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Emergent Snags $448M
Deal for Anthrax Vaccine
By Donna Young
Washington Editor

Emergent BioSolutions Inc. said Wednesday that it
signed a three-year contract with the federal government
worth up to $448 million to supply anthrax vaccine for the
nation’s biodefense stockpile.

On news of the contract, shares of the Rockville, Md.-
based firm (NYSE:EBS) climbed $1.43 Wednesday, or 18.4
percent, to close at $9.22. 

In a conference call, CEO Fuad El-Hibri said the contract
with the Department of Health and Human Services (HHS)
is the largest deal in the company’s history.

HHS is buying 18.75 million doses of BioThrax (anthrax
vaccine adsorbed) – the only FDA-approved vaccine for the
prevention of the anthrax infection – for a fixed price of $400

EuroBIO 2007

Some Blunt Talk About Money
Highlights Kickoff of EuroBIO
By John Borsky
BioWorld Today Correspondent

LILLE, France – Europe is a tough neighborhood in
which to raise a biotechnology company, and though
everyone seems to mean well, it does not look like things
are going to get better anytime soon.

That, as the British say, is a pity, because there is no
lack of good science and great ideas in the research parks
and biotech clusters that have sprung up like mushrooms
across the continent.

As EuroBIO 2007 got under way Wednesday, a lead-off ses-
sion titled “Top Stories and Trends: 2007 Early Stage Invest-
ments” left mixed impressions with conference participants.

Tomas Jonsson, biotechnology policy desk officer for

$20M Near Term

Keryx, Japan Tobacco Deal:
Possible $100M For Zerenex 
By Randall Osborne
West Coast Editor

Keryx Biopharmaceuticals Inc.’s handsome deal for
Japanese rights to its Phase II phosphate binder – $100 mil-
lion potential, with $20 million near term – left Wall Street
lukewarm, as investors wait to find out whether iron-based
Zerenex can be made in a non-pill form that could provide
a competitive edge in a busy market.

The company’s stock (NASDAQ:KERX) closed Wednes-
day at $9.75, up 1 cent, on word of the deal with Japan
Tobacco Inc.’s subsidiary, Torii Pharmaceutical Co. Ltd.,
which also will pay royalties on Zerenex, for which New
York-based Keryx paid about $1 million in its worldwide
license deal with the Panion & BF Biotech Inc., of Taiwan.

NPS, Nycomed Enter Potential
$185M Deal Covering Gattex
By Jim Shrine
Staff Writer

With Phase III data on Gattex expected very soon,
Nycomed is paying $10 million to NPS Pharmaceuticals Inc.
for the first right to look at the results and enter a potential
$185 million agreement.

Gattex (teduglutide) is in analogue of glucagon-like
peptide-2 that is completing an 84-patient trial in patients
with short bowel syndrome. Data from that study are
expected early in the fourth quarter.

Nycomed, of Zurich, Switzerland, has two weeks from
the release of the Phase III data to decide if it wants to pay
another $25 million for rights to the product in gastroin-
testinal indications outside North America.

If Nycomed exercises its license option, NPS, of Parsip-
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BIO Mid-America Venture Forum

Partnering Tables Turn As
Big Pharma Pitches Biotech
By Trista Morrison
Staff Writer

MILWAUKEE – Competition to license biotech products
and technologies remains hot and heavy, with about $3.5
billion worth of deals closing so far this month, according
to BioWorld Snapshots.

Last February, at the BioPartnering North America con-
ference, the buzz focused on pharma’s efforts to woo
biotech partners, often with more than just cold, hard cash.
More evidence of the shift in the partnering balance of
power could be seen at this week’s BIO Mid-America Ven-
ture Forum. For the first time, four big pharma firms gave
corporate presentations, each hoping to convince the
biotech audience of its partnering prowess. (See BioWorld
Today, Feb. 6, 2007.)

Procter & Gamble Co. explained that while many
people associate the company with brand-name prod-
ucts like Pampers and Tide, its health care business gen-
erated $9 billion in fiscal year 2007. Those sales can be
attributed to “a strong OTC component” consisting of
more than 100 brands, and a “dynamic branded compo-
nent” with more than 40 brands, according to Andreas
Grauer, the company’s director of new technology devel-
opment. 

P&G attributes its health care success to its under-
standing of consumers, which it maintains by commission-
ing 10,000 market research studies each year. In the health
care segment, P&G sees consumers becoming smarter and
more engaged, receiving information not only from doc-
tors but from web sites, advertisements and other market-
ing vehicles well within the company’s area of expertise.

To stay focused on its strengths in development and
marketing, P&G licenses 100 percent of its pharmaceutical
pipeline. The company is particularly interested in com-
pounds for musculoskeletal indications, such as osteo-

porosis and arthritis; gastrointestinal conditions, such as
inflammatory bowel disease, irritable bowel syndrome,
dyspepsia and gastroparesis; and women’s health, includ-
ing urinary incontinence, female sexual dysfunction and
endometriosis. Interested biotechs can find contact infor-
mation at www.pgpharma.com.

While P&G pitched its marketing capabilities, Eli Lilly
and Co. emphasized its commitment to innovation.
Stephen Wilkie, of the global external research and devel-
opment group, said the company has a “history of innova-
tion” that includes the first insulin product, the first recom-
binant DNA product, the first selective serotonin reuptake
inhibitor and many other advances. And of its $15.69 billion
in sales last year, Lilly funneled about 20 percent back into
research and development.

Despite its internal capabilities, Lilly realizes that
alliances “are a key” to its future, Wilkie said. The company
is looking for first-in-class or best-in-class products for
neurology, endocrinology, oncology, cardiovascular dis-
ease and musculoskeletal conditions, as well as other
innovative products that might not fit into one of those
buckets. And while Lilly is a small-molecule company, it
also has “a significant large-molecule presence,” Wilkie
said.

In addition to drugs, Lilly also is looking for research tech-
nologies, from discovery chemistry and in vivo pharmacology
to drug delivery systems and drug repositioning. Interested
biotechs should go to: www.lilly.com/about/partnering/
alliances/index.html. 

Like Eli Lilly, Pfizer Inc. also balances partnering activity
with an internally developed pipeline. The company spends
about $7.5 billion annually on its research and development
efforts, but also considers licensing deals for products in a
broad array of indications, including allergy, respiratory, car-
diovascular, metabolic, endocrine, dermatology, gastrointesti-
nal, hepatology, genitourinary, infectious diseases, inflamma-
tion, neuroscience, oncology, ophthalmology and pain.

Daniel Getman, vice president of Pfizer global research
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Alemtuzumab In Phase III
Testing Against Rebif In MS
From Staff Reports

Genzyme Corp. and partner Bayer Schering Pharma AG
dosed the first patient in the first of two Phase III studies
comparing alemtuzumab to Rebif in multiple sclerosis
patients.

The randomized, rater-blinded CARE-MS I (Comparison
of Alemtuzumab and Rebif Efficacy in Multiple Sclerosis)
trial is designed to compare Genzyme’s monoclonal anti-
body to Rebif, a formulation of interferon beta-1a sold by
Geneva-based Merck Serono SA, in up to 525 patients with
relapsing-remitting MS, including those who have not yet
begun treatment with any MS drug. 

Alemtuzumab will be given in two annual cycles, while
Rebif will be administered three times per week. The co-pri-
mary endpoints are the time to sustained accumulation of
disability and the annualized relapse rate. All patients will
be followed from their entry into the trial until two from the
date that the last patient is randomized to treatment.

Genzyme and Bayer hope results will confirm interim

data from a previous Phase II study, which indicated that
alemtuzumab-treated patients had a statistically signifi-
cant reduction compared to those treated with Rebif in the
risk for sustained accumulation of disability and the risk
for relapse for 24 months. 

Results from 36-month data are expected to be pre-
sented at an upcoming scientific conference.

A second Phase III study, the CARE-MS-II trial, is set to
start soon and will enroll patients who have continued to
experience relapse episodes while on currently available
disease-modifying therapies. 

Pending positive results from both Phase III trials, Gen-
zyme and Bayer anticipate filing for approval in MS in 201 1 .
Alemtuzumab, which targets the CD52 receptor, already is
marketed as Campath (MabCampath outside the U.S.) in B-
cell chronic lymphocytic leukemia.

Cambridge, Mass.-based Genzyme and Berlin-based
Bayer are co-developing the compound in oncology, MS
and other indications, with Bayer holding exclusive, world-
wide marketing and distribution rights.

Shares of Genzyme (NASDAQ:GENZ) closed at $63. 13
Wednesday, unchanged.  ■
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and development and director of Pfizer’s St. Louis Labora-
tories, said the company has done a lot of partnering in the
past, but that Pfizer is “getting ready to take it to a whole
new level.” He pointed to new initiatives such as Pfizer’s
incubator in La Jolla, Calif., a translational medicine group,
and a new venture capital arm. 

The company is interested in diagnostics, biomarkers
and enabling technologies as well as small-molecule and
biologic therapeutics. For more information, go to:
www.pfizer.com/partnering/servlet/index.html. 

Abbott focused on its flexibility when working with
partners, whether in pharmaceuticals, nutritional prod-
ucts, diagnostics or medical products. Last year, the
company’s pharma sales topped $12 billion, 80 percent

of which can be attributed to partnered or acquired
products.

Specific areas of interest for Abbott include pain, neu-
roscience, immunology, cardiometabolic/cardiorenal,
virology and oncology. Kevin Lynch, director of global
pharmaceutical licensing and new business development,
said Abbott evaluated 1 ,800 licensing opportunities last
year. For compounds of interest, the company is willing to
consider alternative deal structures, he said, such as pro-
viding Enanta Pharmaceuticals Inc. with the option to
fund 40 percent of the development of its protease
inhibitors in exchange for a 40 percent profit split instead
of double-digit royalties. (See BioWorld Today, Dec. 13,
2006.)

More information on Abbott licensing deals can be
obtained by emailing licensing@abbott.com.  ■

BIO Mid-America
Continued from page 2

• Alnylam Pharmaceuticals Inc., of Cambridge,
Mass., along with scientists at Roche Kulmbach and collab-
orators from the Swiss Federal Institute of Technology,
reported data from an in vivo study showing that acute and
repeated dosing of small interfering RNAs achieved spe-
cific and robust silencing of target genes without any dis-
ruption of the endogenous microRNA pathway. Those data
were published in Nature. 

• Carrington Laboratories Inc., of Irving, Texas, has
amended its technology license agreement with ElSohly
Laboratories Inc., of Oxford, Miss., for use of Carrington’s

GelSite polymer drug delivery. The changes will allow
ElSohly to use the polymer in combination with small mol-
ecules to enhance solubility and extend release time of its
drug candidates, which include an anticancer drug.  Finan-
cial details were not disclosed.

• ChemoCentryx Inc., of Mountain View, Calif., said
data from a series of experiments to elucidate CXCR7’s role
in certain cancers showed that the chemokine receptor
plays a role in both tumor progression and development by
enabling cancer cell survival and promoting angiogenesis.
CXCR7 also can be readily detected on many primary
human tumor tissue samples, such as breast and lung can-
cers, but is not expressed by surrounding healthy tissue.
Those findings are published in the Proceedings of the
National Academy of Sciences.

O T H E R N E W S T O N O T E



Financings Roundup

GlobeImmune Is Advancing
Tarmogen With $41M Series C 
By Jennifer Boggs
Staff Writer

GlobeImmune Inc., which is developing a pipeline of
recombinant yeast-based immunotherapies called Tarmo-
gens, brought in $41.2 million in a Series C round to fund
Phase II development of its lead compound in cancer and
hepatitis C. 

To date, the Louisville, Colo.-based firm has raised $88
million in venture financing. It pulled in $38 million in a
Series B round about two years ago and has “made a pretty
significant amount of progress” since then, said Tim Rodell,
GlobeImmune’s CEO. “We now have two products in or
about to start Phase II.”

In oncology, GlobeImmune is advancing GI-4000, a
compound aimed at treating cancers driven by Ras muta-
tions. GI-4000, administered with adjuvant gemcitabine, is
in a placebo-controlled Phase II trial in patients with Stage I
and Stage II resectable pancreatic cancer. The company
anticipates completing patient enrollment by the end of
this year or early next year and hopes to report progres-
sion-free survival data near the end of 2008, Rodell said.

GlobeImmune’s second product, GI-5005, is a Tarmo-
gen-based therapy targeting hepatitis C virus (HCV) infec-
tion. It recently completed a placebo-controlled Phase Ib
study in chronic HCV patients who failed interferon ther-
apy, and results showed that GI-5005 was able to convert a
weak cellular immune response to strong cellular immune
response. 

“We also saw improvements in liver function and a
reduction in viral load,” Rodell told BioWorld Today. With
those data in hand, the company is gearing up for a Phase
II trial to test GI-5005 in combination with the standard of
care – interferon and ribavirin – with early data expected in
mid-2008.

“Our Series B money took us through Phase I and into
Phase II,” Rodell said, so the Series C round “should get us to
primary Phase II data and possibly allow us to move
another product into the clinic.” GlobeImmune has preclin-
ical programs in oncology, including other potential indica-
tions for GI-4000, as well as in infectious disease, such as
an early stage influenza program, but the firm has not yet
disclosed which will be the next to move forward.

All the compounds in its pipeline are developed from
the company’s Tarmogen-based platform. Tarmogens, or
Targeted Molecular Immunogens, are whole recombinant
yeast – specifically Saccharomyces cerevisiae, or baker’s
yeast – that have been genetically modified to express one
or more protein antigens. Those antigens are designed to
attack diseased cells by provoking a T-cell response in the
immune system.

It’s a platform that has “broad applicability,” Rodell

said, providing GlobeImmune with a deep pipeline of its
own and potentially leading to collaborations with other
companies or research institutions. The firm has tested Tar-
mogens “against 30 different targets, and we’ve yet to find
one that doesn’t” elicit an immune response.

GlobeImmune, which operates out of about 40,000
square feet of lab and office space, has a staff of 50 people,
and the company handles all its own manufacturing and
manages its own clinical trials. 

Wexford Capital LLC, of Greenwich, Conn., led the
Series C round, and Paul Mieyal, of Wexford, joined
GlobeImmune’s board. 

Other new investors included: Summit, N.J.-based Cel-
gene Inc; Ligonier, Pa.-based Mellon Family Investment Co.;
Pittsburgh-based Richard King Mellon Foundation; Taipei,
Taiwan-based venture firms Eminent Venture Capital and
Boston Life Science Venture; and Seattle-based WRF Capital. 

The Series C also included participation from a number
of existing investors: Cambridge, Mass.-based Healthcare
Ventures; Morgenthaler Ventures and Sequel Venture Part-
ners, both of Boulder, Colo.; Indianapolis-based Lilly Ven-
tures; Herzliya, Israel-based Medica Venture Partners;
Chicago-based Adams Street Partners; Cambridge, Mass.-
based Biogen Idec Inc.; Taipei-based Pac-Link Bioventures;
China Investment and Development; Yasuda Enterprise
Development, of Japan; Boston-based Partners Healthcare;
and GC&H Investments, of Palo Alto, Calif.

In other financings news:
• Avicena Group Inc., of Palo Alto, Calif., raised $3. 1

million in an initial closing of its private offering of 3. 1 mil-
lion shares of Series C convertible preferred stock, which
are convertible at $3.35 per share into 928,358 shares, and
warrants. Proceeds are expected to support ongoing clini-
cal development, regulatory submissions and potential
commercialization of Avicena’s lead programs in rare neu-
rological disorders. The company also plans to use a por-
tion of the funds to launch its Nurigene skin care line.

• Genelabs Technologies Inc., of Redwood City,
Calif., is adding $23.7 million to its cash position to support
its ongoing hepatitis C virus drug discovery programs and
for general corporate purposes. The company obtained
commitments from investors to purchase about 12.9 mil-
lion shares of common stock and warrants to purchase
about 2.6 million shares priced at $1 .84 per unit – each unit
consists of one share and a warrant to purchase 0.20
shares. The exercise price of the warrants will be $2.08 per
share. Genelabs said proceeds will not be used to fund a
new Phase III trial of its lupus drug Prestara. The company,
which recently agreed with the FDA on a special protocol
assessment for an additional pivotal study, has said it plans
to seek a development partner to help offset further
Prestara development costs. Deutsche Bank Securities Inc.
acted as exclusive placement agent. Shares of Genelabs
(NASDAQ:GNLB) closed at $1 .83 Wednesday, unchanged.
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Amgen Cutbacks Hit Home
As ECCO Data Tumble Forth
From Staff Reports

Favorable word from the news-spewing European Can-
cer Conference (ECCO) in Barcelona, Spain, on two of Amgen
Inc.’s compounds helped offset less happy doings at the
company – namely, the start of previously disclosed layoffs,
due to reimbursement trouble for the firm’s anemia drugs.

Amgen this week made public its plan to let go 675
employees from its Thousand Oaks, Calif.-based headquar-
ters as part of the dismissal of as many as 2,600 from the
total staff of about 20,000. (See BioWorld Today, Aug. 17,
2007.)

Results disclosed at ECCO involved a compound
important in Amgen’s pair of erythropoietin stimulating
agents, Aranesp (darbepoetin alfa). A Phase II study
showed that extended dosing when paired with
chemotherapy treatment (every two or every three weeks
depending on the chemo regimen) appeared to be effica-
cious with respect to changes in hemoglobin, with no
unexpected adverse events observed when compared to
weekly dosing.

Also, results from two combined patient-level analyses
suggested that patients treated with Aranesp experienced
a decrease in blood transfusions and improvement in
hematologic response, and the examinations do not sug-
gest a negative impact on overall survival or progression-
free survival between patients receiving chemo with
Aranesp and those who didn’t get the drug.

Amgen’s a granulocyte colony stimulating factor Neu-
lasta (pegfilgrastim), used to decrease infection in chemo
patients, also was the subject of talk at the meeting. Results
from an integrated analysis showed that primary prophy-
lactic use of the compound decreased febrile-neutropenia
hospitalizations by more than half (4 percent vs. 10 per-
cent) when compared to current practice neutropenia man-

agement and reduced chemo dose reductions by nearly
two-thirds (9 percent vs. 24 percent). 

Shares of Amgen (NASDAQ:AMGN) closed Wednesday
at $56.08, up $1.20.

In other news from ECCO: 
• Pfizer Inc., of New York, said preliminary results from

a new Phase II study provide data on the antitumor activity
and tolerability of Sutent (sunitinib) in patients with advanced
gastric cancer. Also, data from Phase I studies provided infor-
mation on Sutent’s tolerability and safety in combination with
current standard-of-care chemo in the treatment of hormone-
refractory prostate cancer and advanced breast cancer. The
multi-kinase inhibitor Sutent was approved by the FDA in Jan-
uary 2006 for two indications: gastrointestinal stromal
tumors and advanced kidney cancer.

• L. Hoffmann-La Roche Ltd., of Basel Switzerland,
reported that data from a Phase III study showed that the
addition of Herceptin (trastuzumab) to chemotherapy prior
to breast cancer surgery completely eradicated tumors in
nearly three times as many women with inflammatory HER2-
positive breast cancer compared with chemotherapy alone.
HER2-positive disease is diagnosed in up to 30 percent of all
breast cancer cases. In the trial, known as the NeOAdjuvant
Herceptin (NOAH), patients were assigned to one of two
cohorts depending on HER2 status. All patients received
neoadjuvant chemotherapy before surgery consisting of
three cycles of doxorubicin-paclitaxel, four cycles of pacli-
taxel and three cycles of cyclophosphamide/methotrex-
ate/5-fluorouracil. Patients with HER2-positive disease were
randomized to receive concomitant Herceptin for one year
or chemotherapy only. Out of 228 evaluable patients with
HER2-positive breast cancer, 61 had inflammatory breast
cancer. Of the 99 evaluable patients with HER2-negative
breast cancer, 14 had IBC. Thirty-one patients with HER2-pos-
itive IBC received Herceptin in addition to chemotherapy.
Herceptin is marketed in the U.S. by Genentech, in Japan by
Chugai and internationally by Roche.  ■
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• Senesco Technologies Inc., of New Brunswick, N.J.,
closed  on $1.5 million of its previously announced private
placement with YA Global Investments LP of an aggregate
of up to $5 million, three-year secured convertible deben-
tures with an 8 percent coupon. The next $1 .5 million
tranche is expected to occur upon the filing of a registra-
tion statement, with the balance subject to stockholder
approval and the company’s fulfillment of other covenants
and milestones. Proceeds will be used to advance a certain
cancer target, with the aim of initiating a Phase I trial. Funds
also will support other human health and agricultural
research and general corporate purposes. Senesco antici-
pates that the proceeds from the $5 million YA Global
placement, along with the $5 million in proceeds from a
Sept. 4 private placement with Stanford Venture Capital

Holdings Inc., will be sufficient to complete the necessary
steps for initiating a Phase I trial and funding other
research projects and other expenses for about two years.
Senesco’s shares (AMEX:SNT) fell 1 cent Wednesday to close
at 86 cents.

• Targanta Therapeutics Corp., of Cambridge,
Mass., set the terms of its proposed initial public offering,
with plans to sell about 5.8 million shares priced between
$12 and $14 per share. At the mid-point price, the offering
would bring the company net proceeds of $67.9 million, or
$78.3 million if underwriters exercise their overallotment
option in full. Targanta filed for an IPO in May, seeking a
Nasdaq listing under the ticker “TARG,” and funds to sup-
port the anticipated new drug application for its antibiotic
oritavancin, as well as further clinical trials of oritavancin,
repaying existing debt facilities and for general corporate
purposes. (See BioWorld Today, May 15, 2007.)  ■

Financings Roundup
Continued from page 4



CollaGenex Drops Rosacea
Drug After Phase II Failure
From Staff Reports

CollaGenex Pharmaceuticals Inc., which in 2006 gained
approval for the first systemic treatment for rosacea, dis-
continued development of a second-generation compound
in that indication following a Phase II miss.

That news sent the specialty pharmaceutical com-
pany’s shares (NASDAQ:CGPI) falling 16 percent Wednesday,
down $1.78 to close at $9.35.

Results of the Phase II dose-finding study showed that
incyclinide, a chemically modified, non-antibiotic tetracy-
cline, failed to meet its primary endpoint. The drug did not
demonstrate a greater reduction in inflammatory lesions in
rosacea patients over placebo at any time point during the
study. A total of 197 patients with moderate-to-severe
rosacea were randomized into four groups to receive either
5 mg, 10 mg or 20 mg of incyclinide or a placebo capsule

once daily for 12 weeks.
In a press release, CollaGenex’s Chief Medical Officer

Klaus Theobald called the results disappointing, particu-
larly in light of earlier findings from a 14-patient pilot study,
which showed a statistically significant reduction in inflam-
matory lesions over placebo. Klaus said the Newtown, Pa.-
based firm “will not be pursuing further clinical develop-
ment of incyclinide in rosacea patients.” The drug, however,
was found to be well tolerated, which means CollaGenex
will continue moving forward with the program in acne.

Incyclinide, which emerged from the company’s
IMPACS platform, was being designed as a potentially more
effective treatment to Oracea, its FDA-approved rosacea
product which had net sales of $13. 1 million for the second
quarter. 

CollaGenex also has in its development pipeline Col-
1 18, which is expected to start Phase III studies in erythema
early in 2008, and becocalcidiol, expected to start Phase II
testing next year in psoriasis patients.  ■
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• Affibody Holding AB, of Stockholm, Sweden,
received approval from Swedish regulators to begin an
exploratory trial of a new approach for diagnosing an
aggressive form of breast cancer. The approach, based on
the company’s targeting Affibody molecules, is designed to
allow clinicians to both identify and locate breast cancer
tumors overexpressing the cell membrane protein HER2.
The approach uses nuclide-labeled Affibody molecules that
selectively bind only to HER2 on cancer tumors, and a
scanning camera that can detect radioactivity, both the pri-
mary tumor and any metastases expressing the HER2 pro-
tein. The trial of the molecular imaging agent is expected to
begin soon.

• Alkermes Inc., of Cambridge, Mass., and Indevus
Pharmaceuticals Inc., of Lexington, Mass., said that
results of a Phase IIa trial showed that patients with chronic
obstructive pulmonary disease treated with a single dose
of ALKS 27 showed a statistically significant improvement
in lung function compared with placebo. ALKS 27 is an
inhaled formulation of trospium chloride using Alkermes’
proprietary AIR pulmonary delivery system.  The random-
ized, double-blind, placebo-controlled crossover study was
designed to assess the safety, tolerability, pharmacokinet-
ics and efficacy of ALKS 27 in 24 patients with moderate to
severe COPD. During the study, patients received a single
administration of two different dose levels of ALKS 27 and
placebo, with each dose separated by a washout period.
The primary objective of the study was to assess the effect
of ALKS 27 as measured by the area under the curve of FEV1
over a 24-hour time period. 

• CombinatoRx Inc., of Cambridge, Mass., dosed the

first patient in its Phase IIb trial in knee osteoarthritis with
CRx-102, an oral combination drug candidate for immuno-
inflammatory diseases. The 250-patient trial, designated
COMET-1 (Crx-102 Osteoarthritis Multi-center Evaluation
Trial) is designed to test the drug’s efficacy compared to
placebo in with symptomatic knee osteoarthritis, with a
primary endpoint assessed by the change in WOMAC pain
score calculated from baseline to day 98. Secondary end-
points include the full WOMAC pain, stiffness, physical
function parameters and patient global assessment
scores.

• Cytheris SA, of Paris, expanded its clinical trial pro-
gram for CYT107, a recombinant human interleukin-7, with
the initiation of a Phase I/IIa clinical trial in HIV patients.
The trial will be conducted at sites in France, Italy, Canada
and the U.S. and follows the launch of previously
announced Phase I/IIa trials of IL-7 in hepatitis C and oncol-
ogy. The trials also follow the successful completion of four
Phase I studies and are designed to investigate IL-7’s poten-
tial for building immune system response. The HIV trial
(CYT107-06) is a randomized, placebo-controlled, single-
blind study of escalating doses in HIV-infected patients.

• DiObex Inc., of San Francisco, said it began dosing
patients in a Phase IIb trial of DIO-902, a cortisol synthesis
inhibitor being studied for the treatment of Type II dia-
betes. The 200-patient trial is a randomized, placebo-con-
trolled, double-blind study designed to evaluate the safety
and efficacy of DIO-902 and to determine dosing for pivotal
Phase III studies. The primary efficacy endpoint is the
change in HbA1c, a measurement of glycemic control, com-
pared to placebo. Secondary endpoints include the change
in total and LDL cholesterol, and the change in blood pres-
sure. Top-line data from the trial are expected by the sec-
ond half of 2008. The trial will be conducted at 20 centers
in the U.S., Australia and New Zealand. 

C L I N I C R O U N D U P



million. The fixed price, El-Hibri noted, means the government
is “committed” to purchasing all 18.75 million doses. HHS had
specified 18.75 million as the maximum number of doses in
the agency’s May 2007 request for proposal, he added.

The vaccine, El-Hibri said, will supplement the 10 mil-
lion doses of the vaccine already included in the Strategic
National Stockpile (SNS) – a national cache of vaccines, anti-
infectives, chemical antidotes and other medical supplies
that can be deployed within 12 hours to anywhere in the
U.S. or its territories in the event of a disaster.

Emergent BioSolutions’ earlier agreements with HHS
for the 10 million doses were worth more than $240 mil-
lion, El-Hibri noted.

If the FDA approves the firm’s pending supplement to
its biologics license application to extend the shelf life of
BioThrax from three years to four years, the company will
receive an additional $34 million, El-Hibri said.

However, he noted, if Emergent BioSolutions fails to
obtain the four-year expiry approval, the firm will “not be
entitled” to the additional $34 million. 

El-Hibri said he could not provide details of the pend-
ing supplemental application, but, he assured, “We are con-
fident in the data supporting our application.”

HHS also will pay up to $1 1 .5 million in milestone pay-
ments if certain conditions are met under Emergent BioSo-
lutions’ development program to expand the use of Bio-
Thrax for a post-exposure indication.

El-Hibri said his firm anticipates receiving $8.8 million
of the $1 1 .5 million in the fourth quarter of 2007.

Emergent BioSolutions’ development program to
expand BioThrax beyond the current pre-exposure prophy-
laxis indication is designed to permit the administration of
the vaccine in combination with antibiotics following expo-
sure to anthrax, the firm said.  

Although the vaccine had not achieved post-exposure
prophylaxis approval, HHS in December 2001 offered Bio-
Thrax to postal workers, Capitol Hill staffers and any other
people who were likely to have been exposed to Bacillus
anthracis spores. 

Five people died in the fall 2001 of inhalation anthrax
after letters containing the spores were distributed by an
unknown source in the U.S. mail.

Thousands of Americans were provided prophylactic
anti-infective agents as a precautionary measure to pre-
vent further infection.

HHS said in 2001 that it was not endorsing the use of Bio-
Thrax as a post-exposure treatment, but was offering it to
certain members of the public as a precautionary measure.

The new contract with HHS also calls for Emergent
BioSolutions to provide all shipping services related to
delivery of the 18.75 million doses into the SNS in exchange
for an additional payment of $2.2 million.

El-Hibri said his company anticipates making delivery of 6

million doses of BioThrax to the SNS by the end of the year and
equal amounts of doses in each following year of the contract. 

As a result, he said, “We are currently reaffirming our
expectations, but with slight modification, for full year total
revenue growth of 10 to 15 percent, with a bias toward the
upper end of the range, with positive net earnings for the year.” 

El-Hibri said his firm also is in negotiations for a con-
tract with the Department of Defense (DOD) to supply a
minimum of 1 million doses of BioThrax and up to 3.6 mil-
lion doses over the next year.

That contract also includes three one-year option peri-
ods with options to purchase the same minimum and max-
imum amounts in each of the option years, he said.

El-Hibri said his firm does not expect that agreement to be
signed before the end of this quarter, but he anticipated that
the deal would be finalized before the end of the year. “We con-
tinue to negotiate with key personnel at DOD,” he said. 

More than 6.5 million doses of BioThrax have been
administered to more than 1 .6 million military personnel
since 1998, the firm noted.

Emergent BioSolutions, founded in 2004 by BioPort
Corp., formerly of Lansing, Mich., is the only firm licensed to
produce and market anthrax vaccine in the U.S.

BioPort acquired its vaccine-manufacturing assets
from the Michigan Department of Public Health in Lansing,
where the vaccine has continued to be produced.

After Emergent was formed, it became the parent com-
pany of BioPort and acquired the license for BioThrax.  ■
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• GeoVax Labs Inc., of Atlanta, received an estimated
$15 million Integrated Preclinical/Clinical AIDS Vaccine Devel-
opment grant to support its HIV/AIDS vaccine program. The
grant, awarded by the National Institute of Allergy and Infec-
tious Disease, will be used for development, optimization,
production and human testing of GeoVax’s vaccine, including
two Phase II studies planned for 2008. The company’s
HIV/AIDS vaccines are designed to prevent development of
AIDS by vaccinating individuals prior to infection. GeoVax
also is testing the efficacy of its vaccines as therapeutics. 

• Highland Capital Management, of Dallas, a major
stockholder of PDL BioPharma, of Fremont, Calif., has writ-
ten to the PDL board of directors urging that the company be
sold, and requesting the immediate resignations of Chair-
man Patrick Gage and CEO Mark McDade. Last month PDL
revealed a plan to curtail its commercial operations and
move back to a development stage company following the
failure of its lead drug candidate. (See BioWorld Today, Aug.
30, 2007). Highland Capital criticized the decision to end the
ulcerative colitis program, and PDL’s “lackluster” R&D efforts.
It recommended that Laurence Jay Korn, a co-founder of the
company, be named to his former role of chairman.

O T H E R N E W S T O N O T E



pany, N.J., then would be entitled to an additional $150 mil-
lion in milestone payments related to the SBS indication,
development of the product in new indications and attain-
ment of certain sales thresholds. NPS also would get double-
digit royalties on resulting sales by Nycomed, already an NPS
partner in Europe for the osteoporosis drug Proteact (Preos).

NPS’ stock (NASDAQ:NPSP) gained 95 cents Wednesday,
or 19 percent, to close at $6.

Brandi Simpson, senior director of investor relations at
NPS, said NPS plans to market the product itself in the U.S.
Gattex has been granted orphan designation in both the
U.S. and Europe for short bowel syndrome, a condition fac-
ing patients who have had a significant portion of their
bowel removed, resulting in inefficient absorption of nutri-
ents and fluids. Patients often must rely on parenteral nutri-
tion, or intravenous feeding tubes, to survive.

The 84-patient Phase III trial that began in April 2004
included patients in Europe and the U.S. and tested whether
Gattex could provide a 20 percent reduction vs. baseline in
the need for parenteral nutrition at weeks 20 to 24. The
trial also included a placebo arm, as well as multiple sec-
ondary endpoints.

Simpson said the trial design did not include an interim
analysis, and the data remained blinded to company officials.

She told BioWorld Today there are an estimated 10,000
to 20,000 SBS patients in the U.S. on parenteral nutrition,
with perhaps 10,000 dependent on total parenteral nutri-
tion, defined as use of the treatment for three or more days
a week.

NPS said it would plan to file a new drug application in
mid-2008, assuming positive data from the Phase III trial.
Simpson said there are a limited number of specialists who
treat the condition, and NPS expects it would be able to sell
the product in the U.S. with a “relatively modest sales force.”

The Gattex deal with Nycomed also includes a compo-
nent under which they would share further costs for devel-
opment in new indications. Among the lead potential fol-
low-on indications are chemotherapy-induced gastroin-
testinal mucositis in cancer patients and necrotizing ente-
rocolitis in preterm infants, both of which have been stud-
ied in preclinical trials. NPS previously completed a Phase
IIa trial of Gattex in Crohn’s disease, an indication it would
not pursue further without a partner, Simpson said.

The company said the GLP-2 hormone regulates the
growth, proliferation and maintenance of cells lining the
gastrointestinal tract. Gattex has one amino acid change
from GLP-2, resulting in a much longer half-life. The prod-
uct is designed to produce a significant increase in both the
mass and absorptive surface area of the lining, as well as
reducing gut permeability. Treatment aims to result in sig-
nificant growth of the intestinal lining and improved
dietary absorption.

NPS has implemented “monetization strategies” of late,

an effort that has brought in about $200 million this year,
almost all of which will be used to retire current outstand-
ing debt. NPS issued about $100 million in Sensipar royalty-
backed notes, royalties that come from Amgen Inc. sales of
the product for hyperparathyroidism. NPS also completed
the sale of $50 million in convertible notes, and got $50
million up front through the sale of its royalty entitlement
from European sales of Proteact by Nycomed.

As of June 30, NPS had $91.4 million in cash and equiv-
alents – a total that does not include the recently raised
$200 million – and about 46.7 million shares outstanding.

The company suffered a setback last year when the
FDA indicated another trial of Preos (parathyroid hormone
for injection) would be needed before it could be approved
in the U.S. Simpson said NPS would not pursue that addi-
tional trial without a partner.  ■
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• Isis Pharmaceuticals Inc., of Carlsbad, Calif., said its
wholly owned subsidiary, Ibis Biosciences Inc., has been
awarded a subcontract of a National Institutes of Health grant
to aid in influenza surveillance research using the Ibis T5000
Biosensor System. The NIH grant, to the Lovelace Respiratory
Research Institute and subcontracted to Ibis, includes funds
for assay development, and sample characterization to
expand the understanding of transmission of influenza
viruses, including the highly pathogenic H5N1 avian influenza
viral strain. Financial details were not disclosed.

• NexGenix Pharmaceuticals Holdings Inc., of
New York, in-licensed a family of heat-shock protein 90
(Hsp90) inhibitors from the Universite Louis Pasteur (ULP)
in Strasbourg, France, and the Centre National de la
Recherche Scientifique (CNRS) in Paris to develop for sev-
eral disorders. Under the terms, NexGenix will hold exclu-
sive, worldwide rights to develop and commercialize the
technology for human and animal therapeutic and diag-
nostic use, in exchange for certain maintenance fees, mile-
stone payments and royalties to ULP and CNRS. NexGenix
also entered a collaborative research agreement with the
Institut de Sciences et d-Ingenierie Supramoleculaires at
ULP to gain further understanding of structure activity rela-
tionships and to improve the pharmacokinetic properties
of the Hsp90 inhibitor compound series.

• Osprey Pharmaceuticals Ltd., of San Francisco,
has named Jack M. Anthony as CEO, replacing Philip Cog-
gins, who will continue as president and assume the new
role of chief scientific officer.  Anthony will be based in San
Francisco, where Osprey has located most administrative
functions, while concentrating its laboratory and research
and development operations in Montreal. Anthony previ-
ously was Osprey’s senior vice president of corporate
development.

O T H E R N E W S T O N O T E



the European Commission’s  Directorate for Enterprise and
Industry, led off with an overview of the sector and a report
on the EC’s updated strategy for financing supports.

In a refreshingly straight-forward manner he described
biotechnology as a fledgling industrial sector in Europe,
noting that it is marked by companies that are predomi-
nantly smaller, have slower growth, fewer products and
generate less revenue.

There are major constraints to deal with, he noted, such
as Europe’s fragmented patent system, what is politely
termed “shortcomings in the cooperation between science
and business,” and an insufficient supply of risk capital.

Jonsson translated this for the audience: “There is a
long-standing failure in our capital markets to raise financ-
ing, and the access to capital for companies remains a seri-
ous problem.” Finally, he said, there remain serious con-
cerns about the competitiveness of European companies.

The EC this year, he said, updated and refreshed its start-
ing document “Life Sciences and Biotechnology: A Strategy
for Europe” that was published in 2002. The action plan has
been refocused with a special emphasis on creating greater
access to finance by promoting the use of EU funds for
biotech companies, and leveraging more private financing.

The new Competitiveness and Innovation Framework
Programme has been given €3.6 billion (US$5 billion) by the
EU this year, an amount that needs to last until 2013. Another
€2.17 billion has been allocated for the five-year period
under the Entrepreneurship and Innovation Programme.

While biotechnology is a priority sector, those funds
must be shared with other industry sectors as well.

In cooperation with the European Investment Fund
(EIF), Jonsson said that more than €1 billion in financial
instruments would be made available to small and
medium-sized entreprises (SMEs).

He told Bioworld Today that these are loan guarantees
where the EIF will take a percentage of the risk in order to
reduce a bank’s exposure for a high-growth potential SME or
one with innovative technologies. The guarantees are avail-
able for both early stage and expansion phase financing.

In total, Jonsson outlined eight different programs
using structural funds, loan guarantees and lowered tax
and payroll costs for private companies and public institu-
tions, such as university research groups.

More blunt talk came from John Hodgson, director at
the UK consulting firm Critical I, who told the audience
Europe is a harder place to do business for biotech compa-
nies. He also described the sector as characterized by com-
panies that are in very early development stages and gen-
erally are too small to be of interest for investors. 

This year, he said, there have been 131 European ven-
ture capital financings with a total value of €1 .05 billion.
More than 46 percent of the total investment went into just
14 deals, most of which were more than €25 million.

“What this shows is that there is a very, very long trail of
investment in Europe with 1 17 other financings that drop
below €5 million,” Hodgson said. Money moves around in
Europe as well, he said. Tracking the investments of top
firms 3i, Sofinnova, Essex Woodlands, Abingworth, Nomura,
Advent, Atlas, LCF Rothschild, Novo A/S, GIMV and TVM,
Hodgson showed that where Germany, Sweden and the UK
led European financings with 31 deals in 2003, they only
accounted for 16 deals in 2006. Meanwhile, Belgium, Austria,
Denmark, France and Switzerland saw only 12 deals in 2003,
but accounted for 28 financings in 2006.

Politics plays a significant role in the health of the
biotechnology sector, but it could play a stronger role, he
added. Since 2003 Europe has shown what it can do in bio-
fuels, an area given a clear priority. “Setting a target of 10
percent biofuel use created a market that led to on-the-
ground initiatives by the states that then compelled the
players to respond, to make refinery investments. As a
result, they have created a business,” Hodgson said.

While the EU has expressed an intent to innovate in
biotechnology, there has not been a will to ease market
entries across borders and break down competitive barri-
ers that “sooner or later” those companies will face.

Denis Lucquin, from the venture capital firm Sofinnova
Partners, treated the audience to a presentation that left
mixed feelings about their prospects. On one hand, he said,
venture capitalists are eager to get behind companies early
on. He noted that mega-sized round A financings valued more
than $25 million have jumped from one in 2003 to 19 in 2007.

The bad news is that to attract mega-attention for
mega-funding, a small company needs to show dispropor-
tionate mega-qualities, such as a large unmet clinical need,
strong intellectual property, early proof of concept and –
from the get-go – a wide European footprint with partners,
alliances and distribution syndication. 

More and more, Lucquin said, rather than funding com-
panies, venture capitalists are funding projects of two to
three years that a big pharma will buy to solve its R&D
problem. He said his fellows at the European venture capi-
tal association find it difficult to see a bright future for
investing in Europe, especially in biotechnology. 

Lucquin also noted that initial public offerings no
longer provide the returns necessary. “When you look at
the money raised for an initial public offering, it works out
to 1 .2 times the money invested from scratch,” he said. “So
we are not making money from the stock exchanges. And
in Europe, institutional money does not go to venture capital
firms but into leveraged buy-outs, which are very low risk
and provide a steady 20 percent return,” he said.

Lucquin went on to promote the announcement made
earlier this month by Sofinnova of an office in Asia that is
seeking opportunities in China and India.

“I know this is not the topic today,” he said, “but invest-
ment in Asia is the strong force driving the venture capital-
ists right now.”  ■
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Michael Weiss, chairman and CEO of Keryx, could not say
whether Zerenex might be approved in Japan before the U.S.

“We are hopeful that since a good portion of the early
clinical trials were conducted in Asian populations through
[Panion], Japan Tobacco will be able to use that data to
move quickly into the clinic,” he told investors during a
conference call. “They’re still going to have to do a full
Phase II program and beyond.”

Designed for end-stage renal disease patients on dialy-
sis, Zerenex could take a piece of the 300,000-patient U.S.
market. Japan’s opportunity is the world’s second largest,
with about 250,000 such patients.

But if approved, the drug would find itself up against
calcium-based phosphate binders already available, as well
as Cambridge, Mass.-based Genzyme Corp.’s Renagel (seve-
lamer hydrochloride), the most commonly prescribed phos-
phate binder in the U.S., where Genzyme is awaiting word
from the FDA on an improved formulation called Renvela.

High blood phosphorus is common in dialysis patients
and has been linked to increased risk of cardiovascular
death, so phosphate binders often are prescribed to clear
the excess phosphorus in food from the body. 

But the hydrochloride in Renagel tablets also is difficult
for the kidneys to clear and can bind with carbonate and
lower bicarbonate levels in the blood, resulting in acidosis
– hence Renvela (sevelamer carbonate), in powder form,
targeting chronic kidney disease (CKD).

Keryx has shown practically gram-for-gram potency
with the leading products, Weiss pointed out, with a side
effect profile that’s comparable as well. “It looks like it’s right
in the ballpark of what you want, what you’d expect to see,”
he said. Since Zerenex uses iron, and ESRD patients tend to
be iron deficient, “that ought to be a net benefit,” he said.

Iron, though, is known for causing gastrointestinal tox-
icity. “We did see some GI tox at super-high doses” in dogs,
but not in rats, he said. Dogs are hypersensitive to iron, and
once the dose was reduced, the dogs tolerated the drug
well, and titration seemed to solve the problem.

“If you look at the product labels for the calcium prod-
ucts and for the polymer-based products [such as Renagel],
you’ll see that the GI tox for all the drugs is around the 30
to 35 percent range,” Weiss said, noting that Zerenex
results in animals “fall pretty much in line” with that.

Data from the toxicity tests were submitted to the FDA.
“We’re basically waiting on that information to start our 30-
day high-dose study,” which will be followed by others, Weiss

said. The start date for Phase III trials will be decided later.
Getting a leg up in the busy market “really comes down

to convenience,” he said. “We’re not going to be able to
reduce the pill burden,” because of the similar efficacy pro-
file to existing drugs. So Keryx is casting for a new formu-
lation, such as powder, liquid or gel.

“We’re playing that pretty close to the vest,” he said,
declining to speculate on which delivery route might prove
the most promising. If Renvela wins approval – the PDUFA
date is Oct. 21 – then the market door would swing open to
a powder form, but whether Keryx would try some other
form remains to be seen.

Jonathan Aschoff, analyst with Brean Murray, Carret &
Co., sounded upbeat in a research report Wednesday.

“In our view, the phosphate-binder market addressed
by Zerenex is relatively fragile, as demonstrated by Fos-
renol’s taking 10 percent of the market from Renagel due in
part to lower pricing,” he wrote, speculating that “an inex-
pensive, differentiated and safer Zerenex would compete
well in this market.” Fosrenol, a carbonate salt of the rare-
earth metal lanthanum from Shire Pharmaceuticals Group
plc, of Basingstoke, UK, won approval in fall 2004. (See
BioWorld Today, Oct. 28, 2004.)

Weiss projected end of year cash, as a result of the
Japanese deal, will reach between $60 million and $65 mil-
lion, up from original estimates between $50 million and
$55 million. Would Keryx consider partnering Zerenex in
the U.S.? “If the right deal came along, the answer is yes,
with the caveat that we set extremely high hurdles for
deals in the U.S.,” he said. In Europe, too, the company
“remain[s] in an opportunistic stance.”

Keryx’s lead compound is Sulonex (sulodexide), previ-
ously referred to as KRX-101 , a first-in-class, oral heparinoid
compound for the treatment of diabetic nephropathy.
Phase III results are due in the first quarter of next year.
Keryx plans to launch Sulonex on its own, but would evalu-
ate “offers regarding strategic relationships,” Weiss said.

He called the JT deal “comparable to some of the best
Japanese-only deals that have been consummated recently.”

Tokyo-based Astellas Pharma Inc. this spring signed a
deal worth up to $92 million for Japanese marketing rights
to ILY101 , the oral, non-absorbed, polymeric phosphate
binder from Ilypsa Inc., of Santa Clara, Calif., which then had
completed Phase II dose-ranging trials in CKD patients on
dialysis. Later in the year, Thousand Oaks, Calif.-based
Amgen Inc. jumped strongly into the game, agreeing to buy
Ilypsa for $420 million. (See BioWorld Today, June 6, 2007,
and April 28, 2007.)  ■
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• Protherics plc, has licensed its CoVaccine HT adju-
vant for use in pandemic influenza vaccines and seasonal
influenza vaccines in the elderly, to Nobilon Interna-
tional BV, a unit of Akzo Nobel NV, of Oss, the Netherlands.
The licensing agreement gives Nobilon exclusive global
rights, excluding the U.S., to develop, manufacture and
commercialize two new influenza vaccines containing
CoVaccine HT. Protherics will receive an up-front payment
from Nobilon on signing the agreement, and also is entitled
to receive success-related milestone payments and royalty
payments on net sales by Nobilon. Separately, Nobilon and
a consortium of European vaccine experts has received a
€3.5 million grant to help fund the development of a pan-
demic influenza vaccine containing CoVaccine HT.

• Sloning BioTechnology GmbH, of Puchheim, Ger-
many, said it has successfully synthesized a unique gene

mutant library, called SlonoMax – Screen, for Novozymes
A/S, of Franklin, N.C. Sloning used its Slonomics gene synthe-
sis technology to introduce several individual codons at spe-
cific positions of a gene sequence in a clearly defined ratio.
Novozymes will use the library for screening applications to
identify enzymes with significantly improved characteristics.

• StemCells Inc., of Palo Alto, Calif., entered a research
collaboration with Belgium’s Universite Catholique de Lou-
vain (UCL) and the UCL-affiliated Cliniques Universitaires
Saint Luc to further the development of its human liver
engrafting cells (hLEC) as a potential cell-based liver therapy.
Under the terms, the parties will use UCL-ST. Luc Hospital’s
recently established GMP cell processing facility to optimize
procedures to derive hLEC, with plans to initiate a clinical
trial in children with liver-based metabolic disorders.

• XTL Biopharmaceuticals Ltd., of Valley Cottage, N.Y.,
has been notified by Nasdaq that the company fails to comply
with the minimum $10 million shareholders’ equity require-
ment for continued listing on the Nasdaq Global Market. The
company has requested a hearing to review the finding.
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• Halozyme Therapeutics Inc., of San Diego, said it
completed enrollment in its open-label, 27-patient Phase
I/IIa trial of Chemophase for the treatment of superficial
bladder cancer. The study of Chemophase along with the
cancer drug mitomycin is evaluating the maximum toler-
ated dose and any dose-limiting toxicities. Interim data are
expected in the first half of next year. Chemophase uses
the company’s rHuPH20 technology to enhance the deliv-
ery of chemotherapeutic agents.

• InterMune Inc., of Brisbane, Calif., began dosing the
first patients in a Phase Ib trial evaluating ITMN-191 (also called
R7227) in patients with chronic hepatitis C virus. ITMN-191 is a
HCV protease inhibitor in development with partner F. Hoff-
mann-La Roche Ltd., of Basel, Switzerland. The placebo-con-
trolled study in about 40 HCV patients will assess the effect of
multiple doses of ITMN-191 as monotherapy on viral kinetics,
viral resistance, pharmacokinetics, safety and tolerability.

• Nastech Pharmaceutical Co. Inc., of Bothell, Wash.,
began a Phase II trial to evaluate its rapid-acting Insulin
Nasal Spray in about 20 patients with Type II diabetes. The
randomized, crossover study will compare insulin spray
formulations to placebo and to NovoLog insulin aspart
(rDNA origin), an approved, rapid-acting injectable insulin,
on post-meal glycemic control.

• Nektar Therapeutics Inc., of San Carlos, Calif., said
that data from a single-dose, proof-of-principle Phase I trial on
NKTR-118 (oral PEG-naloxol) demonstrated that the drug
antagonized the morphine-induced delay in gastrointestinal
transit time without reversing the central opioid effect as
measured by pupillometry. NKTR-1 18 combines Nektar’s

small-molecule PEGylation technology with naloxol, a deriva-
tive of the opioid-antagonist drug naloxone, and is being
studied for opioid-bowel dysfunction, including opioid-
induced constipation. The single-dose, double-blind, placebo-
controlled study measured the morphine-induced delay in
gastrointestinal transit time, a peripheral effect, using the lac-
tulose hydrogen GI motility test. Pupillometry, a measure-
ment of the diameter of the pupil of the eye, was used to mon-
itor antagonism of morphine-induced pupil constriction, a
central nervous system effect. Escalating single oral doses of
NKTR-118 up to 1 ,000 mg were studied in 48 subjects.

• Novacea Inc., of South San Francisco, initiated a ran-
domized, placebo-controlled, multicenter Phase II trial of
Asentar (DN-101) in patients with advanced pancreatic ade-
nocarcinoma. The trial in about 132 subjects will evaluate the
effect of weekly Asentar combined with weekly gemcitabine,
plus or minus daily erlotinib (Tarceva) in the initial treatment
of advanced pancreatic adenorcarcinoma. The primary end-
point is six-month survival rates, with secondary endpoints
of objective response rates, duration of progression-free sur-
vival and overall survival. Asentar, a high-dose oral formula-
tion of calcitriol, a biologically active form of vitamin D, also
is being tested in a Phase III trial in advanced prostate cancer.

• Threshold Pharmaceuticals Inc., of Redwood City,
Calif., said that results from a Phase II trial of glufosfamide in
combination with gemcitabine for advanced pancreatic cancer
demonstrated that six-month and one-year survival were 50
percent and 32 percent, respectively. Median progression-free
and overall survival were 3.7 and 6.0 months. In the trial, 29
patients were treated, of which 28 patients with pancreatic
adenocarcinoma previously untreated with chemotherapy
were evaluated for response. Six of 28 patients achieved a par-
tial response including one unconfirmed partial response.
Median duration of confirmed responses was 8.4 months. 
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