difficile Infection Complicating Cirrhosis
To determine the effect of C. difficile-associated dis-
ease (CDAD) on outcomes, and to identify risk factors
for its development in cirrhosis, case-controlled stud-
ies using the D-identified national (nationwide inpa-
tient sample NIS), and an identified liver transplant
center database of hospitalized cirrhotics with and
without CDAD were performed. 

The NIS 2005 was queried for mortality, charges
and length of stay (LOS). In cirrhotics with and with-
out CDAD, outcomes of cirrhosis and infections were
also analyzed. In the transplant center database, risk
factors for CDAD were defined in hospitalized cir-
rhotics with and without CDAD who were age-
matched in a 1:2 ratio. 

The NIS 2005 included 1,165 cirrhotics and
82,065 without CDAD. Cirrhotics with CDAD had a
significantly higher mortality (13.8% vs. 8.2%), length
of stay (14.4 days vs. 6.7 days), and charges ($79,351
vs. $35,686), compared with those without CDAD. 

On multivariate analysis, CDAD was associated
with higher mortality (OR 1.55), charges and LOS,
despite controlling for cirrhosis complications and
infections. In a transplant center database, 54 cirrhotics
within 108 cirrhotics without CDAD were included.
Outpatient spontaneous bacterial peritonitis prophy-
laxis (35% vs. 13%), inpatient antibiotic (63% vs.
35%), and proton pump inhibitor use (74% vs. 31%),
were significantly higher in those with CDAD. 

It was concluded that cirrhotics with CDAD have
a higher mortality, LOS and charges on the NIS 2005,
compared to those without CDAD. Antibiotic and PPI
use were considered risk factors for CDAD develop-
ment in hospitalized cirrhotics. Bejaj, J., Ananthakr-
ishnan, A., Hafeejullah, M., et al. “Clostridium
Difficile is Associated With Poor Outcomes in Patients
With Cirrhosis: A National and Tertiary Center
Prospective.” American Journal of Gastroenterology,
2010; Vol. 105, pp. 106-113.

Murray H. Cohen, D.O., editor of “From the Literature”
is a member of the Editorial Board of Practical 
Gastroenterology.
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Rifaximin 550 mg Tablets Data Presented 
at Easl in Vienna
As you are aware, hepatic encephalopathy (HE) is
caused by chronic liver failure and results in cognitive,
psychiatric and motor impairments, and on March 24,
2010, the U.S. FDA approved XIFAXAN® (rifaximin)
550 mg tablets for the reduction in risk of overt HE
recurrence in patients 18 years of age or older.

As such, thought you might be interested in the
rifaximin data presented today in Vienna in an oral ple-
nary session and a poster presentation at the annual
EASL meeting showing significant improvement in
quality of life and venous ammonia reduction in
patients treated with rifaximin 550 mg tablets. 

Researchers found that mean time-weighted aver-
age scores were significantly higher in the rifaximin
550 mg group versus placebo for overall domain as
well as for the six domains comprising the overall
QOL domain: fatigue, abdominal and systemic symp-
toms, activity, emotional function and worry. This data
suggests that with timely recognition of HE symptoms,
a patient’s quality of life can be improved and the
effects of this serious condition reversed, when man-
aged by the administration of a poorly absorbed antibi-
otic, such as rifaximin, and the introduction of lifestyle
changes, such as limiting dietary protein.

HE causes a build-up of ammonia in the blood
when the liver is no longer able to remove the toxic
substances typically present in the blood as quickly as
they accumulate. Increased ammonia concentrations,
in turn, affect the central nervous system, resulting in
the cognitive, psychiatric and motor impairments that
are seen in patients with HE. Ammonia concentration
appeared to be an independent predictor of break-
through HE, which should be an important considera-
tion in deciding treatment for HE.

Expression of Mucin 1 in Pediatric 
Inflammatory Bowel Disease 
May Indicate Progression of Illness
Pediatric and Developmental Pathology—Millions of
people are afflicted with inflammatory bowel diseases,
such as Crohn’s disease and ulcerative colitis, and 30
percent of new cases occur in childhood. Mucin 1
(MUC1), an epithelial mucin that has been shown to

elicit both an immune response and to have altered
glycosylation in disease, may be a noninvasive indica-
tor of the progression of these illnesses.

Healthy and diseased colon specimens from pedi-
atric patients were tested to determine levels of
MUC1. Results are reported in the current issue of the
journal Pediatric and Developmental Pathology.

Evidence of an increase in the expression of MUC1
as well as hypoglycosylation of this mucin were found
in diseased colon specimens. In patients with colon
cancer or other epithelial tumors, antibodies to MUC1
are found. This increase in MUC1 and the presence of
anti-MUC1 antibodies could be used to diagnose or
predict pediatric inflammatory bowel disease.

Healthy, age-matched specimens were used as
controls. These specimens showed low levels of
MUC1 and no alteration in its glycosylation. Fluctua-
tion of MUC1 antibodies may therefore correlate with
the severity of inflammatory bowel disease. This dis-
covery could provide a noninvasive and inexpensive
way to monitor not only the disease, but the effective-
ness of therapy.

Though the sample size of this study was small,
the data supports the need for a larger prospective
study of the role aberrant MUC1 might play in inflam-
matory bowel disease and its progression to cancer.

The full text of the article, “Aberrant Expression
of MUC1 Mucin in Pediatric Inflammatory Bowel
Disease,” is available at http://www2.allenpress.com/
pdf/pdp13.1fnl.pdf

About Pediatric and Developmental Pathology:
Pediatric and Developmental Pathology is the pre-
miere journal of the Society for Pediatric Pathology,
dealing with the pathology of disease from conception
through adolescence. It covers the spectrum of disor-
ders developing in-utero (including embryology, pla-
centology, teratology), gestational and perinatal
diseases, and all disease of childhood. The editorial
board reflects broad geographic and scientific represen-
tation from all areas of pediatric pathology. The Euro-
pean Society for Paediatric Pathology and the
International Association for Pediatric Laboratory
Medicine are both affiliated with the journal. To learn
more about the society, please visit: www.spponline.org
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KAPIDEX™ (dexlansoprazole) Renamed 
DEXILANT™ in U.S. to Avoid Name Confusion
Takeda Pharmaceuticals North America, Inc.
announced today that KAPIDEXTM (dexlansoprazole)
will be marketed in the United States under the new
product trade name DEXILANTTM (dexlansoprazole).
The product is indicated for heartburn associated with
symptomatic non-erosive gastroesophageal reflux dis-
ease (GERD), the healing of erosive esophagitis (EE)
and the maintenance of healed EE.

After receiving reports of dispensing errors
between KAPIDEX and the products Casodex® (bica-
lutamide) and Kadian® (morphine sulfate extended-
release), Takeda, in coordination with the U.S. Food
and Drug Administration (FDA), determined that, in
the interest of patient safety, a name change would be
the best way to minimize future medication errors with
KAPIDEX.

It is important to stress that the formulation, indi-
cation and approved dosages of DEXILANT will
remain the same as KAPIDEX. Markings on the cap-
sules will not change and their appearance will be iden-
tical to those marked under the KAPIDEX trade name.
DEXILANT will have a new National Drug Code
(NDC) number associated with the product. Takeda
anticipates that the newly named product DEXILANT
will be available toward the end of April 2010.

“Takeda’s first priority is patient safety, which is
why we initiated a widespread communications cam-
paign to inform healthcare professionals and pharma-
cists as soon as we learned about the potential for
confusion,” said Robert Spanheimer, M.D., vice presi-
dent of medical and scientific affairs at Takeda.
“Recently, through discussions with the FDA, we
agreed that the best way to minimize these dispensing
errors was to change the trade name of dexlansopra-
zole to DEXILANT.”

Takeda is currently working with the FDA to make
this change and will conduct an extensive communica-
tions campaign to alert both patients and healthcare
professionals of DEXILANT. Individuals and health-
care professionals who have questions about this name
change should contact Takeda at 1-877-TAKEDA-7. 

“New medication names are extensively screened
by Takeda prior to adoption to minimize the possibil-
ity of confusion once a drug is on the market. The FDA

also conducts independent research to further mini-
mize the risk of name confusion prior to acceptance
and approval of a product brand name,” said Dean
Sundberg, senior vice president of regulatory affairs at
Takeda. “Once marketed, however, instances of name
confusion occasionally emerge.”

Errors involving DEXILANT or any other prod-
ucts should be reported to the FDA MedWatch pro-
gram online at www.fda.gov/medwatch.

About KAPIDEXTM (dexlansoprazole) 30 mg
and 60 mg delayed release capsules: KAPIDEX is a
proton pump inhibitor (PPI), which decreases acid pro-
duction by turning off many of the acid pumps in the
stomach, thus helping to protect the esophagus from
acidic reflux so that esophageal inflammation can heal.
KAPIDEX combines an enantiomer of lansoprazole
with a Dual Delayed ReleaseTM (DDR) formulation
designed to provide two separate releases of medica-
tion. KAPIDEX, taken once daily, is approved for the
healing of all grades of erosive esophagitis (EE) for up
to eight weeks, maintaining healing of EE for up to six
months, and treating heartburn associated with symp-
tomatic non-erosive gastroesophageal reflux disease
(GERD) for four weeks.

Important Safety Information: KAPIDEX is
contraindicated in patients with known hypersensitivity
to any component of the formulation. Hypersensitivity
and anaphylaxis have been reported with KAPIDEX
use. Symptomatic response with KAPIDEX does not
preclude the presence of gastric malignancy.

The most commonly reported treatment-emergent
adverse reactions (™2%) include diarrhea (4.8%),
abdominal pain (4.0%), nausea (2.9%), upper respira-
tory tract infection (1.9%), vomiting (1.6%), and flatu-
lence (1.6%). KAPIDEX must not be co-administered
with atazanavir because atazanavir systemic concentra-
tions may be substantially decreased.

KAPIDEX may interfere with the absorption of
drugs for which gastric pH is important for bioavail-
ability (e.g., ampicillin esters, digoxin, iron salts, keto-
conazole). Patients taking concomitant warfarin may
require monitoring for increases in international nor-
malized ratio (INR) and prothrombin time. Increases
in INR and prothrombin time may lead to abnormal
bleeding and even death. Concomitant tacrolimus use
may increase tacrolimus whole blood concentrations.
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