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AstraZeneca Invests $100M in R&D in China

straZeneca plans to invest $100
Amillion in R&D in China in the next

three years. The pharmaceutical
company plans to focus on the benefit and
value of innovative medicines for Chinese
patients.

With its $100 million investment in
China, AstraZeneca, already one of the
most heavily invested of big pharma in
China, will establish the AstraZeneca
Innovation Centre China. The company has
initiated a comprehensive search for an
appropriate location for the Innovation
Centre, which will be operational by the
end of 2009. The center will focus on

translational science by developing know!-
edge about Chinese patients, biomarkers
and genetics. The initial therapeutic area
for the Innovation Centre will be cancer,
which is a major cause of death in China.
In addition, AstraZeneca will expand its
clinical research capabilities and is looking
this year to increase the number of scien-
tific collaborations with local Chinese
organizations. AstraZeneca recently signed
a deal worth $14 million with Wuxi
Pharmatech for compound collection syn-
thesis and has an existing collaboration
with Shanghai Jiao Tong University on the
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Averion Expands Operations to Europe

contract research organization (CRO),

has expanded into Europe through
the creation of Averion GmbH, a new
wholly-owned subsidiary based in
Germany.

Averion also appointed John Shillingford,
Ph.D, as president of Averion GmbH.
Shillingford has most recently held
positions overseeing clinical operations
and project management responsibilities at
PRA International and IMFORM GmbH.

“We are very excited to have John join-
ing us and leading Averion’s expansion
into Europe,” said Philip Lavin, Ph.D, presi-
dent and chief executive officer of Averion.
“This will enable Averion to better serve
our USA clients seeking to conduct clinical

Framingham, Mass.-based Averion, a

trials using European sites and to serve
the ever expanding European marketplace
in pharmaceuticals, biotechnology and
medical devices. John brings a unique
combination of exceptional management
and operations credentials.”

Shillingford will oversee the operations
of Averion GmbH, including recruiting new
European clients as well as running trials
for Averion’s existing North American
customers.

Averion GmbH will work to develop
relationships with European clients as well
as run European studies for existing North
American clients.

The new subsidiary will offer Averion’s
full range of services, including: auditing,
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Industry Briefs

CROs

= Covance has acquired substantially all of
the assets of Signet Laboratories, for
$8.95 million. Signet, based in Dedham,
Mass., is a provider of monoclonal antibod-
ies used in the research of cancer, infectious
disease and neurodegenerative disease.
“These new service offerings will allow us
to tap into commercial opportunities in the
pharmaceutical and clinical diagnostics mar-
kets. We look forward to integrating these
new products and services in our drug
development portfolio, and in particular
with our industry leading predlinical and
central laboratory services,” said Joe
Herring, Covance’s chairman and chief
executive officer.

= TKL Research, formerly headquartered in
Paramus, N.J., has expanded and relocated
its corporate headquarters to Rochelle Park,
N.J. TKL's executive offices and all of its
major administrative functions in support of
its clinical trials division, clinical site division
and recruitment management division have
moved to this new location. The company
doubled its office space. The Paramus loca-
tion will continue to operate as the primary
clinical site for the clinical site division,
which includes its four New York metropoli-
tan sites.

= Clinilabs’ new 24,400-square-foot clinical
trial facility was opened in New York City.
The new facility will feature more than 100
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staff including clinical researchers experi-
enced in all phases of human clinical trials,
nursing and technology staff.

The first phase of Charles River
Laboratories’ new Shrewsbury expansion
site is on target to open in January 2007.
Upon completion of the first phase of con-
struction, 400 employees will move from
the company’s Worcester, Mass. facility to
the new Shrewsbury site.

Technology

= Medidata Solutions, a provider of elec-

tronic clinical data capture, management
and reporting solutions, has expanded its
customer support services through the addi-
tion of a new data center and with the
appointment of Louis Gilbert as vice pres-
ident of information technology. Medidata
has also entered into a strategic partnership
with C3i, a consulting and services compa-
ny that specializes in helping life sciences
organizations advance customer manage-
ment effectiveness.

Personnel

= Kforce has promoted Kelli Henry to asso-

ciate director of clinical operations for
Kforce Clinical Research Staffing. She is
responsible for supporting clinical opera-
tions initiatives and program management
and delivery, as well as business develop-
ment and marketing support.

datalabs ”

Our Software. Your Solution.
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Features (continued from page 1)

AstraZeneca

genetics of schizophrenia. “With China's
rapid economic growth and increasing
demand for better healthcare, China has
become one of the most important emerg-
ing markets for AstraZeneca and will be
important to our future success,” stated
David Brennan, chief executive officer of
AstraZeneca. “We fully support China’s
national focus on innovation by substan-
tially increasing our R&D investment, both
in financial terms and in terms of scientific
collaboration. AstraZeneca welcomes and
supports the Chinese government’s contin-
uing policy to recognize investment in
knowledge transfer and R&D innovation by
strengthening IP [intellectual property]
protection, and ensuring timely market
access for Chinese patients to innovative
products, at prices which recognize the
value of innovation.”

AstraZeneca has built a network of

Averion

biometrics, monitoring, project manage-
ment, compliance and validation, database
development, data management, data
monitoring and clinical endpoint commit-
tees, medical monitoring, medical writing,
metrics consulting, pharmacovigilance,
program planning/study design and

www.labconnectlic.com
contact: info@labconnectllc.com
Jeff Mayhew: 206.322.9149

LABCONNECT

the central lab of choice for investigative sites and sponsors

marketing and sales offices, a manufactur-
ing site and clinical research unit in China.
AstraZeneca, which now has 2,200
employees locally, was the first multina-
tional pharmaceutical company to include
China as an area for large-scale interna-
tional multicenter trials and establish a
clinical research center there.

Dr. Ross Horsburgh, regional medical
director, Asia Pacific Region for AstraZeneca,
told CenterWatch recently that the
AstraZeneca model has undergone change
in China, which reflects the way China is
seen in the marketplace now versus only
five years ago. “We were expecting the
ACRU [AstraZeneca Clinical Research Unit]
to need to be there for five years as a
standalone unit, which is an unusual
model for us. It was an emerging market
model we were using. What we've done
now just in April [2005] is integrated and
we have one large R&D unit now in China
serving both China market needs but also

regulatory consulting.

IMFORM, where Shillingford had been
general manager, recently sold to Premier
Research Group, a UK-based CRO, for
about 7 million euros.

The acquisition doubled the size of
Premier to about 350 employees. IMFORM
was founded in 1991 and has 144 employ-
ees with offices in the Czech and Slovak

N
® )

requlatory studies, local phase IV work but
also doing global trial work. This is a more
efficient model and it's now a model that
makes China consistent with major
European markets like Germany and the
U.K. Back in 2001 to have predicted that
in April 2005 we were going to be ready
to step to this new developed market
model that we have at AstraZeneca, peo-
ple would not have believed it. It's a big
change,” he said.

To further demonstrate its commitment
to being “In China, For China,”
AstraZeneca is partnering with govern-
ment organizations and industry associa-
tions to develop academic and manage-
ment knowledge among medical profes-
sionals and hospital executives.
AstraZeneca has also initiated a number of
programs on disease education and public
health.

Republics, Poland, Hungary, Romania,
Bulgaria, Russia, Ukraine, Austria and the
UK, and operations in 25 European coun-
tries. Two years ago, Premier had 160
employees and $19 million in annual rev-
enue when it was combined with CRC
Development in the UK.

Singularly focused
@ Proactive project management
© Superior site support

9 Innovative reporting

e

Value pricing
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Profile: Contract Research Organization

iGate Clinical Research (iGate CR), Mumbai, India; Pittsburgh, Pa.

Year founded: 1997
Employees: 60

An interview with Vasudeo Ginde, founder and managing director

What is iGate CR's background?

| worked with Lilly from 1993 until 1997,
then | started my own CRO, DiagnoSearch.
It was one of the first CROs to launch in
India. In 2003, iGate, a $300 million

Nasdag-listed corporation, made two acqui-

sitions—Pittsburgh Clinical Research
Network, a site management organization,
and the majority of DiagnoSearch—and
created iGate Clinical Research. We are the
only CRO in the country that is end-to-end.
We have three major components—biosta-
tistics and data management; clinical
research operation, which ranges from
inputs to protocol writing, investigator
selection to conducting the entire study;
and a central lab. Today, our lab is accredit-
ed by the College of American Pathologists.
There are six labs in India that have this
distinction. We are the only one among the
six that is dedicated for clinical trials.

What else differentiates iGate CR from
other CROs in India?

From the Indian standpoint, it's the track
record. More than 50 of our 67 clinical
trials have been for global databases. CROs
are pretty much starting up every month,
and many do not have as much back-
ground, training and experience as they

should have. Also, there is a lot of concern
about employee retention in India.
Fortunately, in the last nine-plus years of
our business, we've only lost five employ-
ees. We can offer a sponsor company the
same team they worked with five years ago.
We also have a U.S. office, so a Western
client can reach someone during U.S. busi-
ness hours who's knowledgeable about the
progress of their study. And, we offer con-
tracting for U.S. companies so that they can
contract with a U.S. entity.

What challenges do you face?

The first challenge is that even the big phar-

ma that come to India start small. India has
big potential, but these companies new to
the country don’t want to go by the success
of the companies that came here before
them. They want to start all over again.
Second is that India needs to take the ini-
tiative of capacity building for every stake-
holder—CRO staffs, ethics committees, the
regulatory agency and investigators. With
investigators, there seems to be a tendency
for all of us in India to go back to the same
ones because of their experience in doing
clinical research. Instead, we should be
investing in newer and newer investigators
because India has 17,000 doctors graduat-
ing every year. Pharma companies con-

Active trials: 17

Contact: Lisa Cohn
Telephone: 412-490-9608
Email: ecohn@igate.com
Web site: www.igate.com/icri

tribute to that challenge because every time
they come to us or to another CRO, they
say they want investigators who are trained
and experienced in GCP trials. So you end
up going to the same investigators again.
One recommendation is that for any given
trial, if you need 10 investigators, you prob-
ably should have five or six who are experi-
enced and get four or five who are new. As
a CRO, we make sure that the quality stan-
dards are just the same.

What are iGate CR's plans for growth?

In April, iGate Clinical Research had 60
employees and by August, we will have
120. We are scaling up in terms of infra-
structure also. Currently, in Mumbai, we
have a 10,000-square-foot office. We are
moving to a facility this month that is
30,000 square feet. We have steadily
invested over time and we continue to
invest. For 2006 we will be investing as
much as $2 million or even more if we
need to, to make sure that we have a
scaled up operation in terms of people
and competence.

Do you know what your safety/efficacy data is telling you?
You should.

You can count on Averion to administer a Data Monitoring Committee (DMC)
for clinically sound and unbiased recommendations.

AVERION

www.averioninc.com

YOU CAN COUNT ON US
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Drug & Device Pipeline News
Company Drug/Device Therapeutic Area Status Sponsor Info
Inspire epinastine seasonal allergic IND filing planned; phase Il trials (919) 941-9777
rhinitis planned enrolling 700 subjects WwWw.inspirepharm.com
Cytlmmune CYT-6091 advanced cancers Phase | trials planned enrolling (240)-864-2796
42 subjects www.cytimmune.com
Poinard (NeoRx) picoplatin prostate cancer Phase /Il trials initiated (206) 281-7001
www.poinard.com
PowderMed prophylactic influenza Phase Il trials planned +44 018 6550 1500
DNA vaccine www.powdermed.com
NeoPharm LE-SN38 colorectal cancer Phase Il trials initiated enrolling (847) 887-0800
54 subjects www.neopharm.com
CuraGen velafermin oral mucositis Phase Il trials initiated enrolling (203) 481-1104
400 subjects across 40 U.S. sites WWW.curagen.com
Amarillo Biosciences  oral interferon influenza Clinical trials planned enrolling (806) 376 1741
200 subjects www.amarbio.com
Crucell HIN2 virosomal avian influenza Clinical trials initiated enrolling +31(0) 71 5248701
vaccine 560 subjects www.crucell.com
Debiopharm Sanvar esophageal variceal Phase IIl trials planned in the U.S. +41(0) 213210111
bleeding www.debiopharm.com
Novelos NOV-002 lung cancer Phase lll trials planned enrolling (617) 244-1616
840 subjects across 100 sites www.novelos.com
Javelin Dyloject postoperative pain Phase Ill trials initiated enrolling (617) 349-4500
Pharmaceuticals (diclofenac) 360 subjects in the U.S. www.javelinpharmaceuticals.com
Ista Pharmaceuticals ~ Xibrom cataract surgery pain Two E)hase I1l trials initiated (949) 788-6000
(bromfenac) enrolling 350 subjects WWW.istavision.com
Regeneron IL-1 Trap CIAS1-associated Fast Track status granted by (914) 345-7400
periodic syndromes the FDA WW\W.regeneron.com
Point Therapeutics talabostat non-small cell lung Fast Track status granted by the (617) 933-2130
cancer FDA www.pther.com
Intercell JEV vaccine Japanese encephalitis BLA submission planned +43 1206200
prevention www.intercell.com
Cell Therapeutics Xyotax (paclitaxel  lung cancer NDA submission planned (206) 282-7100
poliglumex) www.cticseattle.com
Cardiome/Astellas RSD1235 atrial fibrillation NDA refused (604) 677-6905
www.cardiome.com
CollaGenex Oracea rosacea FDA approved (215) 579-7388
(doxycydline) www.collagenex.com
Merck/Oka Zostavax shingles prevention FDA approved (908) 423-1000
www.merck.com
/ + Clinical research and development services
/\./ + Wholly-owned research centers
I ® More than 500 experienced research professionals
RESEARCH + Over 8,000 completed trials
More than 1,000,000 active study participants in
18 therapeutic categories
Fast access to study participants
OUTSHINES
> www.radiantresearch.com 425.468.6200
Copyright © 2006 CenterWatch. Duplication of this publication is prohibited. CWW1023


http://www.radiantresearch.com

CWWeekly June 5, 2006

6 of 7

Trial Results

Infectious Diseases

= PowderMed reported positive results
of a phase | trial of their prophylactic
DNA vaccine, for the treatment of
influenza, in the journal Vaccine. Trial data
yielded evidence of immunogenicity, with
the highest trial dose eliciting seroprotec-
tive antibody responses. The level of this
response for the highest dose was suffi-
cient to meet EU CPMP immune response
approvability criteria at 21 days, and all
three doses met EU CPMP criteria at 56
days. This single ascending dose study
enrolled 36 healthy volunteers, who
received one of three doses of the vaccine
(1 mcg, 2 mcg or 4 mcg).

= Vical reported positive results of a phase |
trial of its investigational West Nile Virus
(WNV) vaccine, at the American Society
of Gene Therapy (ASGT) 2006 Annual
Meeting in Baltimore. Results from the
study demonstrated a positive safety pro-
file, with no serious adverse events report-
ed and a positive tolerability profile.
Further, all subjects treated to date
achieved neutralizing antibody WNV-spe-
cific responses following a three-month
vaccination schedule; a number of subjects
achieved neutralizing antibody response
following two doses. This open-label study
had treated 11 healthy volunteers to date
at the NIH Clinical Center; subjects
received 4 mg of the vaccine once monthly
for three months.

Ophthalmology

= Acuity Pharmaceuticals issued positive

results of its phase Il C.A.R.E. trial of
bevasiranib (Cand5), for the treatment
of wet age-related macular degeneration
(AMD), at the ASGT annual meeting. Top
line data indicated a positive safety profile,
with no serious adverse events reported
and a positive overall tolerability profile.
Preliminary response was noted in several
measures, including near vision, lesion size
(CNV) and time to rescue. All doses of the
drug produced evidence of efficacy; the
magnitude of response was seen to be
dose related. This randomized, double-
blind study enrolled 129 patients with
serious disease across 28 sites in the U.S.,
who received one of three doses of the
drug.

Cardiovascular

= Millennium Pharmaceuticals reported

positive results of a phase Il trial of
MLN1202, for the prevention of athero-
sclerotic cardiovascular disease.
Preliminary data indicated that the drug
met its primary efficacy endpoint, signifi-
cantly reducing levels of C-Reactive
Protein (CRP, an inflammatory biomarker)
for several months following a single-dose
of the drug , compared to placebo
(p=0.0275). No serious adverse events
were reported. This randomized, placebo-
controlled study enrolled 108 patients

with elevated CRP levels who were at high
risk for atherosclerosis. Subjects received a
single dose of the drug or placebo, and
were then followed for several months.
Additional results from this study were
expected at upcoming major medical
meetings.

Neurology

= Biogen Idec and Fumapharm issued

positive results of a phase Il trial of BG-
12, for the treatment of relapsed/remitting
multiple sclerosis (MS), at the European
Neurological Society annual meeting in
Lausanne, Switzerland. This double-blind,
placebo-controlled, dose-ranging study
enrolled 257 patients across sites in 10
European countries. Subjects received one
of three doses of the drug (120 mg, 360
mg, or 720 mg) or placebo daily for six
months. Trial data indicated that the high-
est investigational dose produced a 69%
reduction in the mean number of gadolini-
um-enhancing lesions on monthly obser-
vations for weeks 12-24, compared to
placebo. The dose also produced a 48%
reduction in newly enlarging T2-hyperin-
tense lesions, and a non-significant, posi-
tive-trending 32% reduction in relapse
rate. The two lower trial doses did not pro-
duce significantly superior efficacy to
placebo. No incidence of opportunistic
infections was noted.

Patient Recruitment you can depend on.
Individual. Personalized. Results.
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Biotech Review

From BioWorld Today

= [llumina pulled down net proceeds of
about $83.6 million through a public offer-
ing of 3.5 million shares of common stock
at $25.50 per share and aims to use the
money partly to boost diagnostics work.
“You can see the direction we're going by
the DeCode deal we announced [last]
Monday,” said Jay Flatley, president and
CEO of San Diego-based lllumina. With
DeCode Genetics, of Reykjavik, Iceland,
llumina plans to co-develop and commer-
cialize DNA-based diagnostic tests in several
major disease areas, including heart attack,
diabetes and breast cancer.

= Every scientist doing a long-term study won-

ders whether his or her conclusions would
be different if the experiment had lasted
longer. And a brief communication pub-
lished in the April 27 issue of Nature said
that for the side effects of X-SCID gene
therapy, the answer is yes. But clinical
researchers remain skeptical, with some
alleging that the paper was rushed to publi-
cation. In 2000, the successful treatment of
babies suffering from x-linked severe com-
bined immunodeficiency disorder (X-SCID)
was hailed as gene therapy's first triumph.
But subsequently, for some of those chil-
dren, the cure turned out to be as bad as
the disease: To date, three of 14 patients
have developed leukemia after the therapy.
One of the children died. While not scrap-
ping gene therapy trials altogether, the FDA

NEW ENGLAND
INSTITUTIONAL

REVIEW BOARD

www.neirb.com

has recommended that only patients for
whom conventional therapy has failed be
treated with gene therapy.

FDA have agreed on a special protocol
assessment for a phase Ill trial of its
chemotherapy-enhancing drug, CoFactor,
expected to start this quarter. At the same
time, the San Diego-based firm withdrew
plans for a public offering, citing adverse
market conditions. Adventrx filed a
prospectus earlier this month, planning to
sell 15.5 million shares. The share price had
not yet been determined, but based on the
May 12 closing price of $4.84, the company
had estimated net proceeds of $69 million
for general corporate purposes, including
clinical and preclinical development. “The
market has taken a downturn on recent
negative news, in general,” said Andrea
Lynn, director of marketing at Adventrx,
“and we just felt it wasn't the right time.”
She added that the decision is not expected
to affect the upcoming CoFactor pivotal
trial, and she could not estimate costs for
the study.

U3 Pharma AG raised 27 million euros
(U.S. $34.7 million) to accelerate develop-
ment of its pipeline of targeted therapies,
designed to modulate signal transduction
pathways in cancer. The company, which
now has raised about 42 million euros
since its foundation in 2001, aims to move

The stories included in Biotech Review have
been provided to Thomson CenterWatch
with full permission from Thomson BioWorld,
the publisher of BioWorld Today. Copyright
© 2006 Thomson BioWorld.

Thomson BioWorld is located at 3525
Piedmont Road, Building 6, Suite 400,
Atlanta, GA 30305 U.S.A. Please call (800)
688-2421 or (404) 262-5476 for more
information. Or visit www.bioworld.com

its lead product, U-1287, a human antibody
that targets a membrane-bound receptor
tyrosine kinase, into clinical development
within the next 12 months, Chief Business
Officer Edward Stuart said.

The SEC last week issued plans to relieve
the burden placed on small public compa-
nies by the Sarbanes-Oxley Act, at the same
time lawmakers here introduced a bill aimed
at a legislative fix. Both represent positive
developments for the biotech industry. There
has been a barrage of complaints on the
costs of compliance with one part of the
law, Section 404, which principally deals
with internal and external auditing require-
ments, and lately some weighty reports
have seconded those charges. In particular,
companies with little to no revenue have
found themselves paying large fees for test-
ing internal controls in order to comply with
Sarbanes-Oxley’s Section 404, and in a
notable statement, the SEC said it would
consider reform proposals scaled to the indi-
vidual circumstances.

An independent institutional review board for
multi-site studies and individual researchers.

One week protocol review ¢ 24-hour site review
Full AAHRPP Accreditation

781-431-7577
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zummy State of the
Clinical Trials
Industry 2006

The State of the Clinical Trials Industry is back with a 2006 edition filled with 400
pages of detailed insight into the trends and history impacting the clinical research
What’s new in this edition?  industry. It contains 440+ up-to-date charts and graphs, 2005 Year in Review and
important articles relating to each chapter topic.
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m About 150 new slides with

hundreds more updated State of the Clinical Trials Industry 2006 includes data on:
from the 2005 edition . . . . .
m World-wide sales (pharmaceutical, medical device and biotech)

m 2005 Year in Review

m Overall R&D spending and cycle times
m Drug Pipeline activity m U.S. and world-wide clinical research spending
and updates on a dozen m Causes and costs associated with delays
therapeutic areas (Breast . .
Cancer, GERD, Parkinson’s m Trial success based on company size NEW
Disease, Prostate Cancer, m CRO market size, growth, costs and
Type 1 Diabetes, etc.) performance
| [l chars, e ar m Site perceptions of sponsors and
' CROs

companies mentioned
m Regulatory Submissions and Approvals NEW

The State of the Clinical Trials Industry
2006 is an ideal resource for learning
about and tracking the clinical research
industry, creating dynamic data-driven
presentations, and preparing business
plans and marketing strategies.

Highest Frequency as a Top 3 Rated Sponsor
Across 27 Relationship Attributes

United States

Eli Lilly

Average Clinical Development Time
Mean Total Time by Company Size and Phase, All TAs

Mean Total Development Time in Months

M Phase I W Phase If B Phase 1T

Successful Trials

To order your copy for only $449, call
(800) 765-9647 and ask for code 54554
or complete the order form on the back
of this flyer and and fax it back to us at
(617) 856-5901.

Unsuccessful Trial.
105.0 :

To view the table of contents and a few
sample pages, visit the Professional
Bookstore at www.centerwatch.com.

Medium/Small  Big Pharma Medium Pha,
Medium/Small  Big Pharma

Note: Totals may not add due to rounding

Source: Thomson CenterWarch 4 2 Abrantes-Metz, et al., FTC Bureau of g,
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State of the
Clinical Trials
Industry

A Sourcebook of Charts and Statistics
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