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Neurochem Gets 2nd Approvable
For Kiacta; Analysts Pessimistic

Preparing For AzaSite Launch,
Inspire Gets $75M Investment

By Trista Morrison
Staff Writer
Almost a year after Neurochem Inc. received its first
approvable letter for Kiacta (eprodisate) in the treatment
of AA amyloidosis, history repeated itself.
The Laval, Quebec-based company said late Tuesday
that its wholly owned subsidiary, Neurochem Ltd., received
a second approvable letter for the drug. Just as before,
Neurochem will attempt to address the FDA’s concerns
without conducting another clinical trial, but analysts
remain skeptical about both Kiacta and Neurochem’s
Phase III Alzheimer’s drug Alzhemed (tramiprosate).
This skepticism appears to be shared by investors,
who have pushed the stock price down from about $26
last fall to a 52-week low of $5.01 on Tuesday. Shares of
Neurochem (NASDAQ:NRMX) dipped 60 cents on Tuesday
See Neurochem, Page 3

By Jennifer Boggs
Staff Writer
With recently approved ophthalmic drug AzaSite
expected to hit the market in just a few weeks as a treatment for bacterial conjunctivitis, Inspire Pharmaceuticals
Inc. bolstered its cash position with a $75 million investment from private equity firm Warburg Pincus LLC.
Inspire, of Durham, N.C., entered a securities purchase
agreement to sell $75 million of exchangeable preferred
stock based on a price of $5.35 per common share. The
deal, expected to close this week, will ensure the “successful launch of AzaSite,” expected in mid-August, and will
help fund the company’s four Phase III-stage programs,
said Tom Staab, Inspire’s chief financial officer.
News of the financing lifted the company’s stock by
23.2 percent Wednesday. Shares of Inspire (NASDAQ:ISPH)
See Inspire, Page 4

Edison, Penwest Enter Deal On
Orphan Neurological Disorders

Financings Roundup

By Jim Shrine
Staff Writer
Penwest Pharmaceuticals Co., as part of a relatively
new strategy to target niche neurological diseases, gained
rights from Edison Pharmaceuticals Inc. to technology
being developed for treating mitochondrial disorders.
Penwest gained exclusive worldwide rights to Edison’s
EPI-A0001 in all fields of use, and plans to take the product
into clinical development next year for treating mitochondrial respiratory chain diseases, said Jennifer Good, president and CEO of Penwest. The indications involve neurological disorders resulting from defects in cellular energy
metabolism.
Most of the focus at Penwest, of Danbury, Conn., has
been on applying its formulations and delivery technologies to new and existing drugs. One example is Opana ER,
See Penwest, Page 5

INSIDE:

Clinical Data Boost Vilazodone
Work With $66M Public Offering
By Jennifer Boggs
Staff Writer
Clinical Data Inc. is adding $66 million through a public offering to help fund ongoing Phase III development of
Vilazodone in depression.
The Newton, Mass.-based firm is selling 3 million
shares priced at $22 each, and said most of those will be
purchased by Randal Kirk, the company’s chairman and
largest shareholder. Kirk agreed to buy, through one or
more of his affiliates, 2.25 million shares – or $49.5 million
worth of stock – which would give him about a 48 percent
stake in Clinical Data.
The company also offered underwriters Bear, Stearns
& Co. Inc. and Lazard Capital Markets a 30-day option to
purchase an additional 450,000 shares. If that option is
See Financings Roundup, Page 6
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Orchestra Dumps HIV Program
After Vaccine Candidate Fails
From Staff Reports
Orchestra Therapeutics Inc. has decided to discontinue
its HIV vaccine development program after data from a
year-long trial failed to produce desired results.
An analysis of data from 70 patients who completed a
52-week Phase II trial in Europe and Canada did not show a
clear advantage of its second-generation HIV vaccine,
IR103, over its original whole-killed HIV vaccine, Remune.
While an interim 36-week analysis of patients suggested a
trend toward stabilization of CD4+ counts in HAART-naive
patients vaccinated with Remune or IR103, that trend was not
observed at week 52.
“While recognizing that the sample size is too small to
achieve statistical significance, these results are, nonethe-

APPOINTMENTS AND ADVANCEMENTS
Accentia Biopharmaceuticals Inc., of Tampa, Fla.,
appointed William Poole to its board of directors.
Agile Therapeutics Inc., of Princeton, N.J., named
Lisa Flood associate director of regulatory and quality
assurance.
Anesiva Inc., of South San Francisco, appointed James
Campbell to its board of directors.
Bionovo Inc., of Emeryville, Calif., named Tom Chesterman senior vice president and chief financial officer.
Cell Therapeutics Inc., of Seattle, appointed Jay
Umbreit medical director of the XYOTAX/CT-2103 program.
Cyclacel Pharmaceuticals Inc., of Berkeley Heights,
N.J., named Gregory Reyes senior vice president of
research.
DOR BioPharma Inc., of Miami, appointed Cyrille
Buhrman to its board of directors.
Indevus Pharmaceuticals Inc., of Lexington, Mass.,
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less, less than we had expected,” Joseph F. O’Neill, president
and CEO of Carlsbad, Calif.-based Orchestra, said in a news
release. To reduce its burn rate, O’Neill said Orchestra has
contracted with PharmaBioSource Realty LLC to act as a
broker to sell its HIV vaccine production facility located in
King of Prussia, Pa. It also is exploring options for disposal
of other HIV assets, including sale or donation of its HIVrelated intellectual property.
Formerly known as The Immune Response Corp.,
Orchestra’s only other product candidate in the clinic is
NeuroVax, a T-Cell Receptor peptide in relapsing-remitting
multiple sclerosis. In June it presented data from a Phase II
open-label study showing it increased levels of TCR-specific T cells and expanded the capacity of the T cells to recognize TCRs expressed by potentially pathogenic T cells.
Orchestra’s shares (OTC BB:OCHT) gained 1 cent Wednesday, closing at 52 cents. ■
appointed Kurt Lewis senior vice president of sales and
marketing.
InNexus Biotechnology Inc., of British Columbia,
Canada, named Martin Weigert to its scientific advisory
board.
Intellect Neurosciences Inc., of New York,
appointed William Keane head of its audit committee. The
company also named Keane and Elliot M. Maza to its board
of directors.
MAP Pharmaceuticals Inc., of Mountain View, Calif.,
appointed Bernard Kelley to its board of directors.
Merrimack Pharmaceuticals Inc., of Cambridge,
Mass., named Lisa Evren senior vice president and chief
financial officer.
Metabolex Inc., of Hayward, Calif., elected Robert
Chess to its board of directors.
Mymetics Corp., of Nyon, Switzerland, named
Thomas Staehelin to its board of directors.
Naryx Pharma Inc., of Santa Barbara, Calif., appointed
Andy Strayer vice president of clinical operations and medical affairs.
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Continued from page 1
but rose 1 1 cents on Wednesday to close at $5.40.
Kiacta’s woes date back to a Phase II/III clinical trial that
missed its primary endpoint of stabilizing or improving AA
amyloidosis patients with impaired renal function. The 24month, 183-patient trial needed 20 percent more patients
in the Kiacta group than the placebo group to reach the
endpoint with a p-value of 0.01. Instead, only 13.4 percent
more Kiacta patients met the endpoint with a p-value of
0.06. (See BioWorld Today, April 19, 2005.)
Neurochem decided to file for approval anyway, but
received an approvable letter in mid-2006 asking for efficacy data as well as information about manufacturing,
pharmacokinetics and a plan for a post-approval QT clinical
study. Rather than address the efficacy concerns with
another clinical trial, Neurochem elected to re-analyze its
existing data and submit updated data from an ongoing
open-label trial. (See BioWorld Today, Aug. 15, 2006.)
A year later, the second approvable letter looks much
like the first, requesting a new efficacy trial with a target pvalue of 0.05 as well as further pharmacokinetic studies
and plans for the post-approval QT clinical study. And
much like last time, Neurochem plans to compile a consolidated report of all data provided to date as well as a safety
update rather than initiating a new clinical trial.
“It sounds like not a lot has changed as far as the FDA’s
stance,” said Brian Lian, analyst with CIBC World Markets
Corp. He added that it seems “highly unlikely” that Kiacta
will gain approval without another trial.
Lise Hébert, vice president of corporate communications
at Neurochem, said it should take about two months to gather
the new analyses for the FDA. As to whether or not Neurochem would conduct a new trial if the re-analysis fails, she
answered with a cryptic “we will see,” but noted that the FDA
has offered to assist the company in designing such a trial.
Regardless, Jonathan Aschoff, analyst with Brean Murray,
Carret & Co. LLC, called the Kiacta program “dead in the water.”
In a research report, he said the Phase II/III trial was a “complete failure” and that “there is no additional useful data that
could possibly be included in a future Complete Response.”
Kiacta also is under regulatory review in Europe, where a
decision is expected in late 2007 or early 2008, and in Switzerland, where a decision may come in early 2008. Hébert said
the company will continue to run the open-label study until a
regulatory decision is made so that AA amyloidosis patients
can have access to the drug. There are no approved treatments for the disease, which affects patients with chronic
inflammatory disorders, chronic infections and inherited diseases, resulting in renal disease and potentially death.
Kiacta is partnered with Malvern, Pa.-based Centocor Inc.,
which has exclusive worldwide distribution rights, except for
Canada, Switzerland, Japan, China, South Korea and Taiwan.
Beyond Kiacta, Neurochem also may be in trouble with its
Phase III Alzheimer’s drug, Alzhemed. The company locked the
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database for its completed Phase III U.S. clinical trial in April but
keeps postponing the release of any data. The latest estimate
is that data would be available in the second half of this year.
Lian said it is “not clear” why the analysis is taking so
long, but that “most people think the trial failed.” Aschoff
predicted the trial will show “essentially no difference
between the drug and the placebo arm.”
A follow-on study with Alzhemed is ongoing in the U.S.,
and a Phase III study in Europe continues enrollment.
Neurochem’s only other drug, Cerebril (tramiprosate),
completed a Phase IIa trial in hemorrhagic stroke due to cerebral amyloid angiopathy but was put on the back-burner as
resources were diverted to the two lead programs.
Neurochem reported $35.5 million in cash, equivalents
and marketable securities at the end of the first quarter and
completed an $80 million private placement in June. Lian
said the fact that they did the financing before announcing
the Alzhemed data is not encouraging.
Aschoff called the company essentially a SPAC, or management team with money but no products, with memories. ■
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• Aethlon Medical Inc., of San Diego, said
researchers have discovered the Aethlon Hemopurifier is
effective in capturing particles that suppress the immune
response in cancer patients. The particles, known as exosomes, are released by solid tumors, lymphomas and
leukemia. Exosomes induce T-cell apoptosis and block Tcell signaling, proliferation and cytokine production. High
concentrations of circulating exosomes correlate with
reduced T-cell production and tumor progression in cancer
patients. In studies, 60 percent of circulating exosomes
were removed from the blood of ovarian cancer patients
during first pass (approximately 10-minutes) through a
small-scale Hemopurifier. The capture data were consistent over the course of five different studies.
• Arpida Ltd., of Basel, Switzerland, entered an agreement to acquire privately held TLT Medical Ltd., of
Reinach, Switzerland. TLT is developing a therapy to treat
onychomycosis, or fungal infections of the nails of the fingers and toes. It is a novel formulation of terbinafine (the
active ingredient of Lamisil) that is expected to enter a pivotal Phase III trial in Europe in the near term. The deal would
entail an up-front payment to TLT as well as potential milestone payments that together could total up to CHF57 million (US$47.5 million). Up to CHF5 million of that would be
paid in Arpida shares, with the remainder in cash. The deal
is expected to close by mid-August. Earlier this week Arpida
reported positive Phase III data on intravenous iclaprim, a
broad-spectrum antibiotic for treating complicated skin and
skin structure infections. A new drug application filing is
expected later this year. (See BioWorld Today, July 17, 2007.)
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Continued from page 1
gained $1. 16 to close at $6.27.
AzaSite, an eye-drop formulation of azithromycin ophthalmic solution 1 percent, gained the FDA’s blessing in late
April for ocular infections in adults and children caused by
susceptible isolates of CDC coryneform group G,
Haemophilus influenzae, Staphylococcus aureus, Streptococcus mitis group and Streptococcus pneumoniae. The
product combines a topical version of the antibiotic
azithromycin with DuraSite, an ophthalmic drug-delivery
system from InSite Vision Inc. designed to increase ocular
retention of the drug. Inspire licensed U.S. and Canadian
rights to AzaSite from InSite in February in exchange for
$32 million in up-front and milestone payments, plus double-digit royalties. (See BioWorld Today, Feb. 20, 2007, and
May 1 , 2007.)
The product expands Inspire’s ophthalmic franchise,
which already includes two products – Elestat (epinastine
HCl ophthalmic solution 0.05 percent) for allergic conjunctivitis and Restasis (cyclosporine ophthalmic emulsion
0.05 percent for dry eye – sold in co-promotion with Irvine,
Calif.-based Allergan Inc. The addition of AzaSite calls for a
broader marketing group, and, to date, Inspire has “made a
lot of substantial progress,” Staab told BioWorld Today,
such as “increasing our commercial organization from 64
people to 98,” building a pediatric and primary care marketing infrastructure and conducting pre-launch marketing
activities. The plan is to “hit the ground running and hit it
hard,” he said.
The annual U.S. market for ocular antibiotics is about
$360 million.
Funds from the recent financing should carry the company “at least 10 months,” Staab said, depending on the
commercial uptake of AzaSite and on how quickly Inspire is
able to advance its four late-stage products.
The most advanced of those is Prolacria (diquafosol
tetrasodium) for dry eye, though it has been stymied temporarily in the regulatory process. Following two approvable letters, the company met with the FDA to begin trying
to validate its use of staining scores in the central region of
the cornea as a clinically relevant endpoint for the dry-eye
indication, and an additional study likely will be needed for
final approval.
Last year, Inspire started the first of two planned Phase
III studies of denufosol tetrasodium in cystic fibrosis. That
product is designed to enhance the lung’s mucosal hydration and mucociliary clearance by stimulating the P2Y2
receptor. Denufosol tetrasodium has fast-track status in
the U.S. and orphan drug status in both the U.S. and Europe.
Oral bilastine for allergic rhinitis completed Phase III
testing in Europe, though Inspire and partner FAES Farma
SA, of Madrid, Spain, amended their agreement after talks
with the FDA indicated that additional clinical work and an
expanded QT/QTc comparative trial, likely involving an
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approved antihistamine, would be needed for regulatory
filing. Under the new agreement, FAES will be responsible
for the additional work. Bilastine is a nonsedating, selective
H1-antihistamine.
Inspire’s fourth late-stage product, epinastine nasal
spray, is getting ready to start Phase III testing. The company said last week that it plans to begin three pivotal trials and a six-month intranasal toxicology study in patients
with allergic rhinitis. Two of the studies will be in seasonal
allergic rhinitis, and one will be in patients suffering perennial disease.
Under the terms of the financing, Warburg Pincus will
receive preferred stock that will be exchangeable for 100
shares of Inspire common stock upon stockholder
approval. The company will amend its rights agreement to
allow the equity firm to acquire beneficial ownership of up
to the lesser of 32.5 percent of voting securities or 34.9
percent of outstanding voting securities plus outstanding
exchangeable preferred stock.
Jonathan Leff, a managing director at Warburg Pincus,
will join Inspire’s board. ■
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• Basilea Pharmaceutica Ltd., of Basel, Switzerland,
said U.S. and European regulatory authorities accepted its
new drug application and marketing authorization application for ceftobiprole (BAL5788) in the treatment of complicated skin and skin structure infections. The applications
were submitted by Basilea’s partners Johnson & Johnson
Pharmaceutical Research and Development LLC, of
New Brunswick, N.J., in the U.S. and Janssen-Cilag International NV, of Beerse, Belgium, in Europe. Both applications
will be subject to a standard review. Ceftobiprole is an antiMRSA, broad-spectrum, cephalosporin antibiotic designed to
inhibit penicillin-resistant targets in many Gram-positive
cocci, resulting in potent bactericidal activity toward MRSA
and penicillin-resistant Streptococcus pneumoniae.
• Cardium Therapeutics Inc., of San Diego, received
fast track designation from the FDA for its lead product
candidate, the myocardial ischemia therapy Generx (alferminogene tadenovec, Ad5FGF-4). Generx is a DNA-based
growth factor designed to increase angiogenesis and
blood flow in the heart. It currently is being studied in a
300-patient, randomized, placebo-controlled, double-blind
Phase III trial.
• Crucell NV, of Leiden, the Netherlands, has created
two business units, for vaccines and proteins. Björn Sjöstrand was named to head the vaccines unit. He was CEO of
SBL Vaccines, which was acquired by Crucell in November
2006. Arthur Lahr will head the protein unit. He was Crucell’s chief strategy officer and executive vice president of
sales and business development.
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Continued from page 1
an oxymorphone-based pain product formulated with Penwest’s extended-release technology that Endo Pharmaceuticals Inc. launched last year.
Good told BioWorld Today the plan at Penwest is to continue its reformulation and delivery work while separately
building a portfolio of new chemical entities targeting neurological conditions, a strategy the company embarked on
about a year ago.
Edison, of San Jose, Calif., is entitled to an up-front payment and a $1 million loan from Penwest, which also will
provide research funding over the next 18 months. Those
payments could total $7.5 million, with the majority going
toward sponsored research, Good said.
Penwest then would have an option to extend the reach
an additional 18 months. As part of the deal, it also got
exclusive rights to develop a second drug candidate from
Edison during the sponsored-research term. Edison is entitled to certain undisclosed additional option payments, as
well as milestone and royalty payments.
Guy Miller, chairman and CEO of Edison, told BioWorld
Today there is a lot of interest now in the area of antioxidants and neurology, with the question being whether anyone is “going to crack the code on converting an antioxidant into a drug. We at Edison have a really keen understanding of how antioxidants work and how to convert
them into drugs.
“We teamed with Penwest because they have a very
clear set of skills in neurology and drug development,”
Miller said. “We believe the combination of Penwest’s capital and their passioned research and development team,
and Edison’s skills in redox drugs, is a winning formula to
crack the code that people have been chiseling at for the
better part of 20 years.”
Edison was founded in 2005 with an initial plan to
develop the EPI-A0001 compound series for orphan respiratory chain diseases, such as Friedreich’s ataxia, Leber’s
hereditary optic neuropathy, coenzyme Q(10) deficiency
and MELAS syndrome, or mitochondrial encephalopathy,
lactic acidosis and stroke-like symptoms.
All such diseases involve genetic changes in enzymes
that affect mitochondrial function. EPI-A0001 is an analogue of CoQ(10) designed to have improved drug-like
properties.
Edison described the respiratory chain, named because
the last link of the chain involves oxygen consumption, as
an energy currency exchange device. Its platform focuses
on redox medicinal chemistry, an oxidation-reduction
approach.
Miller said Edison was approached by five prospective
partners, with Penwest being “by far the most competent in
terms of having a cogent strategy” for bringing technologies in, moving drugs forward and building a commercialization infrastructure.
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He said the deal was not done because Edison needed
the money, as evidenced by its plan to announce a Series B
financing round next week.
Instead, he said, the deal was done because working
with Penwest was the best way to move the programs
forward.
Edison has forged relationships, and received grant
funding, from a number of nonprofit groups, including the
Muscular Dystrophy Association, Friedreich’s Ataxia
Research Alliance and Seek A Miracle.
The technology also may have applicability beyond
orphan respiratory chain diseases. Edison last year partnered with Los Angeles-based CHDI Inc., a nonprofit organization that supports efforts in Huntington’s disease. They
plan to develop analogues of CoQ(10) targeted to reach the
brain and address the mitochondrial component of Huntington’s disease.
Miller said in addition to other neurodegenerative diseases, Edison – along now with Penwest – plans to study
the technology in metabolic syndromes, inflammatory diseases and ischemic conditions. ■
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• Genomic Health Inc., of Redwood City, Calif., said
the Blue Cross and Blue Shield Association Medical Advisory Panel has concluded that use of Genomic Health’s
Oncotype DX breast cancer assay to inform decision making about adjuvant chemotherapy meets the association’s
criteria for women with estrogen receptor-positive, nodenegative, tamoxifen-treated breast cancer.
• Invitrogen Corp., of Carlsbad, Calif., has signed
an exclusive agreement with Biocon Ltd., of Bangalore,
India, to market pharmaceutical-grade insulin to the
global cell culture market. Insulin is a widely used
growth factor to delay apoptosis in mammalian cell culture which leads to increased productivity. Terms were
not disclosed.
• KeyGene NV, of Wageningen, the Netherlands, has
established a joint lab for plant molecular breeding with
the Shanghai Institutes for Biological Sciences (SIBS). The
lab will operate within the Institute for Plant Physiology
and Ecology of SIBS, a branch of the Chinese Academy of
Sciences in Shanghai.
• Living Cell Technologies Ltd., of Melbourne, Australia, has established a Level 1 American Depositary
Receipt Program (ADR) sponsored by the Bank of New York.
The company’s ADRs will trade under the ticker symbol
LVCLY and was effective July 17, and each ADR will represent 10 ordinary LCT shares. The ADR program facilitates
the purchase of LCT stock in the over-the-counter pink
sheet market by U.S. investors, who already hold more than
10 percent of its shares.
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exercised in full, Clinical Data would have about 13.5 million outstanding shares following the offering, expected
to close on or about July 23, 2007.
Net proceeds are expected to total about $62 million,
or $71 million with overallotments, and, according to the
company’s SEC filing, will be used to support late-stage
work on Vilazodone, a small molecule designed to act as
both a serotonin reuptake inhibitor and a 5HT1A partial
agonist. The company is wrapping up its first Phase III
study, which finished enrolling 410 patients in March, with
results expected later this quarter. A second Phase III study
and a long-term safety study likely will be required before
a new drug application submission, which could come as
early as the end of 2009.
Vilazodone is the company’s sole therapeutic. It was
picked up in the October 2005 acquisition of New Haven,
Conn.-based Genaissance Pharmaceuticals Inc. Genaissance previously had licensed the product from Darmstadt,
Germany-based Merck KGaA, which is entitled to milestones and royalties upon successful development.
The ongoing Phase III trial includes pharmacogenetic
analyses for biomarker response to Vilazodone, which Clinical Data anticipates using to develop a companion genetic
test to determine each individual patient’s response to
treatment.
A larger part of Clinical Data’s business involves creating and using genetic tests and biomarkers to predict drug
safety and efficacy. The company has five genetic tests on
the market, including the Familion family of tests designed
to detect mutations in five ion channel genes associated
with cardiac channelopathies or rare, potentially lethal
heart conditions. Clinical Data also markets its PGxPredict
tests, including one that aims to determine a patient’s likelihood of response to rituximab (Rituxan, Genentech Inc.
and Biogen Idec Inc.) in follicular, CD20-positive B-cell nonHodgkin’s lymphoma.
Vilazodone and the genetic test development are conducted in Clinical Data’s PGxHealth division. The company
has two additional business divisions: the Cogenics division that provides molecular and pharmacogenomics services to research and regulated environments, and the Vital
Diagnostics business, which offers in vitro diagnostics
solutions for clinical laboratories.
The company anticipates using remaining funds from
the offering for general corporate purposes, including the
acquisition of complementary businesses and technologies,
as well as for capital expenditures and working capital.
The company had about $17 million in cash and cash
equivalents as of June 18.
Shares of Clinical Data (NASDAQ:CLDA) closed at
$21.20 Wednesday, down $1.64.
In other financings news:
• Elite Pharmaceuticals Inc., of Northvale, N.J., sold
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the remaining 5,000 authorized shares of its Series C preferred stock, resulting in gross proceeds of $5 million. The
shares were priced at $1 ,000 per share and initially will be
convertible at $2.32 into 431 shares of common stock. Each
purchaser also received a warrant to purchase additional
shares of common stock. Oppenheimer & Co. Inc. served as
the lead placement agent. A specialty pharmaceutical company, Elite develops oral, controlled-release products.
• Sucampo Pharmaceuticals Inc., of Bethesda, Md.,
set the terms for its initial public offering at 3.8 million
shares priced between $14 and $16, which would bring in
proceeds of $57 million at the midpoint. The firm, which
develops drugs based on prostones, filed for an offering in
June, hoping to raise $86 million. Upon pricing the offering,
Sucampo would trade on Nasdaq under the ticker “SCMP.”
Cowen and Co., CIBC World Markets and Leerink Swann &
Co. are serving as underwriters. (See BioWorld Today, June
21 , 2006.) ■
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• Novozymes A/S, of Franklin, N.C., has strengthened
its role in India by signing a definitive agreement to buy the
enzyme activities of Biocon Ltd., of Bangalore, India, for
$1 15 million. The purchase price includes $102 million, of
which $97 million will be paid up front, and $5 million
when business targets have been met. In addition, $13 million for committed service fees and lease payments will be
paid over a period of up to 10 years. The purchase price corresponds to around four times fiscal year 2006/2007 realized sales. Biocon’s board of directors has unanimously
recommended the sale and shareholders representing
about 60 percent of the total shares have committed to
vote for the transaction. Novozymes does not currently
hold any stake in Biocon. Biocon’s enzymes business
includes industrial enzymes, food additives and process
aids. It also has a stake in the global enzymes market for
the juice and wine industries. The transaction is expected
to be completed around October 2007.
• Salix Pharmaceuticals Ltd., of Raleigh, NC, submitted a new drug application to the FDA seeking approval
of a 1 ,100-mg tablet formulation of balsalazide disodium,
the active ingredient in the company’s marketed ulcerative
colitis drug Colazal. Colazal currently is available in 750mg capsules. Salix garnered positive data in a Phase III trial
of the 1 ,100-mg tablet formulation last month.
• Solagran Ltd., of Sydney, Australia, has been notified by the Russian Ministry of Heath that the pharmaceutical registration of both Bioeffective and the associated
medicine Ropren has been finalized. Ropren is a natural
hepatoprotector, which will be used to treat chronic liver
disease, including hepatitis and cirrhosis. The company
said it next will pursue approval in the European Union.
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• TechnoVax Inc., of Tarrytown, N.Y., presented data
on its 1918 VLP vaccine based on its virus-like particle technology, at the American Society for Virology meeting in
Corvallis, Ore. Preclinical results on the 1918 VLP vaccine,
which is designed to protect against the highly virulent
1918 pandemic influenza virus, showed protection against
a surrogate virus in animals. Also, TechnoVax presented
data on its bivalent VLP vaccine technology, which is
designed to protect against two antigenically distinct
influenza viruses.
• Theratechnologies Inc., of Montreal, has entered
into an agreement with Sakai Chemical Industry Co.
Ltd., of Tokyo, to regain exclusive rights for its lead compound, TH9507, in Japan. The rights were returned to Theratechnologies without financial compensation. Theratechnologies has licensed its TH9507 in 2002 for hip fracture,
with options for immune response, sleep and chronic
obstructive pulmonary disorder indications. However, since
then Theratechnologies has focused its TH9507 clinical
efforts on lipodystrophy, a disease related to HIV. Recently,
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• Arena Pharmaceuticals Inc., of San Diego, initiated
dosing in a Phase I trial to evaluate APD791, an oral agent targeting treatment of arterial thromboembolic diseases. The
Phase I trial will enroll up to 72 healthy adult volunteers and
evaluate safety and tolerability of single ascending doses, as
well as pharmacokinetics and pharmacodynamics. APD791 is
selective inverse agonist of the 5-HT2A serotonin receptor.
• Medarex Inc., of Princeton, said partner Novartis
Pharma AG, of Basel, Switzerland, advanced ACZ885, a fully
human anti-IL-1 beta antibody, into a Phase III trial for Muckle
Wells syndrome, a rare inherited inflammatory condition. That
news triggers an undisclosed milestone payment to Medarex,
which generated the antibody using its UltiMAb technology
as part of the companies’ collaboration agreement. Medarex
could receive future milestone payments and royalties on
potential commercial sales. Pending successful Phase III
results, Novartis could seek regulatory approval in 2009.
• Mpex Pharmaceuticals Inc., of San Diego, started a
Phase Ib trial of MP-376, its lead compound, in cystic fibrosis. MP-376 is an aerosolized formulation of levofloxacin
aimed at treating chronic lung infections due to
Pseudomonas aeruginosa in CF patients. Preclinical and
early clinical studies suggested that active levofloxacin
concentrations in pulmonary tissues after MP-376 administration are increased compared to those achieved when the
antibiotic is delivered by other routes of administration.
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Sakai has made the strategic decision not to exercise any of
its options and has agreed to return the rights for Japan, and
all options for all indications, back to Theratechnologies.
• Tibotec Pharmaceuticals Ltd., a Cork, Irelandbased unit of Johnson & Johnson, submitted a new drug
application with the FDA, seeking approval of TMC125
(etravirine) for treating HIV. The non-nucleoside reverse
transcriptase inhibitor was studied in two Phase III trials in
combination with other antiretroviral agents. Tibotec said
TMC125 is the first NNRTI to show antiviral activity in
patients with documented NNRTI resistance. The product
has been granted fast-track designation from the FDA. Regulatory submissions for TMC125 in other countries are
expected in the coming months.
• Uluru Inc., of Addison, Texas, has signed a feasibility agreement with an unnamed veterinary company to
evaluate the delivery of drugs to companion animals using
its patented mucoadhesive erodible film technology. The
initial feasibility study is focused on the delivery of a proprietary active in dogs to achieve bioequivalence to an
orally administered product. Under the terms of the agreement, the partner will assume the costs of feasibility testing. Preliminary studies conducted to date have indicated a
high acceptance level of this dosage form in dogs.
The Phase Ib study is expected to enroll about 39 patients
and results from the study, along with prior clinical data,
should support a Phase II study in 2008.
• Theratechnologies Inc., of Montreal, reported positive data related to body image from the first 26 weeks of
its ongoing Phase III trial of TH9507 in HIV-associated
lipodystrophy, a condition characterized by changes in the
distribution of adipose tissue, dyslipidemia and glucose
intolerance. Results showed that patients treated with 2 mg
daily of TH9507 significantly improved their perception of
belly image compared to the placebo group. Body image
data is a secondary endpoint in the Phase III trial, and the
company believes that addressing that problem would help
remove a barrier for HIV treatment adherence. Data were
presented at the International Workshop on Adverse Drug
Reactions and Lipodystrophy in HIV in Sydney, Australia.
Late last year, Theratechnologies reported positive 26week data in the trial’s primary endpoint, the reduction of
visceral adipose tissue (VAT) in HIV-associated lipodystrophy. (See BioWorld Today, Dec. 20, 2006.)
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