
PRACTICAL GASTROENTEROLOGY • SEPTEMBER 200864

Increased Awareness of 
Nutritional Needs in Cystic Fibrosis
Patients with cystic fibrosis (CF) have an increased
energy requirement in order to preserve lung function
over time. In particular, the resting energy expenditure
(REE) of CF patients is especially pronounced in girls.
This Australian study looked at CF patients from five-
to-18-years of age over a five-year study period with
testing points at study entry, one year, and two years.
At the time of enrollment, none of the patients had gas-
trostomy tube feeds, parenteral nutrition, or any recent
infection. REE was determined by measuring pul-
monary gas exchange and urine nitrogen content, and
these results were compared to healthy pediatric con-
trol data. Body anthropometrics, total body nitrogen
(evaluated by neutron activation analysis), and puberty
status were determined as well.

The study included 86 children (46 males) with no
significant difference between males and females in
regards to age, weight, height, total body nitrogen, fat-
free mass, presence of pancreatic insufficiency, cystic
fibrosis genotype, or presence of liver disease. Linear
regression modeling showed that the combination of
fat-free mass, gender, and pancreatic function were the
best predictors of REE. As might be expected, REE
was noted to be highest in patients with pancreatic
insufficiency and severe CF mutations. The presence
of liver disease, infection, Pseudomonas colonization,
and FEV1 status did not affect REE. Female patients
had a significantly higher REE throughout the study.

This study confirms that specific CF patient types
should be considered at risk of malnutrition which can
worsen their pulmonary status. CF pediatric patients
with PI and severe CF mutations, especially female
patients, will require high-caloric intake, including

gastrostomy tube placement for feedings. (Magoffin
A, Allen J, McCauley J, Gruca M, Peat J, Van Asperen
P, Gaskin K. “Longitudinal analysis of resting energy
expenditure in patients with cystic fibrosis.” J Pedi-
atrics, 2008; Vol. 152:703-708).

Chronic Hepatitis C Infection in Children
Hepatitis C virus (HCV) infection occurs in children
throughout the world although the disease course is not
clear. It is thought that the HCV in children is a rela-
tively mild disease, but clinical trials are lacking. In
this study, a multi-center evaluation of pediatric
patients in Italy determined the clinical features of
HCV over a 15-year period. Patients were studied
using the “Observatory for HCV Infection and Hepati-
tis C in Children” which studies HCV infection in Ital-
ian children. 

Patients between one and 16 years of age with a
history of HCV antibody or positive HCV RNA were
studied. Patients with coinfection from Hepatitis B or
Human Immunodeficiency Virus and patients with
underlying metabolic or autoimmune disorders were
excluded. Children were evaluated for demographic
and clinical data including biochemical testing, HCV
RNA genotyping and quantitative viral analysis, and
liver biopsy. The study included 504 children who met
entry criteria for evaluation. These children were
divided into three groups based on type of exposure
(maternal, parenteral, unknown/household contact). 

Study subjects with a history of maternal trans-
mission were younger, mostly female, and infected
with HCV genotypes 3 and 4. Children with a history
of parenteral transmission were mostly male, older,
more likely to be symptomatic, and infected with
genotypes 1 and 2. The third group consisting of an
unknown cause of infection or household exposure had
features that were a mix of the other two groups. 

A mean follow-up duration of 5.9 ± 3.8 years
occurred with all of the patients remaining alive and
23.4% of patients being treated with interferon-α.
Only 8% of children spontaneously cleared the virus as
documented by a loss of HCV RNA, with genotype 3
having the greatest probability of clearance. The
remaining children with no loss of HCV RNA had per-
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sistently elevated alanine aminotransferase (ALT) in
42% of cases, no elevation of ALT in 23% of cases,
and occasional elevations of ALT in 35% of patients.
When the patients with persistent elevation of ALT
were evaluated in detail, 6 children (1.8%) developed
advanced liver disease with the mean time from expo-
sure to cirrhosis being 9.87 ± 5.9 years. Most of these
children were female, had genotype 1 infection, and
had a family history of maternal drug use.

This study demonstrates that HCV can be sponta-
neously cleared in some children, especially those
infected with genotype 3, and most chronically
infected children remain asymptomatic. Only a small
percentage of patients will progress to clinical signs

and symptoms of cirrhosis. Children at risk of cirrho-
sis are female, have genotype 1, and have a maternal
drug use history, and such patients may benefit from
anti-viral therapy. (Bortolotti F, Verucchi G, Camma
C, Caribbo G, Zancan L, and the Italian Observatory
for HCV Infection and Hepatitis C in Children.
“Long-term course of chronic hepatitis C in children:
from viral clearance to end-stage liver disease.” Gas-
troenterology, 2008; Vol. 134:1900-1907).

John F. Pohl, MD, editor of “From the Pediatric 
Literature” is Associate Professor of Pediatrics, Sec-
tion of Pediatric Gastroenterology at Scott & White
Memorial Hospital and Clinic, Temple, TX.
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Metabolic Syndrome and 
Chronic Hepatitis C Infection
In order to estimate the prevalence of metabolic syn-
drome (MS) in HCV patients undergoing antiviral ther-
apy and to assess its predictive value and treatment
outcome, all HCV treatment-naïve patients who met the
inclusion/exclusion criteria were studied (N = 228). MS
was defined using the National Cholesterol Education
Program Adult Treatment Panel III criteria. A logistic
regression analysis was performed to study multivari-
able associations. The final model contained sex, eth-
nicity, BMI, viral load, genotype, steatosis, fibrosis
stage and MS.

MS was present in 59 of 228 (26%) patients.
Genotype I and present steatosis was present to be
associated significantly with MS. Overall SVR was
achieved in 108 of 228 (47%) patients. Male sex, non-
Caucasian ethnicity, higher body mass index, high
viral load, genotype I, higher fibrosis stage and MS
were associated significantly with a lack of SVR.

After adjusting for confounding variables, MS
remained independently associated with a lack of
SVR. Specifically, subjects with MS were 3.8 times
more likely to fail treatment than those without MS.

It was concluded that MS is seen frequently in
patients with chronic HCV and is associated indepen-
dently to lack of SVR. This supports the concept that
an aggressive intervention approach comprising
lifestyle modification alone or in combination of drug
treatment of the MS component may play an important
role in improving antiviral responses in these patients.
(Hanouneh I, Feldstein A, Lopez R, et al. “Clinical
Significance of Metabolic Syndrome in the Setting of
Chronic Hepatitis C Virus Infection.” Clin Gastroen-
terol Hepatol, 2008; Vol. 6: 584-589.)

Chronic Hepatitis B and Mildly Elevated ALT
A retrospective study was conducted to investigate the
prevalence of significant histology in a patient popula-
tion with mildly elevated serum ALT levels. A total of
193 consecutive patients were selected and divided
into two groups, according to HBeAg status. Patients
were further divided into cohorts on the basis of their
highest ALT elevation during follow-up, and whether
it was 1 to 1.5 times the upper limits of normal (ULN),
1.5 to 2 times the ULN, or greater than twice the ULN,
using 30 units/L for men and 19 units/L for women.
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In all cohorts, there was a substantial fraction of
patients with histologic disease as evaluated by liver
biopsy. HBeAg-negative patients were older, had a
lower viral load and had a higher prevalence of dis-
ease. After adjustment for age, HBeAg status and
HBV DNA viral load were not predictors of significant
histology. Age greater than 35 years, male gender and
increasing ALT levels were predictors for significant
histology on multivariate analysis.

It was concluded that a substantial proportion of
patients with mildly elevated ALT levels have signifi-
cant histologic disease. The prevalence increased with
the higher ALT levels and age. (Tsang PS, Trinh H,
Garcia RT, et al. “Significant Prevalence of Histologic
Disease in Patients with Chronic Hepatitis B and
Mildly Elevated Serum Alanine Aminotransferase
Levels.” Clin Gastroenterol Hepatol, 2008; Vol.
6:569-574.)

Eosinophilic Esophagitis and Atopy
To identify the spectrum of specific allergic sensitivi-
ties to environmental and food allergens within a series
of adult patients with eosinophilic esophagitis (EE), 23
adult patients with biopsy-proven EE referred for
allergy evaluation at an Academic clinic were evalu-
ated. All patients had data that included serum mea-
surement of specific immunoglobulin (IgE) antibodies
to common foods and spices. Patients diagnosed with
allergic rhinitis had a relative clinical history of respi-
ratory allergies and evidence of specific IgE to envi-
ronmental aeroallergens.

Sixteen men and seven women with a median age
of 34 years were included. Eighteen of 23 had an
atopic diaphysis, allergic rhinitis being the most com-
mon. Seventeen of 21 patients were polysensitized to
several different environmental allergens, and 19 of 23
(82%) had serum IgE specific for one or more associ-
ated allergens, with wheat, tomato, carrot and onion
identified most commonly.

The predominance of environmental and food
allergy was similar across all age groups and did not
favor younger adults.

It was concluded by using objective measures, that
this series confirms a high degree of HOB in adults
with EE, similar to that in the pediatric population and
polysensitized with several environmental allergens.
The profiles of serum IgE specific for food allergens
suggests that sensitization may partly be a response to
inhaled allergens. (Roy-Ghantha S, LaRosa D,
Katzaka D. “Atopic Characteristics of Adult Patients
with Eosinophilic Esophagitis.” Clin Gastroenterol
Hepatol, 2008; Vol. 6:531-535.)

Insulin Resistance and Diabetes Effects 
on Fibrosis in Genotype 1A HCV Infection
In order to assess whether increase in degrees of
insulin resistance (IR) up to overt diabetes are linked
to steatosis and higher stages of fibrosis in patients
with CHC (chronic hepatitis C), resulting from geno-
type I HCV (G1-HCV), two hundred one consecutive
patients with G1-HCV infection were evaluated by
liver biopsy and anthropometric and metabolic mea-
surements, including IR, by the HOMA (homeostasis
model assessment). Nondiabetic patients were defined
as insulin-resistant to HOMA-IR with greater than 2.7.
All biopsies were scored by one pathologist for staging
and grading (Scheuer), and grading for steatosis. 

Ninety-six patients were noninsulin-resistant
(group 1). Seventy-six were insulin-resistant without
diabetes (group 2), and twenty-nine were diabetic
(group 3). On multivariate analysis, fibrosis of greater
than 3 was independently associated with high
necroinflammatory activity (OR 2.994), low platelets
(OR 0.994), low cholesterol (OR 0.987), high ferritin
(OR 1.002), and a high prevalence of IR (OR 2.692). 

Diabetic patients were twice as likely to have
severe fibrosis (60%) than those with IR, but no dia-
betes (30%). The degree of steatosis and that of fibro-
sis were weakly associated with each other (P = 0.42). 

It was concluded in subjects with CHC resulting
from G1-HCV, IR and overt diabetes are major deter-
minants of advanced fibrosis, regardless of the degree
of steatosis, mainly in the presence of severe necroin-
flammation. (Petta S, Camma C, DiMarco V, et al.
“Insulin Resistance and Diabetes Increases Fibrosis in
the Liver of Patients with Genotype 1 HCV Infection.
Amer J Gastroenterol, 2008; Vol. 103:1136-1144.)
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Small Intestinal Bacterial Overgrowth 
and Scleroderma
To investigate the orocecal transit time (OCTT) and
the presence of small intestinal bacterial overgrowth
(SIBO) in systemic sclerosis (SSC), as a cause of
intestinal symptoms, 55 SSC patients and 60 healthy
controls entered the study. Enrolled subjects com-
pleted a questionnaire for intestinal symptoms and a
global symptomatic score (GSS) was calculated.
OCTT and the presence of SIBO were assessed by a
lactulose breath test (LBT). Patients with SIBO were
treated with Rifaximin 1200mg per day for 10 days. 

Finally, a second questionnaire and LBT were per-
formed one month after the end of therapy. The preva-
lence of SIBO was higher in SSC patients, compared
with controls (30 of 54 vs. 4 of 60), respectively.
OCTT was significantly slower in SSC patients, com-
pared with controls (150 minutes, 25th to 75th per-
centile, 142.5 to 165 vs. 105 minutes to 25 to 75th
percent, 90 to 135 minutes, respectively).

In patients with SIBO, the median GSS score was
8. Eradication of SIBO was achieved in 73.3% of
patients with a significant reduction of symptoms in
72.7% of them (GSS score 2). This data suggested
SIBO occurs more frequently in SSC patients than in
controls. Intestinal symptoms in these patients may be
related to the syndrome and eradication seems useful
to improve clinical features. OCTT is significantly
delayed in SSC patients, suggesting an impairment of
intestinal motility, a further risk factor for the develop-
ment of SIBO. (Parodi A, Sessarego M, Draco A, et al.
“Small Intestinal Bacterial Overgrowth in Patients
Suffering from Scleroderma: Clinical Effectiveness of
its Eradication.” Amer J Gastroenterol, 2008; Vol. 103:
1257-1262.)

PEG Interferon Plus Ribavirin in
Treatment of Hepatitis C Genotype 6
Infection with HCV genotype 6 is common in patients
from parts of China and Southeast Asia. In order to
examine the treatment response to PEG IFN plus RBV
in Genotype 6 patients, and the effects of treatment
duration on SVR rates, a retrospective study of 190
consecutive Asian-American patients who were diag-
nosed with HCV Genotype 6 at a gastroenterology

clinic in Northern California between 2001 and 2004
was performed. Sixty-six patients were treatment-
naïve and subsequently completed 24 weeks of IFN
plus RBV or 48 weeks of same. The primary outcome
was SVR. 

There was no statistical difference of SVR of 31
patients treated for 24 weeks of IFN plus RBV therapy
and in 23 patients treated with 24 weeks of PEG IFN
and RBV (51.6% vs. 39%). The SVR in 12 patients
treated with 48 weeks of PEG IFN plus RBV was sig-
nificantly higher than those treated for only 24 weeks
(75% vs. 39%). 

It was concluded that treatment-eligible patients
with HCV Genotype 6 should be treated with a full
course of 48 weeks as tolerated. (Nguyen MH, Trinh
HM, Garcia R, Nguyen G, Lan K, Keeffe E. “Higher
Rates of Sustained Virologic Response in Chronic
Hepatitis C Genotype 6 Treated with 48 Weeks Vs. 24
Weeks of PEG Interferon Plus Ribavirin.” Amer J Gas-
troenterol, 2008; Vol. 103: 1131- 1135.)

Symptoms of GERD on Acid Reflux Therapy
To compare physical and chemical characteristics of gas-
troesophageal reflux (GER) episodes associated with
symptoms in patients on acid suppressive therapy,
patients with those symptoms on therapy underwent
combined impedance/pH monitoring. Reflux episodes
were classified as acid if the NADIR pH was less than 4,
and non-acid if it remained at greater than 4, separated
into liquid only or mixed liquid/gas, and considered to
reach the proximal esophagus if liquid was present 15
cm above the lower esophageal sphincter (LES). 

Reflux episodes were considered symptomatic if
patients recorded a symptom within five minutes after
the reflux episode. Risk factors of symptomatic reflux
episodes were identified using multivariable general-
ized estimating equations (GEEs). 

One hundred twenty patients recorded 3,547
reflux episodes (84.3% nonacid, 50.6% mixed), of
which 468 (13.2%) were symptomatic. Based on mul-
tivariable GEE analysis, with episode-level symptom
status (symptomatic versus nonsymptomatic) as the
outcome variable, reflux episode acidity was not asso-
ciated with symptoms. Mixed reflux episodes were
significantly associated with symptoms relative to liq-
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uid-only episodes (OR 1.49), as were reflux episodes
reaching the proximal esophagus, compared with those
reaching the distal esophagus only (OR 1.28). 

It was concluded that the majority of reflux
episodes on acid suppressive therapy are asympto-
matic. Reflux episodes extending proximally and hav-
ing a mixed liquid/gas composition are significantly
associated with symptoms, irrespective of whether pH
is acid or nonacid. (Tutuian R, Vela M, Hill E, Mainie
I, Aggarwal A, Castell D. “Characteristics of Sympto-
matic Reflux Episodes on Acid-Suppressive Therapy.”
Amer J Gastroenterol, 2008; Vol. 103:1090-1096.)

Abdominal Bloating and Functional 
Gastrointestinal Tract Disease
Bloating is common, but its significance as a marker of
underlying disease has not been defined. A cross-sec-
tional population-based study of 1,069 employees of
the Veteran’s Affairs Black Hills Health Care System
was carried out. A validated bowel disease question-
naire was used to identify subjects with abdominal
bloating and other bowel disorders. The association of
bloating with quality of life was assessed using the
short form 36 questionnaire. Physical activity was
assessed using the modified Backie questionnaire.

The response rate was 72%. Bloating was reported
by 21% of all subjects, 64% with irritable bowel syn-
drome, 35% with non-IBS constipation, 23% with
non-IBS diarrhea and 42% with dyspepsia. Functional
bloating (i.e., bloating in the absence of other bowel
disorders), was reported by 7 percent of subjects. Of
those with bloating, 28% had IBS, 25% non-IBS con-
stipation, 8% non-IBS diarrhea and 30% dyspepsia.

The positive and negative predictive values of
bloating in a diagnosis of functional bowel disorder
were 66% and 87%, respectively. The only risk factors
were smoking and high-dose aspirin. Bloating was not
associated with physical activity. Quality of life on all
subscales was lower in all subjects with bloating than
without bloating.

It was concluded that bloating is a common symp-
tom in otherwise healthy adults and is often associated
with, but not predictive of functional bowel disorders.
Smoking and high dose aspirin are associated with
bloating while physical activity is not. (Tuteja A, Tal-

ley N, Joos S, et al. “Abdominal Bloating in Employed
Adults: Prevalence, Risk Factors and Association with
Other Bowel Disorders.” Amer J Gastroenterol, 2008;
Vol. 103:1241-1248.)

Hormone Replacement Therapy 
in Menopausal Women with IBD
To characterize the effect of menopause on disease
activity and identify possible modifiers of disease
activity and IBD, a retrospective study of women fol-
lowed at the University of Chicago IBD Clinic was
carried out. Disease activity was assessed using clini-
cal scoring systems during the pre- and post-
menopausal periods of subjects. Variables of interest
included: History of smoking, use of oral contracep-
tives (OCP) prior to onset of menopause, and use of
hormone replacement therapy (HRT).

Sixty-five women were included, 20 with ulcera-
tive colitis and 45 with Crohn’s disease. The median
age of menopause was similar to historical controls.
Twenty-three patients (35%) experienced adverse
symptoms in the premenopausal time period and 25
patients (38%), had disease indices consistent with a
flare within the first two years after menopause. There
was no relation between those who had pre- versus
post-menopausal flares as a group. However, there was
a significant protective effect on disease activity with
postmenopausal HRT use (OR 0.18). There was also a
dose-response effect noted with an HR with longer
duration of use (OR 0.20). 

It was concluded that the likelihood of having a
flare post-menopause is not different from having it
premenopause. HRT, however, may provide a protec-
tive effect for disease activity in the postmenopausal
period. The anti-inflammatory effects of Estrogen may
be the mechanism for this observation. (Kane SV,
Reddy D. “Hormonal Replacement Therapy After
Menopause is Protective of Disease Activity in
Women with Inflammatory Bowel Disease.” Amer J
Gastroenterol, 2008; Vol. 103:1193-1196.)

Murray H. Cohen, MD, editor of “From the Literature”
is a member of the Editoiral Board of Practical 
Gastroenterology.
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Studies Show USGI Medical’s EndoSurgical
Operating System™ Enables Incisionless
Surgery to Reduce Gastric Pouch and 
Stoma After Gastric Bypass
Studies Presented at American Society for 
Metabolic and Bariatric Surgery Meeting
USGI Medical Inc. (USGI) announced that leading
experts presented clinical evidence showing that its
EndoSurgical Operating System™ (EOS) enables sur-
geons and physicians to use an incisionless technique to
reduce the size of the gastric pouch and stoma in patients
who’ve regained weight after initial success with gastric
bypass. Results of two studies found that the procedure
had good clinical success with only very minor side
effects. Clinicians presented the data at the annual Amer-
ican Society for Metabolic and Bariatric Surgery
(ASMBS) 2008 conference in Washington, D.C.

In a poster presentation, “Endolumenal tissue pli-
cation with tissue-anchors as a treatment for dilated
gastrojejunostomy and gastric pouch after gastric
bypass: early clinical experience,” Daniel Herron,
MD, and colleagues used the EOS to create tissue
folds around the stoma and in the stomach pouch of
eight patients with an average of four pairs of expand-
able tissue anchors. No major complications occurred
and the only minor complications were sore throats.

“The patients in the study all had lost significant
weight after gastric bypass, but slowly began to regain
weight over time,” Herron, Chief of Bariatric Surgery
at The Mount Sinai Hospital in New York City, said.
“Due to the scarring from the original procedure, open
revision options have generally been excessively risky
to perform for all patients with a large pouch or stoma.
By enabling us to perform this new Incisionless Revi-
sion Procedure, these patients are back on the path to

weight loss with barely any side effects. As always, we
continue to monitor these patients and anticipate that
further refinement of instruments and technique will
improve the procedure.”

Vertex Announces Positive Interim Results 
with Telaprevir-based Therapy in Genotype 1
Chronic Hepatitis C Patients who Failed 
to Achieve SVR with Previous Pegylated 
Interferon and Ribavirin Treatment
Interim results were presented in a late-breaker 
poster presentation at EASL on April 24—
Significant early on-treatment viral response 
from patients who previously failed therapy
In a poster presentation at the 43rd Annual Meeting of
the European Association for the Study of the Liver
(EASL), researchers presented data from an interim
analysis of telaprevir (VX-950) in combination with
pegylated interferon and ribavirin in genotype 1
chronic hepatitis C patients who failed to achieve SVR
with a previous pegylated interferon and ribavirin
treatment regimen. The interim results are from the
107 study, an ongoing, open-label study which was
designed to provide access to telaprevir in patients
who met on-treatment criteria for null- or partial-
response, or relapsed after the completion of 48 weeks
of pegylated-interferon (peg-IFN) and ribavirin
(RBV), in the control arms of the telaprevir Phase 2b
PROVE studies. Vertex Pharmaceuticals Incorporated
is developing telaprevir in collaboration with Tibotec. 

In the interim analysis, patients treated with
telaprevir in combination with peg-IFN and RBV
demonstrated a high rate of viral response at week four
(49 of 60 patients achieved HCV RNA <25 IU/mL).
This response appears to have been maintained, with no
viral breakthrough observed to date in the 36 patients
who have completed four weeks of treatment and con-
tinued out to eight weeks and in the 16 of those patients
who have continued out to 12 weeks of treatment. 

“While early, these results are very promising.
Patients who have not achieved SVR with prior treat-
ment represent the largest unmet medical need in
hepatitis C, as typically only 10% to 15% of those re-
treated with current therapies achieve sustained viro-
logic responses. The fact that the most difficult-to-treat
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patients showed such a profound early response is very
encouraging,” said Fred Poordad, M.D., study author
of the PROVE 1 and 107 studies, and Chief of Hepa-
tology at the Cedars-Sinai Center for Liver Disease
and Transplantation. 

Interim Data Analysis Summary–107 Study 
The 107 study results presented at EASL represent an
interim analysis for patients who received telaprevir-
based therapy. Patients could enroll in the 107 study 
if they did not achieve SVR in the control arms of 
the Phase 2b telaprevir studies—PROVE 1, 2 and 3.
These patients were followed closely in the PROVE
studies and can be well-characterized as null-respon-
ders, partial-responders or relapsers to standard treat-
ment. Null-responders are defined as patients who had
less than a 1 log(10) decrease in HCV RNA at week
four or less than a 2 log(10) decrease in HCV RNA at
week 12. Partial-responders are defined as patients
who had a greater than 2 log(10) decrease in HCV
RNA at week 12, but had detectable HCV RNA at
week 24. Relapsers are defined as patients who had
undetectable HCV RNA at the end of treatment but
reverted to detectable levels of HCV RNA after stop-
ping treatment. 

The results include data from all enrolled patients
in study 107 who received at least one dose of telapre-
vir-based treatment and who completed the week four
assessment. At the time of analysis, 72 patients had
received at least one dose of study drug and 60 patients
had completed week four. Patients continued treatment
at week four and 12 if they did not meet the stopping
rule criteria, defined as HCV RNA >25 IU/mL (Roche
Taqman assay, version 2.0) at either of those time
points. Nine patients discontinued all study treatment
prior to week 12, including five patients who met the
week four stopping rule, two patients who experienced
breakthrough (both at week 2), one patient who dis-
continued due to an adverse event, and one patient
who discontinued due to an adverse event and also met
the week four stopping rule. 

A high proportion of patients, regardless of the
patient’s degree of non-response to prior treatment,
achieved HCV RNA <25 IU/mL at week four of treat-
ment, and available data as of the interim analysis indi-

cate that in patients who continued past week four,
response has been maintained through week 12.

Telaprevir (VX-950) is an investigational oral
inhibitor of HCV protease, an enzyme essential for
viral replication, and is the most advanced investiga-
tional agent in development that specifically targets
HCV. Telaprevir is the first hepatitis C protease
inhibitor in Phase 3 clinical trials. The Phase 3
ADVANCE trial is expected to enroll 1,050 treatment-
naive genotype 1 HCV patients and will evaluate two
24-week telaprevir-based regimens in comparison to a
48-week control arm. Vertex is also conducting a global
Phase 2b clinical development program of telaprevir,
including PROVE 1 and PROVE 2 in treatment-naive
genotype 1 HCV patients, and PROVE 3 in genotype 1
HCV patients who have not achieved SVR with a prior
course of pegylated interferon-based therapy. 

Precancerous Esophagus Disease 
Eliminated in 98.4% of Patients 
Treated with HALO Ablation System
Long-term study confirms treatment 
could help 3.3 million U.S. sufferers
BARRX Medical, Inc. announced that 98.4 percent of
patients having a precancerous condition of their
esophagus called Barrett’s esophagus were free of the
disease 2.5 years after non-surgical, endoscopic treat-
ment with the HALO ablation system. The results were
published this month in Gastrointestinal Endoscopy.
Barrett’s esophagus develops as a result of chronic gas-
troesophageal reflux disease (GERD) and afflicts more
than 3.3 million people in the United States.

In this clinical trial, eight U.S. centers enrolled 70
patients having intestinal metaplasia. Due to an ele-
vated risk for developing esophageal cancer, patients
with this disorder undergo a lifetime of endoscopic
examinations to detect progression to more severe
stages of the disease or cancer. Patients in this trial
received one or more endoscopic treatments using two
components of the HALO ablation system—the
HALO360 and HALO90 ablation catheters—to
remove the diseased cells of the esophagus. The
HALO360 intervention treats large, circumferential
areas of the esophagus. The HALO90 intervention tar-
gets focal, non-circumferential disease.
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After treatment, patients in this trial were moni-
tored for 2.5 years and had regular endoscopic exami-
nations to confirm if all the diseased areas were
eliminated. At the final evaluation at 2.5 years, 98.4
percent of the patients had achieved a complete
response to therapy and had no remaining disease. The
researchers also reported a favorable safety profile of
the therapy with no serious negative side effects occur-
ring such as narrowing of the or hidden disease under
the healed surface of the esophagus.

David E. Fleischer M.D., Professor of Medicine,
Mayo College of Medicine, and staff physician in the
Department of Gastroenterology at Mayo Clinic in
Scottsdale, AZ, was lead author on the published
paper. Fleischer believes the study is an important step
in understanding the best way to manage patients with
Barrett’s esophagus at the earliest phase of this disease
and reports there are several on-going trials that con-
tinue adding to our knowledge of this technique.

“The findings of this prospective trial are an
important advance for gastrointestinal medicine since
this therapy allows us to safely and completely remove
the abnormal Barrett’s tissue from a patient’s esopha-
gus using a endoscopic technique,” said principle
investigator Charles J. Lightdale, M.D., Professor of
Clinical Medicine, Columbia University Medical Cen-
ter in New York. “We may learn that taking a proactive
approach to eliminate the Barrett’s disease may pro-
vide a significant benefit in the form of reducing risk
for disease progression, patient anxiety, healthcare
costs, and need for life-long surveillance.”

ASGE Issues Guidelines on the Role of
Endoscopy in the Bariatric Surgery Patient
The American Society for Gastrointestinal Endoscopy
(ASGE) has issued guidelines on the role of endoscopy
in the bariatric surgery patient. The rising prevalence
of obesity in the United States and the success in sur-
gical interventions led to a marked increase in the
number of weight-loss surgeries performed in the U.S.,
from 13,365 in 1998 to 102,794 in 2003.

“Obesity in this country is a major health problem
that contributes to increased morbidity, mortality and a
host of diseases. Bariatric surgery results in durable and
significant weight loss,” said Jason A. Dominitz, MD,

MHS, chair of ASGE’s Standards of Practice Commit-
tee. “Endoscopy plays an important role in the preoper-
ative bariatric patient to detect and/or treat lesions in
the gastrointestinal tract that might potentially affect
the type of surgery performed. In addition, endoscopy
is used to diagnose and treat many of the postoperative
symptoms or conditions the patient may develop.”

The role of upper endoscopy in the preoperative
evaluation of patients undergoing bariatric surgery
may be based, in part, on the presence or absence of
symptoms. The rationale for performing an EGD is to
identify and treat lesions that affect the type of surgery
performed, cause complications in the immediate post-
operative period, or result in symptoms after surgery.

When an endoscopy is considered in a patient who
has had bariatric surgery, the endoscopist should be
aware of the operative procedure performed, the findings
on preprocedural imaging studies and they must under-
stand the expected anatomy. The guidelines advise direct
communication with the surgeon if possible. Endoscopy
in the postoperative patient may be used to evaluate and
treat a variety of conditions including: symptoms of nau-
sea, vomiting and abdominal pain; marginal ulcers; gas-
troesophageal reflux disease (GERD); gastric leaks and
gastrogastric fistulas; stenosis (abnormal narrowing of
the stomach or intestine); dumping syndrome (rapid
emptying from the stomach into the small bowel);
bezoars (food that forms into a hard mass); band erosion
or slippage; bleeding and anemia; diarrhea and nutri-
tional deficiencies; choledocholithiasis (the presence or
formation of gallstones); and weight regain.

Summary and Recommendations
Bariatric surgical intervention presents new challenges
to the endoscopist:

• An upper endoscopy should be performed in all
patients with upper-GI-tract symptoms who are to
undergo bariatric surgery.

• Upper endoscopy should be considered in all
patients who are to undergo a Roux-en-Y gastrojeju-
nal bypass (RYGB), regardless of the presence of
symptoms.
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• In patients without symptoms and who are not
undergoing an endoscopy, noninvasive H. pylori
testing followed by treatment, if positive, is recom-
mended.

• In patients without symptoms and who were under-
going gastric banding, a preoperative upper endos-
copy should be considered to exclude large hernias
that may change the surgical approach.

• An endoscopic evaluation is useful for diagnosis and
management of postoperative bariatric surgical
symptoms and complications.

• An endoscopic retrograde cholangiopancreatogra-
phy (ERCP) is difficult in patients who had a RYGB,
and a magnetic resonance cholangiopancreatogra-
phy (MRCP) should be performed in cases where
other noninvasive imaging studies are inconclusive.
An ERCP in RYGB patients should be selectively
performed.

The ASGE Guideline, “Role of Endoscopy in the
Bariatric Surgery Patient,” is available at: http://
asge.org/WorkArea/showcontent.aspx?id=4628

Epocrates Introduces Online Disease Resource
Free, point-of-care reference provides fast answers to
clinical questions
Health related searches may dominate the Internet, but
healthcare professionals need an authoritative resource
designed to quickly provide answers to urgent treat-
ment questions. Clinicians’ searches for trusted infor-
mation and evidence-based findings in an efficient and
reliable format were largely unfulfilled, until now.
Healthcare professionals can now rely on a familiar
and trusted name in mobile medical technology,
Epocrates, Inc., for their web-based reference needs.

Epocrates partnered with BMJ Group, publisher of
the British Medical Journal, to create a new online
product that delivers practical and up-to-date disease
diagnosis and treatment guidelines at the immediate
point of care. The product features peer-reviewed con-
tent authored by physician experts with guidance by
BMJ Group. Based on Epocrates’ concise drug refer-
ence, the enhanced solution is created for the way
healthcare professionals work, supporting clinical
decisions by making the most relevant information
easily accessible.

The free Epocrates Online product provides clini-
cians with rapid access to practical, evidence-based
content, including:

• New disease database—condition overview and risk
factors, treatment approach, tests to order, national
medical society guidelines, and more

• Integrated drug reference guide—critical prescribing
information on more than 3,300 drugs, including
dosing, interactions and health plan coverage

Individuals can access this seamlessly integrated
drug and disease reference at no cost from any Internet
connected computer at www.epocrates.com/online
with a short registration. Subscribers can also upgrade
to the premium version for additional clinical content
and decision support tools.

As computers become a staple in exams rooms,
access to references such as Epocrates Online will
become more prevalent too, making clinicians even
more connected. Along with these resources, patient
communication and etiquette are essential to enhanc-
ing the quality and satisfaction of care. Physicians call-
ing on a computer resource during a consultation may
consider the following tips from Epocrates’ Senior
Medical Editor and internist, Dr. Anne Meneghetti:

1. Arrange monitors and devices to minimize physical
and perceived barriers between you and patients

2. Communicate the purpose for using electronics
(“I’m checking your insurance coverage”)

3. Invite patients to directly view displayed informa-
tion that might give insight into their condition or
care. Print out available patient education or
drug/disease information

4. Ask patients to “brown bag it” once a year, filling a
bag with current prescription and OTC medica-
tions, herbs and supplements to identify any poten-
tial drug interactions

Dr. Meneghetti is available to discuss these tips
and the integration of technology into practice settings.
For more information about the new online solution or
to speak with a clinician using Epocrates Online, con-
tact Erica at pr@epocrates.com �
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