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AAHRPP Lengthens Reaccreditations, Tightens Compliance Policies

The Association for the Accreditation of Human Research Protection Programs (AAHRPP) is extending
its reaccreditation period for drug sponsors and institutional review boards while tightening some of its
other compliance policies. AAHRPP lengthened the current reaccreditation period from three years to
five, beginning Jan. 1. “We want to reduce the burden on organizations, so they can spend more time
doing what they have to do in order to remain accredited,” AAHRPP spokesman David Ward said.
Drug_Industry Daily

PhRMA Says $80 Billion Agreement Unchanged, But It Keeps Open Mind

PhRMA is denying that its $80 billion deal with the White House to help finance healthcare overhaul
legislation has been increased. The trade group’s denial follows a statement from Sen. Byron Dorgan
(D-N.D.) that an anticipated increase may have led Senators to vote against his amendment allowing
for the reimportation of prescription drugs. “No one has asked us to date to provide any additional
funding,” Ken Johnson, senior vice president at PhRMA, said. “We made an $80 billion ironclad
commitment to help make healthcare reform a reality back in June, and we have never, at any time,
retrenched from that position. That said, we will continue to keep an open mind as the Senate moves
toward a final vote.”

Washington Drug_Letter

Guidance: Sponsors Should Define Role PRO Endpoint Plays in Clinical Trial
After three years of comment review, the FDA has issued a final guidance on patient-reported outcome
(PRO) instruments submitted in applications. Sponsors should define the role a PRO endpoint plays in
trials so appropriate statistical methods can be planned and applied, the guidance says. It revises a
February 2006 draft, for which the agency received 22 comments.

al Trials Advisor

Barnett International offers the latest publications in clinical research. PAREXEL's
Bio/Pharmaceutical R&D Statistical Sourcebook 2009/2010 is the leading resource for
statistics, trends and proprietary market intelligence and analysis. The newest offering, Medical
Device Development: Regulation and Law is a practical reference providing the most
comprehensive and updated analysis of US medical device and diagnostics development and approval
requirements.

To purchase and for more information, visit www.barnettinternational.com

Earn the leading global certification for clinical research professionals. ACRP and APPI Certifications
are a trusted indicator of qualified and knowledgeable professionals in the clinical research field
worldwide. Join the elite group of nearly 24,000 accomplished professionals who have attained the
CCRA, CCRC, or CPI designation.

Register for the March 4-13, 2010 exam at www.acrpnet.org.

Drug World Daily

Sanofi-Aventis Stops D p of Two Medicines

Sanofi-Aventis SA stopped tests on two medicines for insomnia and atrial fibrillation because of
setbacks in development and said it is making progress with potential drugs to prevent clots and treat
prostate cancer.

Bloomberg

China Aoxing Receives GMP Recertification of Four Drug Dosage Forms at New Facility
China Aoxing Pharmaceutical Company, Inc., a pharmaceutical company specializing in research,
development, manufacturing and distribution of narcotic and pain-management products, Monday
announced that it has successfully passed the Good Manufacturing Practice (GMP) re-certification of
four dosage forms, including capsule, tablet, granule and oral solution formulations, at its new
manufacture and packaging facility.

CNNMoney

OncoGenex Grabs $60 Million Upfront From Teva for Rights to Cancer Drug

Bothell, WA-based OncoGenex Pharmaceuticals announced Monday it has clinched $60 million in
upfront payments from Israel-based Teva Pharmaceutical for the right to co-develop an experimental
prostate cancer drug that has been shown to prolong patients’ lives in a small study.

Xconomy

Cell Therapeutics Granted Pixantrone Orphan Drug Designation by EMEA for DLBCL

Monday, Cell Therapeutics Inc. said it has been granted pixantrone orphan drug designation by
European Medicines Agency or EMEA for the treatment of [diffuse large B-cell lymphoma] DLBCL which
accounts for around 80% of aggressive non-Hodgkin’s lymphoma.

RTTNews

Actelion Shares Sink on Almorexant Safety Woes

Shares of biotech company Actelion Ltd. fell Monday after initial late-stage data for its experimental
sleeping pill almorexant raised safety concerns.

Easybourse

UCB Says Crohn’s Study Fails to Prove Drug

Belgian pharmaceutical group UCB said on Monday a test of a drug to treat Crohn’s disease did not
achieve the required results, casting doubt on its chances of approval in the European Union.
Interactive Investor

PACIFIC BRIDGE MEDICAL (PBM) is a leading Asia regulatory consulting firm dedicated to
assisting medical companies in Asia. Our consultants have helped hundreds of medical companies
with regulatory affairs in Asia since our founding in 1988. Our services for Asia include regulatory
strategy, registering medical products, reimbursement, quality systems, local representation, and
clinical trials. We also publish a FREE monthly Asian Medical eNewsletter.

Please see our website at www.pacificbridgemedical.com to subscribe.

Conducting Bulletproof CAPA Investigations — ADVANCED

Build New CAPA Investigation Techniques to Meet Tougher FDA Demands in 2010

March 24-25, 2010 ¢ Marriott Raleigh Crabtree Valley e Raleigh, NC

The FDA's new enforcement plan makes one thing clear: Developing a successful CAPA program has
never been more important. But creating an FDA-proof CAPA has never been easy. If only you could
pick the brain of someone who is coping successfully with CAPA — the best and the brightest, an
industry leader who has devised programs, procedures and solutions that have put companies out in
front with the FDA. Well, you can. FDAnews and Immel Resources are offering an advanced version
of our previous CAPA investigations class — designed to meet tough FDA scrutiny in 2010.
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Ed Silverman comments on rumors of a high-level change at Genzyme, which has added an
independent director and shuffled its management. Sheridan Snyder, the company’s founder who CLICK T ORDER
recruited Henri Termeer as its CEO, is saying Termeer should go. “Genzyme has endured nothing but
trouble this year as quality control problems forced the biotech to suspend shipments of key products
for such ailments as Gaucher’s and Fabry diseases, and the subsequent shortages prompted the FDA T
to allow rivals to jumpstart plans to produce their own meds to fill the void,” Silverman says. PUBLICATION

PUBLISHER'S NOTE: Some of the news agencies sourced within the Drug World Daily section may
require subscriptions to access their information. At the time of transmission, all links to news articles
functioned, but FDAnews cannot guarantee the accuracy of the information or that the listed news
agencies will not move or delete information.

Please feel free to forward this email to your friends or colleagues.
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