(aring Ambassadors Hepatitis ¢ Program Newsletter
December 2007

IN THE NEWS

Homelessness increases risk of infection for injecting drug users
http://www.news-medical.net/?id=31856

“ A new report from the Health Protection Agency shows that around three-quarters of injecting drug users
(IDUs) have been homeless at some point. In addition, those who have been homeless have higher levels of
injecting risk and associated infections, primarily through the sharing of needles and low standards of
hygiene.”

Half of UK students at risk of silent time bomb disease students admit to ignorance of hepatitis C
http://www.responsesource.com/releases/rel display.php?relid=34824&hilite=

“Results from a survey announced today show that half of British students may be exposing themselves to
the deadly hepatitis C virus by engaging in ‘risky’ activities, such as sharing banknotes or straws when snorting
drugs, getting a tattoo or piercing and sharing razors and toothbrushes.”

New hepatitis C antiviral CB5300 identified by Canopus BioPharma Researchers to enter clinical
trial assessment

http://www.businesswire.com/portal/site/google/index.jsp?ndmViewld=news view&newsld=2007103100
5927&newslang=en

“Canopus BioPharma, Inc., a biotechnology company developing pharmaceutical products and assay
methods for patients suffering from infectious disease, radiation sickness, cancer, and addiction, announced
today that CB5300, its new antiviral drug candidate for treatment of Hepatitis C, will be entering into clinical
trial assessment following successful in-vitro screening. The screening process was completed in September
2007 at a major contract research institute in Maryland, which resulted in a research report concluding that a
family of molecules has been identified as potent inhibitors of flaviviruses.

Inovio Biomedical’s DNA vaccine delivery technology moves ahead in clinical trial for hepatitis C
http://www.businesswire.com/portal/site/google/index.jspendmViewld=news view&newsld=2007103000
5582&newslang=en

“Inovio Biomedical, a leader in enabling the development of DNA vaccines using electroporation-based
DNA delivery, announced today that its partner, Tripep AB of Sweden, has begun enrolling patients for its
Phase I/11 clinical study of a novel DNA vaccine designed to treat chronically infected hepatitis C virus
(HCV) patients. The trial will test Tripep’s proprietary DNA vaccine, ChronVac-C®, administered using
Inovio’s MedPulset® DNA Delivery System, in 12 subjects already infected with HCV. The trial is being
conducted in Sweden at the world-renowned Karolinska Institute. The main purpose of the study is to show
that the treatment is safe, but also to test if the treatment boosts patients’ immune response to hepatitis C and
its effects on virus replication. The market for therapies against hepatitis C infections is estimated at more
than $2 billion and is expected to grow to more than $8 billion by 2015.”

Pharmasset gets FDA fast-track status on hepatitis C drug
http://www.forbes.com/markets/feeds/atx/2007/10/24/atx4255720.html

“Pharmasset Inc. said Wednesday its R7128 treatment for chronic hepatitis C has received fast-track status
from the U.S. Food and Drug Administration. The Princeton, N.J., pharmaceutical company, which
specializes in oral therapeutics for the treatment of hepatitis B, hepatitis C and HIV, said it is currently
enrolling a 28-day phase 1 clinical trial to evaluate R7128 in combination with Pegasys and Copegus in
treatment-naive chronic hepatitis C patients. Fast-track status expedites the review of a drug candidate for a
life-threatening condition with the potential to address an unmet medical need for the condition.”
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4 transplant recipients get HIV from donor

Donot's infection is 1st such case in U.S. in 22 years

http://www.chicagotribune.com/services /newspaper/printedition/tuesday/chi-

organ13nov13,0,7359947 story?coll=chi-newsnationworld-utl

“PFour transplant recipients in Chicago contracted HIV from a high-risk organ donor whose infection went
undetected in what hospital officials say is the first documented case of the virus being transmitted by organ
donation in the U.S. in more than 20 years. The transplants occurred in January at three Chicago hospitals,
but the patients did not learn until the last two weeks that they were infected with HIV and the virus for
hepatitis C. One doctor said the news was "devastating" to the patients.”

The next hepatitis C blockbuster?
http://www.fool.com/investing/high-growth /2007 /10/31/the-next-hepatitis-c-blockbuster.aspx

“The annual meeting of the American Association for the Study of Liver Diseases (AASLD) convened, and
several drug developers -- from Roche to smaller development-stage participants such as Pharmasset --
presented data on their lead compounds for treating hepatitis C.”

Vertex hepatitis C drug effective in trial

http://www.reuters.com/article/companyNewsAndPR /idUSN0145229320071102

“Vertex Pharmaceuticals experimental hepatitis C drug is more effective than existing treatments and works
in half the time, but also causes significantly more side effects. Data to be presented at the Annual Meeting
of the American Association of the Study of Liver Diseases show the drug, telaprevir, in combination with
standard treatment, eradicated the hepatitis C virus in more than 60 percent of patients who took it as part of
a 24-week treatment. Eradication of the virus is based on a measure known as sustained viral response, in
which the virus remains at below detectable levels. Typically, not more than 50 percent of patients taking
standard treatments see their virus eradicated and the typical length of treatment is 48 wecks.”

GlobeImmune announces presentation of additional phase 1b hepatitis C results at American
Association for the Study of Liver Diseases 2007 annual meeting
http://www.marketwire.com/mw/release.do?id=787466

“Globelmmune, Inc. today announced that additional high dose results from the Company's randomized,
placebo-controlled Phase 1b clinical trial evaluating GI-5005 as a treatment of chronic hepatitis C infection
will be the subject of a poster presentation at the upcoming 58th Annual Meeting of the American
Association for the Study of Liver Diseases (AASLD), which is being held in Boston at the John B. Hynes
Convention Center from November 2-6, 2007.”

EACS: Studies underline the need for better hepatitis C treatment
http://www.aidsmap.com/en/news/E43B3080-87CB-49C5-AD10-BBA4AB5BD484.as

“A French study presented at the Eleventh European AIDS Conference drew a stark contrast between
HIV /hepatitis C (HCV)-coinfected patients for whom hepatitis treatment works and those it doesn’t, and
indicates that we should be offering treatment before significant liver damage has occurred — not because of
it. And a Spanish study, which found a dismal prognosis for the HIV/HCV-coinfected with decompensated
(end-stage) liver disease, reminds us why treatment (and better treatment) is needed.”

Phase II study shows that Nitazoxanide significantly improves response to standard of care in
patients with chronic hepatitis C

http:/ /www.earthtimes.org/articles/show/news press release,214290.shtml

“Romark Laboratories, a privately-owned biotechnology company, today announced results of a randomized
phase II clinical trial showing that 79% of interferon-naive patients with chronic hepatitis C genotype 4
receiving nitazoxanide plus the standard of care had a sustained virologic response (SVR), or undetectable
level of virus, 12 weeks following treatment, compared to 43% of patients receiving the standard of care
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without nitazoxanide. The patients treated with nitazoxanide also experienced no relapse and no more side
effects than patients who received the standard of care. Interim results from this Phase II clinical trial will be
presented on Tuesday November 6 in an oral presentation at the 58th Annual Meeting of the American
Association for the Study of Liver Diseases (AASLD) in Boston.”

Treatment with PEGASYS/COPEGUS gives hepatitis C patients a second chance to achieve a cure
after not responding to PegIntron

http://www.juraforum.de/jura/news/news/p/1/id/199176/£/109

“ This Landmark Study Also Shows Response at 12 Weeks is a Powerful Predictor of Eventual Treatment
Success. Roche announced final results from the REPEAT study, which demonstrate that treatment with
once-weekly PEGASYS(R)(peginterferon alfa-2a(40KD)) and daily COPEGUS(R) (ribavirin) canachieve viral
clearance in a number of patients who did not respond to initial treatment with Peglntron, another drug
commonly used to treat hepatitis C.(1)”

Setback in search for hepatitis C treatment
http://www.telegraph.co.uk/earth/main.jhtml?view=DETAIT.S&grid=&xml=/earth /2007 /11/02/scihep10

2.xml

“The effort to find an effective treatment for the millions of people thought to be infected with the "silent
killer" hepatitis C virus has suffered a major setback. Although rates of infection have declined in the
developed world because blood is now screened for this virus, it is estimated that about 0.4 per cent of the
population in Britain remains infected with hepatitis C, a virus that is spread by blood and infects the liver.
But most of these 2.5 million people do not know they have the disease, which can remain undetected for up
to 20 years without major symptoms of liver disease but can eventually result in hardening of the liver
(cirrhosis) and cancer.”

Glaxo starts Phase III hepatitis C Promacta tests
http://investing.reuters.co.uk/news/articleinvesting.aspxrtype=allBreakineNews&storyID=2007-11-

0570501027 01 1.02647307 RTRIDST 0 GLAXO-PROMACTA. XML

“GlaxoSmithKline Plc has started two new final-stage clinical trials of its experimental platelet-boosting drug
Promacta in patients with hepatitis C, Europe's biggest drugmaker said on Monday. The Phase IIT studies
will measure the ability of Promacta -- also known as eltrombopag -- to raise blood platelet counts enough to
allow patients to receive antiviral therapy to treat their disease. Thrombocytopenia, or low-platelet levels, is a
complicating factor in hepatitis C that can prevent patients receiving treatment.

Gilead hepatitis drug may have heart issue-study
http://www.reuters.com/article/companyNewsAndPR /idUSN0420715620071104

“Gilead Sciences Inc. said on Sunday an experimental hepatitis C treatment in very early stages of
development showed encouraging antiviral activity, but a signal of a potential heart problem could put the
drug on hold. Gilead said it has initiated a specific study to look at the potential cardiac risk, which is
expected to be concluded before the end of the yeat.”

Study: Dry eye common symptom of hepatitis C infection
http://www.osnsupersite.com/view.asp?rID=24631

“Dry eye syndrome represents the most common ocular symptom of hepatitis C virus infection, according to
a study by researchers in Germany. Investigators also found hepatitis C virus RNA in 10% of tear samples,
emphasizing the potential of disease transmission through tears, the authors noted.”

Roche hepatitis C drug shows promise in mid-stage trial
http://www.reuters.com/article/companyNewsAndPR /idUSWNAS015620071102

“Roche said its experimental drug to treat chronic hepatitis C virus infection showed promising antiviral
activity in a mid-stage trial when given in combination with two other drugs.”
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OctoPlus says hepatitis C drug effective in study

http:/ /uk.reuters.com/article /healthNews /idUKI1.0625408220071106

“Dutch biotechnology firm OctoPlus said on Tuesday European safety and efficacy Phase Ila studies have
shown an antiviral effect for its chronic hepatitis C drug Locteron. "A statistically significant dose response
was observed in the study," the company said in a statement, adding that the drug was tolerated at all doses.”

Hepatitis C treatment reduces the virus but serious liver problems may progress
http://www.physorg.com/news113591946.html

“Patients with chronic hepatitis C and advanced liver disease who did not respond to previous standard
therapy experienced significant decreases in their liver enzymes, viral levels, and liver inflammation following
treatment with long-term pegylated interferon. However, the treatment did not slow or prevent the
progression of serious liver disease. These findings come from the clinical trial, Hepatitis C Antiviral Long-
Term Treatment Against Cirrhosis (HALT-C) and were reported at the annual meeting of the American
Association for the Study of Liver Disease in Boston on November 5, 2007. HALT-C is funded by the
National Institutes of Health (NIH) with additional support from Hoffmann-IL.a Roche Inc.”

Consensus Interferon in hepatitis C is an option for those non-responsive to Peginterferon/Ribavrin:
http://www.docguide.com/news/content.nsf/news/852571020057CCF68525738C0057342F

“In a recent retrospective study of veterans, 12% of hepatitis C virus (HCV) subjects remained HCV
ribonucleic acid (RNA) undetectable at least 3 months post-treatment with consensus interferon (Infergen)
following prior treatment with peginterferon and ribavirin, researchers reported here at the 58th Annual
Scientific Meeting of the American Association for the Study of Liver Disease (AASLD).”

Psychiatric disorders do not reduce effectiveness of hepatitis C treatment: presented at AASLD
http://www.docguide.com/news/content.nsf/news/852571020057CCF68525738D00723B8B
“Although comorbid psychiatric disorders at initiation of treatment for hepatitis C virus (HCV) are a risk
factor for mental adverse events, they do not negatively affect the duration of pegylated interferon alfa-2b
plus ribavirin treatment, adherence to treatment, or sustained viral response, researchers reported here at the
58th Annual Scientific Meeting of the American Association for the Study of Liver Disease (AASLD). In
clinical practice, patients infected with hepatitis C virus frequently have comorbid psychiatric disorders and
are often drug users, noted Jean Philippe Lang, MD, Head of the Department of Psychiatry, Centre
Hospitalier Erstein, Erstein, Cedex, France.”

Hepatitis C and decompensated Cirrhosis improve with combination therapy, individualized
approach

http://www.docguide.com/news/content.nst/news/852571020057CCF68525738 E0067B055

“Identifying patients most likely to attain a sustained virologic response (SVR) requires an individualised
approach in the treatment of patients with chronic hepatitis C and decompensated cirrhosis, Italian
researchers reported here at the 58th Annual Scientific Meeting of the American Association for the Study of
Liver Disease (AASLD). Patients infected with hepatitis C virus (HCV) genotype 2 who also have
decompensated cirrhosis, for example, can still be treated successfully with pegylated interferon alfa-2b plus
oral ribavirin, noted lead author Angelo Iacobellis, MD, Executive Physician, Division of Gastroenterology,
Casa Sollievo della Sofferenza Hospital, San Giovanni Rotondo, Italy. Accounting for viral genotype and
early viral kinetics are the major pieces of the treatment puzzle.”

Some genotype 3 hepatitis C patients may require increased doses or longer treatment
http://www.docguide.com/news/content.nst/news/852571020057CCF68525738D0072810A

”Actual treatment outcomes among patients with genotype 2 and 3 hepatitis C virus (HCV) are slightly lower
than in those reported in interventional clinical trials, according to research from the Canadian Peginterferon
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alfa-2b prospective Optimal Weight-based dosing Response (POWeR) program, which was reported here at
the 58th Annual Scientific Meeting of the American Association for the Study of Liver Disease (AASLD).”

""Real Life" that in clinical trials: presented at AASLD success treating chronic hepatitis C can
match

http://www.docguide.com/news/content.nsf/news/852571020057CCIF685257381D007621 A4

“Successful treatment of patients with chronic hepatitis C virus (HCV) matching the outcomes of rigorous
clinical trials can be achieved in routine clinical practice, according to research from the Canadian
observational program pegylated interferon alfa-2b prospective Optimal Weight-based dosing Response
(POWeR), discussed here at the 58th Annual Scientific Meeting of the American Association for the Study of
Liver Disease (AASLD).”

Acute hepatitis C in a contemporary US cohort

http://www.emaxhealth.com/39/18004.html

“Acute hepatitis C virus (HCV) infection is often asymptomatic; thus, its epidemiology and natural history are
difficult to define. Acute HCV infection was identified on the basis of HCV seroconversion within 1 year (n
= 45), new anti-HCV seropositivity with clinical acute hepatitis (n = 21), or HCV strain sequencing after an
iatrogenic exposure (n = 1).”

Hepatitis C: the disease no one's talking about

The disease is a 'silent epidemic' that is getting little public attention, state official says
http://www.statesmanjournal.com/apps/pbes.dll /article? AID=/20071112/NEWS /711120330/1001

“Ann Shindo takes to task the federal government for failing to confront hepatitis C in Oregon and across
the country. "Remember when Reagan didn't say AIDS? That's where we are with hep C," said Shindo, the
coordinator of viral hepatitis prevention for the Oregon Department of Human Services. "It's (like) 1988, pal,
and no one's talking about hep C.”

Infectious disease claims 666 in China in October
http://news.xinhuanet.com/english/2007-11/12/content 7059055.htm

“ Infectious diseases claimed 666 lives in China in October out of about 418,000 recorded cases, the Ministry
of Health said hete on Monday. Last month, more than 318,612 cases of A-Class and B-Class infectious
diseases occurred and claimed 660 lives. Of the 98,661 cases of C-Class infectious diseases recorded, there
were six fatalities.”

State OKs settlements for Oregon inmates with hepatitis C
http://www.ktvz.com/Global/story.asp?S=7347943

“The state of Oregon has paid more than $300,000 to settle claims of 5 inmates who say they were denied
adequate treatment for hepatitis C. The Salem Statesman Journal reports 4 of the inmates are dead, and a
fifth is seriously ill at the Snake River Correctional Institution in Eastern Oregon. About 70% of new
infections are a result of drug users sharing needles.”

Syringe scare: hundreds tested for HIV, Hepatitis
http://wcbstv.com/topstories/dr.harvey.finklestein.2.567905.html

“ CBS 2 HD has learned of a shocking case of medical negligence on Long Island. A doctor may have
exposed hundreds of patients to potentially deadly diseases like AIDS and hepatitis -- all because he allegedly
re-used needles.”

New York State Department of Health (NYSDOH) stops a wotld first U.S. - Egyptian collaborative
study on hepatitis C and blood ozonation
http://www.pressreleasenetwork.com/newsroom/news view.phtmlrnews id=2314
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“ Recently coming to light is the involvement of the New York State Department of Health NYSDOH) in
stopping a world-first U.S. - Egyptian collaborative study on hepatitis C in Egypt. According to one of its
principals, Dr. Gerard Sunnen, the study, bringing together the Egyptian National Research Centre (NRC)
and Medizone International, Inc., a US - based company, sought to evaluate new therapeutic options for
stimulating natural immune factors in fighting the disease. "Blood ozonation is an innovative technique of
interfacing blood with minuscule amounts of ozone/oxygen mixtures that enhance natural cytokine and
interferon production for purposes of viral clearing. This process, if successful, could greatly reduce the cost
of cutrent treatments for hepatitis C," states Dr. Sunnen. In 2002, the NYSDOH stopped the study. "Itis a
sad day for the some estimated 5 million Egyptian patients, and some 170 million worldwide,"® he added.”

Regulus gets patent on hep C treatment
http://www.forbes.com/feeds/ap/2007/11/19/ap4353848.html

“Regulus Therapeutics, a joint venture of Alnylam Pharmaceuticals Inc. and Isis Pharmaceuticals Inc., said
Friday the U.S. Patent and Trademark Office issued the venture a patent covering methods for targeting the
hepatitis C virus.”

L.A. Hepatitis C Summit promotes reliable syringe access for the first time
http://www.drugpolicy.org/news/112007dpdp.cfm

“At the Fifth Annual Hepatitis C Summit last week in Los Angeles, DPA raised awareness of the Disease
Prevention Demonstration Project (DPDP), a program allowing over-the-counter syringe sales in registered
pharmacies in Los Angeles County (and several other counties around the state). The DPDP was created by
statewide legislation in 2004, and DPA supports implementation of the program in Los Angeles County.”

Medivir: initiation of a Phase Ila clinical trial with investigational hepatitis C Protease Inhibitor
TMC435350

http://www.genengnews.com/news/bnitem.aspxPname=27012645

“Medivir announced today that, following the successful completion of a phase I study in both healthy
volunteers and patients chronically infected with hepatitis C virus (HCV), the phase 1la study, TMC435350-
C201, of the investigational hepatitis C (HCV) protease inhibitor TMC435350. The study will start shortly in
Europe by Tibotec Pharmaceuticals Ltd., who are collaborating with Medivir on the development of
TMC435350.”

Phynova group says phase I/II trial on hepatitis C drug candidate successful
http://www.hemscott.com/news/latest-news/item.do’newsId=53878217824660

“Phynova Group PLC said preliminary data from the phase 1/11 trials of its lead drug candidate PYN17, for
treating chronic hepatitis C, successfully confirms its safety and tolerability. The company said the results
show that PYN17 was well tolerated, with a low level of relatively minor adverse events identical to those
seen with a placebo.”

Medivir: initiation of a Phase IIa Clinical Trial with investigational hepatitis C Protease Inhibitor
TMC435350

http://www.tradingmarkets.com/.site/news/Stock%20News /851649

“Medivir has announced that a Phase Ila study for its investigational hepatitis C protease inhibitor will start
shortly in Europe by Tibotec Pharmaceuticals, who are collaborating with Medivir on the development of the
drug.”

CLINICAL TRIALS, COHORT STUDIES, AND PILOT STUDIES

Treatment extension to 72 weeks of peginterferon and ribavirin in hepatitis ¢ genotype 1-infected
slow responders. Pearlman BL, et al. Hepatology. 2007 Dec;46(6):1688-94.
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Predictors of treatment in patients with chronic hepatitis C infection - role of patient versus
nonpatient factors. Kanwal F, et al. Hepatology. 2007 Dec;46(6):1741-9.
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Eltrombopag for thrombocytopenia in patients with cirrhosis associated with hepatitis C.
McHutchison JG, et al. N Engl ] Med. 2007 Nov 29;357(22):2227-36.
http://www.ncbi.nlm.nih.gov/sites/entrez?Db=pubmed&Cmd=ShowDetail View&TermToSearch=1804602

7&ordinalpos=6&itool=EntrezSystem2.PEntrez. Pubmed.Pubmed ResultsPanel.Pubmed RVDocSum

Liver retransplantation of patients with hepatitis C infection is associated with acceptable patient
and graft survival. Ghabril M, et al. Liver Transpl. 2007 Dec;13(12):1717-27.
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Pegylated Interferon Alfa-2a (40 kD) and Ribavirin in haemodialysis patients with chronic hepatitis
C. van Leusen R, et al. Nephrol Dial Transplant. 2007 Nov 27 [Epub ahead of print]
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Guidelines for the antiviral therapy of hepatitis C virus carriers with normal serum aminotransferase
based on platelet counts. Okanoue T, et al. Hepatol Res. 2008 Jan;38(1):27-36.
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Antiviral maintenance treatment with interferon and ribavirin for recurrent hepatitis C after liver
transplantation: Pilot study. Kornberg A, et al. ] Gastroenterol Hepatol. 2007 Dec;22(12):2135-42.
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High hepatitis C viral load is associated with insulin resistance in patients with chronic hepatitis C.
Hsu CS, et al. Liver Int. 2007 Nov 19 [Epub ahead of print|
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Side effects of combination therapy of peginterferon and ribavirin for chronic hepatitis-C. Arase Y, et
al. Intern Med. 2007;46(22):1827-32. Epub 2007 Nov 16.
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Sustained virologic response and clinical outcomes in patients with chronic hepatitis C and
advanced fibrosis. Veldt BJ, et al. Ann Intern Med. 2007 Nov 20;147(10):677-84. Summary for patients in:
Ann Intern Med. 2007 Nov 20;147(10):147.
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