relapse in patients with G3 HCV. Monocytes may act as a sanctuary
site for HCV virions during interferon-based treatment, facilitating
relapse after withdrawal of therapy.
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EFFECTS OF LIDOCAINE 3% GEL DELIVERED RECTALLY IN
ANORECTAL DYSFUNCTION (ARD) INDUCED BY
TELAPRAVIR THERAPY IN CHRONIC HEPATITIS C (CHC-C)
A RANDOMISED PLACEBO CONTROL STUDY
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Introduction Telapravir is a Potent Protease Inhibitor, which causes
anorectal dysfunction (ARD) comprising Proctalgia, Rectal Ulcers,
Hemorrhoids and rectal bleeding. Conventional therapy is subop-
timal causing treatment Failure. This study evaluates 3% Topical
Lidocaine gel rectal delivery to abate the drug related ARD to avoid
treatment failure.

Methods 52 Patients (mean age 51) were recruited undergoing
therapy with Telapravir, Peg Interferon and Ribaviran for CHC-C.
45/52 (86%), with Rectalgia, 8/52 (15%) rectal ulcers, Hemorrhoids
19/52 (36%) with bleeding 6/19 (31%) without Bleeding 13/19
(68%). Group A (n=17) placebo Group B (n=17) hydrocortisone
2.5% Cream and Group C (n=18) Lidocaine 3% Gel foam per rectally
twice daily. All underwent Pre and post Proctoscopic evaluation and
Ano-rectal manometry.

PEGYLATED INTERFERON o, NITAZOXANIDE,
TELAPRAVIR, RIBAVIRIN, IN GENOTYPE 1 UNDERGOING
PRIOR EXPERIENCED CHRONIC HEPATITIS C PATIENTS: A
RANDOMISED PLACEBO CONTROL CLINICAL PILOT TRIAL
(INTRIG U EC) INTERIM
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Introduction Chronic hepatitis C is a global challenge with end stage
liver disease and rising Hepatocellular Carcinoma. Peg Interferon o
and Ribavirin was the backbone of therapy. Recently introduced
Directly Acting Antivirals -protease inhibitor has a promising role in
escalating Sustained Viral Response in Response guided therapy in
non-responders, partial and relapses. This study utilised Nitazox-
anide (NTZ) and Telapravir, with SOC for 24 weeks in treatment
experienced patients.

Methods 50 (n=>50) patients were divided into Group A (n=12)
NTZ 500 mg three times for 12 weeks, Group B (n=12) NTZ 500
mg twice daily for 24 weeks Group C (n=26) control. All received
Peg Interferon o 2a 180 pg SQ QOW with fixed dose of Ribavirin
1200 mg daily for 24 weeks with Telapravir 750 mg three times
daily for 12 weeks. Viral load was obtained at day 0, 7th day, 14th
day, 4 weeks, 12th week and 24 weeks. Viral kinetics was analysed.
In Group A: 5/12 (42%) Non-Responder, 6/12 (50%) partial
responder, 2/12 (16%) relapsers. In Group B: 5/12 (42%) Non-
responders, 6/12 (50%) partial responder, 1/12 relapsers (8%). In
Group C: 10/26 (38%) non-responder, 10/26 (38%) partial responder,
4/26 (15%) relapsers, 2/26 (8%) unknown. Exclusion: Decom-
pensated Cirrhotic, HCC, poor DM, Haemolytic Anaemia, Severe
Coronary artery disease, major depression, renal failure, Prior severe
skin rash, active drug and alcohol abuse. Side Effects: Anaemia 28/50
(66%), Neutropenia 14/50 (28%), Thrombocytopaenia 8/50 (16%),
Fatigue 34/50 (68%), Depression 10/50 (20%), Mild skin rash 22/50

Results (44%), Severe skin rash 1/50 (2%). Use of Growth factors: Epogen
12/50 (24%) Neupogen 8/50 (16%) Elthrombopag 5/50 (10%).
Results

Group A Group B Group C

Rectalgia 317 (17%) /17 (47%)  17/18 (94%) Results Group A Group B Group C

Rectal ulcers 0/2(0%)  1/3(33%)  23(66%)  yndetectable 9/12 (75%) 10/12 (83%) 16/26 (62%)

Hemorrhoids resolved W/O bleed 1/6 (15%) 2/6 (33%) 5/7 (71%) NR 1/12 (8%) 2/12 (15%) 4/26 (15%)

Proctocopic examination showing normal- 417 (23%) 717 (41%)  17/18 (94%) PR 1/12 (8%) 12/12 (100%) 3/26 (11%)

isation of mucosa post therapy AVR 1112 (92%) 12/12 (100%) 20/26 (17%)
VRVR 11/12 (92%) 10/12 (83%) 22/26 (84%)

Conclusion Results: Rectalgia resolved in 3/17 (17%), 8/17 (47%) and RVR 9/12 (75%) 10/12 (83%) 18/26 (70%)

7/18 (94%) for Group A, B and C respectively. Rectal ulcers healed in EVR 9/12 (75%) 10/12 (83%) 16/26 (62%)

0/2 (0%), 1/3 (33%) and 2/3 (66%) for all the above groups. ETVR 9/12 (75%) 10/12 (83%) 16/26 (62%)

Hemorrhoids resolved in 1/6 (16%), 2/6 (33%) and 5/7 (71%) in all
groups. Pre/Post Proctoscopy revealed normal mucosal integrity 4/17
(23%), 7/17 (41%) and 17/18 (94%) above groups. Results of Pre/
Post Rx mean scores for pain, Itching and Burning shown on
(Abstract PMO-168 table 3). AR Manometry results showed Pre/
Post treatment high sphincter tone >4 mm in Group A 2/15 (8%)
and no differences in pre and post treatment, Group B 7/15 (41%),
4/15 (22%) and Group C 5/15 (20%), 2/15 (10%) respectively
(Abstract PMO-168 table 4). Side events; Numbness, 4/17 (23%) in
lidocaine. Conclusion: Rectally delivered Lidocaine 3% gel is effica-
cious, tolerable compared to the SOC and placebo for ARD causing
treatment failure, retention and SVR. Larger trial needs to validate
this finding.
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Conclusion This quadruple truncated regimen has excelled the RVR,
ETVR over SOC with Directly Acting Antivirals over 13%, without
any difference between 24 weeks of NTZ over 12. Needs a larger
trial for validation.
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Introduction Hepatitis E is essentially an oral fecal infection with
high prevalence in developing countries. There is limited data
available on its prevalence in Urban US. The study evaluates the
prevalence of hepatitis E antibody IgG and IgM in New York in
patients with chronic liver disease.

Methods 440 (n=440) were divided into two groups: group A;
control 140 patients without any stigmata of liver disease. Group B,
300 patients with history of liver disease including hepatitis B 125/
300 (41%), Chronic hepatitis C 60/300 (20%), fatty liver 70/300
(23%), Alcoholic liver disease 29/300 (10%), HBV HCV co infection
9/300 (3%), auto immune hepatitis 2/300 (0.6%), PBC /PSC 5/300
(2%). HEV antibody IGM and IGG were measured with HEV
genotyping. 22/300 (7%) patients were liver transplant recipients, 6/
300 (2%) patients were kidney transplant recipients. 43/300 (14%)
patients were Intra venous Drug Abuser. 20/300 (7%) received Blood
products.

Results History and genotypic characteristics

Chronic Alcoholic liver

Characteristics  hepatitis C Chronic hepatitis B Fatty liver  disease
VDU 36/43 (83%)  7/43 (16%) NA NA
Promiscuity 23/42 (52%)  10/42 (23%) NA 9/42 (21%)
Transfusion 6/20 (30%) 14/20 (70%) NA NA
Genotype

G1 2/30 (7%) 60/69 (87%) 3/10 (30%)  1/13 (7%)

G2 1/30 (3%) 8/69 (11%) 3/10 (30%)  4/13 (30%)

G3 26/30 (87%)  1/69 (1%) 4/10 (40%)  8/13 (62%)

G4 1/30 (3%) NA NA NA

G4 NA NA NA NA

Conclusion Results: Group (A) HEV IgG positive 13% (18/140),
Group B HEV IgG positive 40.6% (122/300) including 3.7% (4/122)
having both IgM and IgG positive. The prevalence of HEV IgG was
54% (12/22) in the liver transplant recipient group and 33% (2/6%)
kidney transplant recipient group. The study demonstrates the
prevalence of hepatitis E infection in New York and HEV antibody in
CLD. Including transplant donors and recipients. Question remains
the impact and progression of acute or chronic liver disease with
concomitant HEV in pre, peri, and post liver transplant recipient.
Larger study needs to validate.
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Introduction Chronic HBV (cHBV) and HCV (cHCV) are frequent
causes of cirrhosis and liver cancer. cHBV and cHCV are prevalent in
subjects from South Asian countries and many infected individuals
are unaware of their condition. A previous case finding pilot for HBV
in the British—Chinese community of the NE of England found that
9% of subjects tested were HBsAg positive.! Targeted screening for

Gut July 2012 Vol 61 Suppl 2

HBV and HCV is recommended by the AASLD? and the European
Liver Patients Association® in subjects born in endemic areas (HBsAg
prevalence =2%). However, there are no current UK guidelines. Our
aim was to apply AASLD recommendations to British South Asian
community of NE of England.

Methods Members of the NE South Asian community were invited
to attend screening sessions at a Newcastle Mosque and the
Sunderland Bangladeshi Community Centre. Dry blood spots were
obtained by finger prick and tested for HBsAg, HBcAb (Abbott
ARCHITECT®) and HCV antibody (Roche + confirmed by Biorad).
HBsAg and/or HCV Ab positive individuals were advised to undergo
confirmatory testing and be referred for specialist assessment.
Results To date, 329 subjects were screened in four sessions (median
age 39, range 6—83; 75% male). The screened subjects were most
frequently born in Bangladesh (49%) followed by Pakistan (36%),
the UK (14%) or other countries (6%). 1.8% of subjects were HBsAg
positive indicating cHBV. 2.8% of subjects had past infection with
HBV (HBsAg negative, HBcAb positive). 1% of subjects were HCV
Ab positive (all born in Pakistan). The prevalence of cHBV was 3%
for individuals born in Pakistan and 1.5% for those born in
Bangladesh. 3% of individuals born in Pakistan were HCV Ab
positive. Only 4% of subjects reported previous vaccination against
HBV.

Conclusion Undiagnosed cHBV is prevalent in the South Asian
community of NE England, although the prevalence was lower than
in the British—Chinese community. These results provide evidence
for a targeted case finding programme for HBV and HCV in subjects
born in South Asia.
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Introduction Liver biopsy remains the reference standard for the
detection of liver fibrosis. While non-invasive markers of liver
fibrosis have been validated in chronic hepatitis C, their performance
during interferon-based therapy is not established.

Methods 70 previous non-responders to interferon based therapy for
chronic hepatitis C (40 male, age range 24—67, mean 48.7) were
recruited from five centres. Patients were randomised to receive
pegylated interferon with or without silymarin for 24 months as an
exploratory antifibrotic therapy. All patients underwent a liver
biopsy and ELF tests (HA, P3NP, TIMP-1) prior to, and after treat-
ment (month 0 and 24). Changes in histological fibrosis stages
before and after therapy (0 to 24 months) were compared with
changes in marker scores before, during and after therapy (0 to
24 months).

Results Mean ELF score prior to therapy was 9.32 (SD 1.10), during
therapy 9.91 (SD1.18) and after therapy 9.53 (SD 1.27). ELF scores

A143

yb6uAdoo Aq parosroid 1senb Ag 20z ‘8T IMdy uo /wod fwqg b/ dny wouy papeojumoq '2T0Z AelN 82 U0 0/T'qrTS20€-2T0Z-UlnB/9ETT 0T St paysiignd 1siy N9


http://gut.bmj.com/

