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GSK's Advair Up For Dispute In Germany

February 18, 2010, Fierce Pharma
http://www.fiercepharma.com/story/gsks-advair-dispute-
germany/2010-02-
182utm_medium=nl&utm_source=internal

GlaxoSmithKline goes to German court next week to
defend its asthma drug Advair, whose patent is under
seige not only in Germany but other countries as well. A
group of generics makers have been pursuing patent
challenges against the drug, hoping to capture some of its
$7.8 billion in annual sales.

As you know, one Advair patent was already revoked in
the U.K. and Ireland, but Glaxo chief Andrew Witty has
said that he's not too worried about any IP struggles over
the drug. Advair is technically difficult to knock off, he
points out: "We are working on the basis of substantial
Advair business for the foreseeable future,” Witty said
back in January during the big J.P. Morgan healthcare
conference. "It is very difficult to make a generic.”

Whistleblower Amends

Pfizer

February 12, 2010, Fierce Pharma
http://www.fiercepharma.com/story/whistleblower-
amends-suit-against-pfizer/2010-02-
12?2utm_medium=nl&utm_source=internal

Suit Against

A would-be Pfizer whistleblower has amended his lawsuit
against the company, once again alleging marketing
infractions related to the company's top-selling drug,
Lipitor. According to the suit, the company ignored
National Cholesterol Education Program guidelines to
broaden the base of patients recommended for treatment
with the statin med, Pharmalot reports.

The suit alleges that Pfizer distributed materials and
fielded CME slide shows that blurred the lines between
various patient groups--some of which were eligible under
the guidelines for Lipitor treatment, and some that
weren't. The company also allegedly incorporated
inaccurate "risk calculators” on its Lipitor website that
would falsely classify "many moderate risk patients as
moderately high risk, making them eligible" for Lipitor
treatment.

Purdue Pharma Sues Lupin Following
Para IV Filing On Controlled Release

Painkiller Drug

February 9, 2010, Pharmabiz
http://www.pharmabiz.com/article/detnews.asp?articlei
d=53916&sectionid=&z=y

The US-based Purdue Pharma Products LP and its UK-based
partner Napp Pharmaceutical Group Ltd has filed a para IV
patent infringement suit against the Mumbai-based Lupin
Ltd and its US subsidiary for the latter's move to
manufacture and market the generic version of the
narcotic painkiller drug Ultram ER.

In a complaint filed with the US District Court for the
District of Delaware, Purdue alleged that Lupin has
attempted to infringe US patent with patent nos.
6,254,887 ( 887) for controlled release tramadol, issued
on July 3, 2001, and 7,074,430 (°430) for controlled
release tramadol tramadol [sic] formulation, issued on
July 11, 2006. Lupin has filed abbreviated new drug
application (ANDA) with the US Food and Drug
Administration (FDA) seeking approval to manufacture and
market tramadol hydrochloride controlled-release tablets,
100 mg, 200 mg, and 300 mg, according to the complaint.

Merck Loses Temozolomide Patent
Infringement Suit Against Teva In US
Court

January 28, 2010, Pharmabiz,

Station, New Jersey
http://www.pharmabiz.com/article/detnews.asp?articleid
=53737&sectionid=

Whitehouse

Merck & Co, Inc announced that the US District Court for
the District of Delaware ruled against the company in a
patent infringement suit against Teva Pharmaceuticals
USA Inc. "We are very disappointed with the court's ruling,
and we continue to believe the patent for Temodar in the
US is valid and enforceable,” said Bruce N Kuhlik,
executive vice president and general counsel at Merck.
"Today's decision reflects a step in the lengthy patent
litigation process, and we plan to appeal this decision.”

Teva is seeking US FDA approval to sell a generic version
of the 5, 20, 100, 140, 180 and 250 mg capsules of
Temodar (temozolomide), a chemotherapeutic agent
approved for the treatment of adult patients with newly
diagnosed glioblastoma multiforme and for refractory
anaplastic astrocytoma, two forms of brain cancer.
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Cipla Asks UNITAID To Address All
Related Issues To Make 'Patent Pool'

Workable & Realistic

January 27, 2010, Pharmabiz
http://www.pharmabiz.com/article/detnews.asp?articleid
=53713

Indian pharma major Cipla has expressed apprehensions on
achieving the goal of the UNITAID's patent pool initiative,
which was recently created for HIV/AIDS drugs, unless and
until the terms and reference, objectives and all issues of
patent pool are spelt out clearly.

“We are convinced that the patent pool will not benefit
anyone unless the UNITAID spells out in unambiguous
terms the names of all the participating countries, royalty
terms and the mechanism to ensure that only meaningful
and workable valid patents are included in the patent
pool, etc”, Cipla in a letter to the UNITAID said.

Sanofi Won't Fall From Lovenox Patent

Cliff

January 27, 2010, Fierce Pharma
http://www.fiercepharma.com/story/sanofi-wont-fall-
lovenox-patent-cliff/2010-01-
27?utm_medium=nl&utm_source=internal

You know those movie scenes in which our hero is moving
downriver in a boat, only to suddenly happen upon an
enormous waterfall? We have to watch while the hero
frantically paddles upstream or makes for the nearest
bank--or falls over the edge, limbs flailing in the void.
Well, that's not what's going to happen to Sanofi-Aventis.

So says CEO Chris Viehbacher, who told Reuters that its
anti-clotting med Lovenox may be falling off the patent
cliff soon, but Sanofi has already been planning for an
alternate route downstream. "It will have a hit on sales
but for us [Lovenox] is not a growth platform for the
future,” Viehbacher said on the sidelines of the World
Economic Forum in Davos. "[W]e essentially built into our
2013 guidance the appearance of a non-substitutable
generic. If there weren't a generic ... it would be an
upside for the business.”

European Antitrust Probe Focuses On

Patent Settlements
January 15, 2010, SCRIP

The European Commission is now homing in on patent
settlements concluded between originator and generics
firms as part of its antitrust investigation.

The “monitoring exercise” is focusing chiefly on
agreements involving originator firms paying off generic

competitors in exchange for the delayed market entry of a
generic drug, said the commission in a statement.

GlaxoSmithKline, Sanofi-Aventis and AstraZeneca
confirmed to Scrip that they had received requests for
information from the EC. AstraZeneca says it is “confident
that its agreements comply with the law and benefit
consumers, the settlement parties and society at large.”
Meanwhile, GSK says it will supply all the relevant
information. Generics companies have also been targeted.

Teva Withdraws US Challenge To Merck

& Co’s Singulair Patent
January 15, 2010, SCRIP

Teva Pharmaceutical Industries has withdrawn its appeal
of a US district court ruling from last summer that upheld
Merck & Co’s compound patent on its top-selling asthma
drug, Singulair (montelukast sodium), according to court
documents. Merck is expected to maintain a hold on its
franchise in the US until 2012.

In August, a federal judge in the US District Court for the
District of New Jersey upheld the validity of the compound
patent (the ’473 patent), and ruled that Teva had to
refrain from marketing its version until August 2012.

Schering-Plough Wins Approval On $165
Million Settlement
January 15, 2010, SCRIP

Schering-Plough, which was recently acquired by Merck &
Co, has won a US federal judge’s approval of a $165
million settlement to resolve investor-action lawsuits over
alleged fraudulent statements regarding Clarinex
(desloratadine).

Judge Katherine Hayden with the US District Court for the
District of New Jersey gave final approval on December
31 to the class-action settlement, which may affect as
many as 280,000 investores. “The settlement is reasonable
and fair,” the judge wrote.

Regulatory

US FDA Grants Priority Review Status To
Novartis' Oral Multiple Sclerosis Drug
Gilenia

February 24, 2010, Pharmabiz, Basel

http://www.pharmabiz.com/article/detnews.asp?articleid
=54240&sectionid=

Gilenia (FTY720, fingolimod) has been granted priority
review status by the US Food and Drug Administration
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(FDA), which accepted the regulatory submission made in
December 2009 for this medicine. Once-daily Gilenia (0.5
mg) has the potential to become the first approved oral
therapy for the treatment of multiple sclerosis (MS).

The FDA grants priority reviews for investigational
medicines that could offer significant advances beyond
current treatments or where no adequate therapy exists.
As a result of this designation, the standard 10-month FDA
review period will be reduced to six months.

FDA Approves

Megablockbuster Vax

February 24, 2010, Fierce Biotech
http://www.fiercebiotech.com/story/fda-approves-
pfizers-new-megablockbuster-vax/2010-02-
24?2utm_medium=nl&utm_source=internal

Pfizer's New

The FDA has approved Pfizer's childhood vaccine Prevnar-
13, which significantly expands the protection provided by
Prevnar 7, a global blockbuster with $3 billion in annual
sales. Analysts have pegged likely sales of Prevnar 13 at
about $5 billion in 2014.

Pfizer expects the vaccine, which has already been
approved in 32 countries, will emerge as its nhumber two
earner after Lipitor. And its interest in gaining a bigger
share of the vaccine market was a key reason behind its
$68 billion acquisition of Wyeth.

GSK Gets Positive Opinion For 2 Cancer

Medicines In European Union

February 23, 2010, Pharmabiz, London
http://www.pharmabiz.com/article/detnews.asp?articleid
=54215&sectionid=

GlaxoSmithKline (GSK) announced that the European
Medicines Agency’s Committee for Medicinal Products for
Human Use (CHMP) has issued two positive opinions in the
European Union for two of its cancer medicines.

The CHMP has issued a positive opinion for the
authorisation of a new therapeutic indication for Tykerb
(lapatinib) in the European Union. Lapatinib, in
combination with an aromatase inhibitor (Al), is indicated
for the treatment of post-menopausal women with
hormone receptor (HR)-positive, HER2 (ErbB2) over-
expressing metastatic breast cancer and for whom
chemotherapy is currently not intended. The patients in
the registration study were not previously treated with
trastuzumab or an aromatase inhibitor.

Reports Spark New Debate Over Avandia

February 22, 2010, Fierce Pharma
http://www.fiercepharma.com/story/reports-spark-new-
debate-over-avandia/2010-02-
222utm_medium=nl&utm_source=internal

Another battle is brewing over Avandia, GlaxoSmithKline's
diabetes drug, and it promises to be a big one. While the
FDA is roiled by dissent over the drug's safety, Senate
investigators have released a report accusing Glaxo of
hiding unflattering data on Avandia--even as it asserted
the drug was safe. Some in FDA are even calling for
complete withdrawal of the drug, according to internal
reports obtained by the New York Times.

The safety of Avandia has been up for debate for a few
years now, ever since an infamous meta-analysis of trial
data performed by Cleveland Clinical cardiologist Dr.
Steve Nissen. That study suggested that the drug
increased the risk of heart attack. Since then, the FDA has
issued warnings and sales have dropped, though an
advisory committee recommended--and agency decided--
to keep the drug on the market.

Novartis Gets Menveo Vaccine Approval

February 22, 2010, Fierce Biotech
http://www.fiercebiotech.com/story/novartis-gets-
menveo-vaccine-approval/2010-02-
222utm_medium=nl&utm_source=internal

The FDA has approved Novartis' Menveo vaccine for use
in 11-55 year olds to help protect against meningitis and
sepsis caused by four common vaccine-preventable
serogroups. That approval could help Novartis rake in up
to $650 million a year.

"Even with early and appropriate treatment, patients can
die from meningococcal disease, often within 24-48 hours
of onset of symptoms. Menveo achieved a higher immune
response than the other currently available vaccine, which
is very reassuring,” Keith Reisinger, MD, medical director
at Primary Physicians Research, says in a statement.

Generic-Drug Approvals Languish At FDA

February 22, 2010, Fierce Pharma
http://www.fiercepharma.com/story/generic-drug-
approvals-languish-fda/2010-02-
22?utm_medium=nl&utm_source=internal

The backlog of generic-drug applications at FDA is
growing. With increasing numbers of applications--and not
enough staff to review them--the amount of time a
potential generic waits for approval grew to 26.7 months
in 2009, up from 16.3 months back in 2005. It's an increase
that Generic Pharmaceutical Association Chair and Watson
Chief Executive Paul Bisaro calls "astonishing.”

There are 2,000 generic-drug apps awaiting action at FDA
right now, the New York Times reports. The longer they
languish without review, the longer Medicare and other
payers have to spend more on brand-name drugs. That
may be good for branded drugmakers, but not so good for
fighting fast growth in healthcare costs. As Bisaro tells the
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Times, "Those are direct tangible savings to consumers
being lost."

Anemia Drugs Get New FDA Safety Plan

February 17, 2010, Fierce Pharma
http://www.fiercepharma.com/story/anemia-drugs-get-
new-fda-safety-plan/2010-02-
172utm_medium=nl&utm_source=internal

Remember that safety plan for anemia meds that's been
forthcoming since March 2008? Well, it's finally here, after
months and months of vetting by doctors, hospitals,
specialty clinics and more--not to mention the FDA. The
plan is designed to minimize the risks of therapy with
those blockbuster blood drugs sold by Amgen and Johnson
& Johnson.

Under the plan, both companies will be required to
publicize the serious risks of their anemia drugs by
training doctors and making sure those doctors
communicate the risks to patients, the Associated Press
reports. To continue prescribing the drugs, each cancer
doctor who administers Amgen's Aranesp and Epogen and
J&J's Procrit will be required to register with the
companies.

Health Canada Approves Janssen-
Ortho's Prezista As Part Of Combo
Therapy For Children With HIV

February 11, 2010, Pharmabiz, Toronto,

Canada

http://www.pharmabiz.com/article/detnews.asp?articlei
d=54045

Tibotec, a division of Janssen-Ortho Inc, announced that
Health Canada has approved Prezista (darunavir) for use in
children with HIV between the ages of six and 18, dosed
twice daily in combination with ritonavir and other
antiretroviral agents. Prezista is a protease inhibitor that
works by blocking an enzyme critical for the growth of the
virus within the body.

According to the Public Health Agency of Canada,
approximately 500 children under the age of 15,2 and
more than 900 people between the ages of 15 and 19,3
were diagnosed with HIV in Canada between 1985 and
2008. Specifically, in 2008, there were 2,623 positive HIV
tests reported in Canada.4 Of these, 29 were in children
under the age of 15 and 60 were in people between the
ages of 15 and 19.

FDA: Risk Builds
infusions
February 8, 2010, Fierce Pharma

Up With Tysabri

http://www.fiercepharma.com/story/fda-risk-builds-
tysabri-infusions/2010-02-
08?utm_medium=nl&utm_source=internal

FDA sent out a new Tysabri warning Friday, one
emphasizing that the risk of a rare brain infection
increases as treatment continues. Biogen Idec, which
markets the multiple sclerosis drug, said the FDA's
warning--and revision of Tysabri's labeling--was not
new. "Either it was included as part of our last label
update or it was information that we are making available
on a monthly basis,” a spokeswoman told Reuters.

In any case, the FDA's statement points out that the
overall risk of a Tysabri patient acquiring progressive
multifocal leukoencephalopathy is still within the ratio
that's been on the drug's label for a while. What's different
is the addition of numbers for PML risk by the number of
Tysabri infusions received by a patient, broken down for
patients in the U.S. and outside the country.

India To Seek Time-Bound Japanese

Nod For Pharma Products

February 7, 2010, Hindu Business Line
http://www.thehindubusinessline.com/2010/02/07/storie
s/2010020752510300.htm

India would raise its demand for a quick and time-bound
approval for its pharmaceutical products as well as
registration of its drug companies in Japan when both the
countries meet in March for talks on the proposed
Comprehensive Economic Partnership Agreement (CEPA).
One of the main issues holding up the conclusion of the
CEPA, even after over 12 meetings of the Joint Task
Force, is the one on pharma products, especially generic
drugs exports from India to Japan. The Japanese pharma
market is worth over $60 billion.

India initially sought an automatic approval of all its US
Food and Drug Administration approved pharma items and
drug companies. But Japan refused and instead insisted on
approvals by its own agency. India has now agreed to this,
but has demanded time-bound approvals. India wants
Japan to reduce the time for approvals from over seven
years to a few months.

US FDA Approves Victoza for Type 2

Diabetes
February 5, 2010, SCRIP

The US FDA has after some delay approved Novo Nordisk’s
Victoza (liraglutide) for the treatment of type 2 diabetes
in adults. It did not, however, approve the drug for first-
line usage, and has placed a “Black box” warning on its
label about the risk of thyroid tumours.

Novo Nordisk says that its therapy, which is the second
GLP-1 analogue to be approved in the US, will be made
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available within weeks. It will be priced at around $8 a
day.

Millions of Counterfeit Drug Pills Seized
in Asia
February 5, 2010, SCRIP

Some 20 million fake and illegal medicine pills were seized
in eight Asian countries, with at least 33 arrests and the
closure of more than 100 pharmacies and illegal drug
outlets, Interpol, the international police organisation,
said on January 27",

Data on the scale of the global trade in counterfeit
medicines are scant, but a report last year put it at
around $75 billion for 2010. The bulk of the trade affects
developing countries (10-30% of drugs) rather than rich
countries (around 1%).

US FDA Seeks US$ 4.03 Bn From
President’s Fiscal Year 2011 Budget To

Promote & Protect Public Health System

February 3, 2010, Pharmabiz, Maryland
http://www.pharmabiz.com/article/detnews.asp?articleid
=53833&sectionid=

The US Food and Drug Administration is requesting USS
4.03 billion to promote and protect public health as part
of the President’s fiscal year 2011 budget - a 23 per cent
increase over the agency’s current USS 3.28 billion
budget. The FY 2011 request, which covers the period of
October 1, 2010, through September 30, 2011, includes
increases of USS 146 million in budget authority and USS
601 million in industry user fees.

“The FY 2011 resources will strengthen our ability to act
as a strong and smart regulator, protecting Americans
through every stage of life, many times each day,” said
FDA Commissioner Margaret A. Hamburg, M.D. “This
budget supports the ability for patients and families to
realize the benefits of science that are yielding
revolutionary advances in the life and biomedical
sciences.”

Allergan Gets US FDA Nod For Juvederm

XC Dermal Filler Formulated With
Lidocaine
February 3, 2010, Pharmabiz, Irvine,
California

http://www.pharmabiz.com/article/detnews.asp?articleid
=53831&sectionid=

Allergan, Inc announced the US Food and Drug
Administration's (FDA) approval of Juvederm XC, a new
formulation of the currently US FDA-approved Juvederm
dermal filler and the latest advancement in hyaluronic

acid (HA) dermal fillers. Allergan's new Juvederm
formulation contains the local anaesthetic lidocaine to
provide patients with enhanced comfort during treatment
of moderate to severe facial wrinkles and folds, such as
the nasolabial folds (or "parentheses”) that appear around
the nose and mouth. Juvederm is the first and only
hyaluronic acid dermal filler approved by the US FDA to
last up to one year from initial treatment and number-one
selling hyaluronic acid dermal filler.

"As the global leader in medical aesthetics, Allergan is
committed to providing the latest scientific advancements
in facial aesthetic products to meet patients’ demands and
further optimize their experiences,” said Robert Grant,
Allergan’'s corporate vice president and president, Allergan
Medical. "We lead innovation in the dermal filler category
with the first and only smooth-consistency gel hyaluronic
acid dermal filler approved by the US FDA to last up to a
year. Now we have added lidocaine to Juvederm to
provide the same smooth, long-lasting result, but with
additional comfort for patients.”

Teva Submits Biosimilar To Amgen

Blockbuster For FDA Approval

February 2, 2010, Fierce Biotech
http://www.fiercebiotech.com/story/teva-submits-
biosimilar-amgen-blockbuster-fda-approval/2010-02-
02?2utm_medium=nl&utm_source=internal

With no regulatory pathway in existence for biosimilars,
Teva is taking its copycat version of Amgen's Neupogen
straight to the FDA with a Biologics License Application.
And the agency accepted the BLA, which seeks approval to
market the white blood cell booster as Neutroval.

Teva's biologic, XM02, is already sold in Europe, where
regulators have established an approval pathway for
generic copies of biologics. The therapy is designed to
boost the white blood cell count of patients undergoing
chemotherapy, which commonly triggers severe
neutropenia. Amgen reported worldwide 2009 sales of
$4.64 billion for Neupogen, a mainstay blockbuster for the
world's biggest independent biotech company.

US FDA Approval For Expanded Use Of

GSK's Breast Cancer Drug Tykerb

February 1, 2010, Pharmabiz, London
http://www.pharmabiz.com/article/detnews.asp?articleid
=53802&sectionid=

GlaxoSmithKline announced that the US Food and Drug
Administration (FDA) has granted accelerated approval for
a new combination regimen using Tykerb (lapatinib) as a
first-line, all-oral treatment for women with metastatic
breast cancer.

Tykerb is now indicated in combination with letrozole for
the treatment of postmenopausal women with hormone
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Roche And Privately Held Anaptysbio
Have Agreed To Develop Antibody

Therapeutics
January 22, 2010, SCRIP

Roche and privately held AnaptysBio have agreed to
develop antibody therapeutics using the smaller firm’s
proprietary somatic hypermutation platform. AnaptysBio,
which was founded in 2005, will be responsible for
generating novel antibodies, while Roche has the
worldwide licence to develop and commercialise any
antibodies optimized by the US firm.

Banyu, Merck & Co’s Has

Recruiting For A Phase Il Trial
January 22, 2010, SCRIP

Begun

Banyu, Merck & Co’s Japanese subsidiary, has begun
recruiting for a Phase Il trial with ridaforolimus (MK-8669),
marking a step forward in the local development
programme for the anticancer. The study is investigating
the oral small molecule inhibitor of the mTOR (mammalian
target of rapamycin) protein as maintenance therapy in
metastatic bone or soft-tissue sarcoma patients.

Novo Nordisk And The Swedish
University Consortium Combine Have

Entered Into A Research Collaboration
January 15, 2010, SCRIP

Novo Nordisk and the Swedish university consortium
Combine have entered into a research collaboration to
develop novel therapies for the treatment of autoimmune
diseases. Under the agreement, Novo Nordisk will work
with scientists from the six universities that make up the
consortium to develop a better understanding of how the
immune system responds in patients with autoimmune
diseases.

Mergers &
Acquisitions/Collabo
rations

Biogen Idec, Swedish Orphan Biovitrum
Amend Haemophilia Partnership

Agreement
February 22, 2010, Pharmabiz, Cambridge

http://www.pharmabiz.com/article/detnews.asp?articleid
=54199&sectionid=14

Biogen Idec and Swedish Orphan Biovitrum have
restructured the collaboration agreement for the
companies' long-acting, recombinant Factor VIl Fc fusion
protein (rFVIIIFc) in haemophilia A patients and the
recombinant Factor IX Fc fusion protein (rFIXFc) in
haemophilia B patients.

Under the amended agreement, Biogen Idec will assume
full development responsibilities and costs, as well as
manufacturing rights for the rFVIIIFc and rFIXFc programs.
Biogen Idec also gains marketing responsibility for the
rest-of-world territories that had previously been shared
between the two companies, in addition to its existing
commercial rights in North America. Swedish Orphan
Biovitrum will retain commercial rights in Europe, Russia,
Turkey and the Middle East. The cross-royalty rate has
been reduced for both companies. The royalty rates will
be further adjusted until Biogen Idec's increased costs are
reimbursed.

Astrazeneca, Rigel Pharma  Sign
Worldwide Licensing Pact To Develop &

Commercialise Fostamatinib Disodium

February 17, 2010, Pharmabiz, London
http://www.pharmabiz.com/article/detnews.asp?articlei
d=54134&sectionid =

AstraZeneca and Rigel Pharmaceuticals announced an
exclusive worldwide license agreement for the global
development and commercialisation of fostamatinib
disodium (R788), Rigel's late-stage investigational product
for rheumatoid arthritis (RA) and additional indications.
Fostamatinib  disodium, which has completed a
comprehensive phase-ll programme, is the furthest
developed oral Spleen Tyrosine Kinase (Syk) inhibitor
being evaluated for RA. Inhibiting Syk is thought to block
the intracellular signalling of various immune cells
implicated in the destruction of bone and cartilage which
is characteristic of RA.

RA is a systemic autoimmune inflammatory disease, which
causes damage to the joints and other organs, affecting
approximately one in 100 people. It is a major cause of
disability and it is also associated with reduced life
expectancy, especially if not adequately treated. Despite
current treatment options, many patients still experience
pain, worsening of joint destruction and disability, so new
treatment options are needed. The RA market was
estimated to be approximately US$ 13bn globally in 2009,
having grown from USS 1.3bn in 1998.
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Abbott completes acquisition of Solvay
Pharmaceuticals
February 16, 2010, Pharmabiz, Abbott Park,

lllinois
http://pharmabiz.com/article/detnews.asp?articleid=541
22&sectionid=14

Abbott has completed its EUR 4.5 billion ($6.2 billion)
acquisition of Belgium-based Solvay Pharmaceuticals,
providing Abbott with a large and complementary
portfolio of pharmaceutical products and expanding
Abbott's presence in key global emerging markets. Abbott
expects the acquisition to add approximately $2.9 billion
to its 2010 total reported sales, the majority outside the
US, and add approximately $500 million to Abbott's annual
pharmaceutical R&D investment.

"The acquisition of Solvay Pharmaceuticals is a key part of
Abbott's strategy to bolster our presence in key markets
and deliver sustainable, industry-leading growth,” said
Miles D. White, chairman and chief executive officer,
Abbott. "In addition to taking both Abbott and Solvay
products into new and expanding markets, the acquisition
enhances our R&D investment, providing Abbott with the
opportunity to drive future pharmaceutical growth.

Prometheus Acquires

Proleukin from Novartis
February 5, 2010, SCRIP

US Rights to

Prometheus Laboratories has acquired exclusive rights to
commercialise Novartis’s Proleukin (aldesleukin) in the US.
Proleukin is a recombinant human interleukin - 2 for the
treatment of adults with metastatic melanoma and
metastatic kidney cancer.

Proleukin’s net sales last year were around $75 million in
its only market, the US, where it has been approved in
these indications for more than 10 years. Novartis
acquired the product through its 2006 buy-out of Chiron.

Merger Costs Weigh On Pfizer, Roche

February 3, 2010, Fierce Pharma
http://www.fiercepharma.com/story/merger-costs-
weigh-pfizer-roche/2010-02-
03?utm_medium=nl&utm_source=internal

Megamergers can be a drag ... on initial earnings, that is.
Both Pfizer and Roche, which last year snapped up Wyeth
and Genentech, respectively, saw their latest earnings
suffer on expenses from those deals. In Pfizer's case,
however, the earnings growth it did post was due to cost-

cutting, which presumably includes cuts related to the
Wyeth buyout. The buyout was expected to lead to 19,500
cut jobs and various closures of manufacturing plants and
R&D facilities.

Some layoffs actually were announced during the fourth
quarter. And Q4 earnings came in more than double the
same period of 2008 because of one-time charges levied
against last year's earnings--namely that $2.3 billion
Bextra settlement. This year's adjusted results fell a penny
short of Wall Street Journal analysts' estimates, two cents
short at Bloomberg.

Glaxo Inks $330M Pact For Apeiron Lung

Drug

February 3, 2010, Fierce Biotech
http://www.fiercebiotech.com/story/glaxo-inks-330m-
pact-apeiron-lung-drug/2010-02-
03?utm_medium=nl&utm_source=internal

GlaxoSmithKline is willing to wager up to $330 million on
an early-stage lung disease drug in Apeiron Biologics'
pipeline. The Austrian biotech struck the deal on APNO1,
an enzyme biotherapeutic currently in Phase |
development for acute respiratory distress syndrome.

Glaxo--which has a big focus on lung drugs--gets the
exclusive rights to the drug in exchange for 12.7 million
euros ($17.7 million) in cash and an equity investment.
Milestone payments reach up to 239 million euros, or
roughly $330 million. The disease has a mortality rate of
30 percent to 50 percent, and there is no approved
therapy to treat it.

Pfizer Eyes Tie-Ups With Japan Firms

February 2, 2010, Financial Express
http://www.thefinancialexpress-
bd.com/more.php?news_id=91228

US pharmaceutical giant Pfizer Inc may tie up with one or
more generic drug makers in Japan as it targets demand in
the growing market, which it plans to enter after 2010, an
executive at its Japan unit said. Hiroshi Matsumori,
corporate officer at Pfizer Japan, told the reporter in an
interview that Pfizer would capitalise on its brand name
and business expertise in Japan to compete with rivals
such as Israel's Teva Pharmaceutical Industries.

Japan's government is promoting greater use of generic
drugs to help lower spending on healthcare as the
population ages, prompting firms like Pfizer and Teva, the
world's No 1 generic drug maker, to enter a market seen
growing to around $5 billion next year.
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Quintiles Ties Up With Movetis To
Market Chronic Constipation Therapy

Resolor In UK & Germany
February 1, 2010, Pharmabiz,

Triangle Park, NC
http://www.pharmabiz.com/article/detnews.asp?articleid
=53797&sectionid=

Research

Quintiles announced a strategic alliance with Movetis NV
for commercialization of its new product, Resolor
(prucalopride), in the UK and Germany. Under the
alliance, Quintiles will execute a comprehensive
commercial sales effort for the product launch and
provide additional services in consulting, market access,
market intelligence and analytics, regulatory and post-
marketing pharmacovigilance. The agreement is expected
to be extended later this year to cover other selected
European countries.

Movetis is a European specialty pharmaceutical company
focused on the discovery, development and
commercialization of proprietary and innovative drugs for
the treatment of diseases in the gastrointestinal (Gl) area.
Movetis obtained approval for the commercialization of
Resolor in the European Economic Area for the
symptomatic treatment of chronic constipation for women
in whom laxatives fail to provide adequate relief.

Sanofi Pasteur Has Acquired The
Worldwide Rights To Kalobios

Pharmaceuticals
January 22, 2010, SCRIP

Sanofi Pasteur has acquired the worldwide rights to
KaloBios Pharmaceuticals’ “humaneered” antibody
fragment for the treatment and prevention of
Pseudomonas aeruginosa infections.

Glaxosmithkline Is Paying A £35 Million

Option Exercise Fee
January 22, 2010, SCRIP

GlaxoSmithKline is paying a £35 million option exercise fee
to ChemoCentryx for an exclusive licence to develop
further and globally commercialise Traficet-EN (CCX282-
B), an oral antagonist of the CCR9 chemokine receptor for
the treatment of inflammatory bowel diseases, including
Crohn’s disease.

Novartis And Proteus Sign Deal
January 22, 2010, SCRIP

Novartis and Proteus Biomedical will collaborate on the
development and commercialisation of pharmaceuticals
that use Proteus’s sensor-based technology in organ

transplantation. Novartis will make upfront cash and
equity investments of $24 million in Proteus for the option
to candidates developed in cardiovascular and oncology as
well as the use of Proteus’s technology in the
development of other pharmaceuticals. Proteus will also
receive royalties on worldwide sales.

Daiichi Sankyo Moved Further Into The

Generics Acquisition
January 15, 2010, SCRIP

Daiichi Sankyo has moved further into the generics space
through the acquisition of 100% of the privately held US
injectables firm PharmaForce. The deal was routed
through the Japanese firm’s wholly owned US subsidiary
Luitpold Pharmaceuticals, for financial terms which were
not disclosed. The transaction has already received US
antitrust clearance.

Eisai Completes Acquisition Of Akarx
January 15, 2010, SCRIP

Eisai has completed the acquisition of AkaRx for $255
million, in a move which will give it sole worldwide rights
to the US firm’s thrombocytopenia drug AKR-501.

The transaction, first announced last month, was routed
through the Japanese firm’s US subsidiary, which now
wholly owns New Jersey-based AkaRx. MGI Pharma,
purchased by Eisai in 2008, had acquired an option to
acquire AkaRx for the same price as part of a 2007
licensing deal for AKR-501.

Ensemble And Pfizer Sign Deal
January 15, 2010, SCRIP

Ensemble Discovery of the US and Pfizer have signed an
agreement to use Ensemble’s drug discovery platforms and
ensemblin compound libraries to discover and advance
drug candidates. Pfizer will pay Ensemble an undisclosed
up-front amount as well as research payments, and will
have the right to develop and commercialise any products
that result from the deal. Ensemble will also receive
development milestones and royalties based on global
sales of any commercialised products.

The agreement’s goal is to develop ensemblins, which are
oral drugs designed to address disease targets that cannot
be modulated effectively by traditional small-molecule
pharmaceuticals, against therapeutic targets particularly
those involving protein-protein interactions.
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Pricing

AZ Settles U.K. Tax Dispute For $783M

February 23, 2010, Fierce Pharma
http://www.fiercepharma.com/story/AZ-settles-u-k-tax-
dispute-783m/2010-02-
232utm_medium=nl&utm_source=internal

AstraZeneca has settled a longstanding tax dispute with
U.K. authorities, promising to pay 505 million pounds, or
$783 million. The main issue: Transfer pricing that
affected more than 15 years of tax bills. Transfer pricing
is a big deal in Big Pharma because of the global nature of
the industry. Companies have to come up with various
internal rates to charge one another when units in
different countries transact business.

After negotiating with the U.K. government, AstraZeneca
has agreed to pay 350 million pounds, or almost $540
million, next month. The remaining payment of 155
million pounds will be due in March 2011. A lot of money,
yes, but it could have been worse. In fact, the company
expected it to be worse. It's boosting its earnings forecast
as a result: to $5.90 to $6.30 per share, up from $5.75 to
$6.15.

Which Drugs Get The Most-Expensive
Crown?

February 22, 2010, Fierce Pharma
http://www.fiercepharma.com/story/which-drugs-get-
most-expensive-crown/2010-02-
22?2utm_medium=nl&utm_source=internal

If you wonder why Big Pharma is so interested in drugs for
rare diseases, here's a possibility: High prices. In fact, a
new Forbes survey finds that the cost of meds targeted to
small groups of patients with serious genetic disorders
dwarfs the prices of drugs for more common maladies,
even cancer. The nine most expensive drugs in the world
are all rare-disease treatments, it found.

While cancer meds can run into the tens of thousands for
a year of treatment, these niche meds can climb to the
hundreds of thousands. Witness the most expensive drug
in the world, Alexion Pharmaceuticals’ Soliris. It's a
monoclonal antibody for  paroxysymal nocturnal
hemoglobinuria, which affects some 8,000 people in the
U.S. Price, according to Forbes: $409,500. Three other
drugs run more than $350,000 per year.

Pfizer Launches

Discounts
February 8, 2010, Fierce Pharma

Emerging-Markets

http://www.fiercepharma.com/story/pfizer-launches-
emerging-markets-discounts/2010-02-
08?utm_medium=nl&utm_source=internal

In a bid to make it easier for emerging-markets customers
to buy its drugs, Pfizer has launched an discount-card
system that offers price cuts of up to 50 percent. The
company is unveiling the program in Russia this month,
looking to attract 500,000 patients over the next year or
so. And it's aiming for fast-growing card programs in
Mexico, Brazil and Venezuela, too.

Like the price breaks instituted by other companies in
emerging markets--notably GlaxoSmithKline and Sanofi-
Aventis--the aim of these is to boost the number of scrips
in a big way in hopes of making more money by bringing in
less from each patient.

GSK Expected to Follow AZ in Cost-

cutting Agenda
February 5, 2010, SCRIP

GlaxoSmithKline is expected to reveal more than 3,000 job
cuts as part of a restructuring to be announced in its
forthcoming annual results later this week. The company
will reduce investment in some disease areas and develop
its non-core pharmaceutical business, according to UK
press reports.

The plan, which was expected to be detailed this week,
will come days after its restructuring intended to save
almost $3 billion at the cost of 8,000 jobs. GSK declined to
comment on the developments.

Contracting Practices Create Mass

Hospital Pricing Disparities

February 1, 2010, Fierce Healthcare
http://www.fiercehealthcare.com/story/contracting-
practices-create-mass-hospital-pricing-disparities/2010-
02-01?utm_medium=nl&utm_source=internal

Contracting practices that "reinforce and perpetuate
disparities in pricing" have created problems in the
commercial healthcare marketplace in Massachusetts,
raising concerns that existing systemic disparities in
reimbursement may, over time, create a provider
marketplace dominated by very expensive 'haves' as the
lower and more moderately priced 'have nots' are forced
to close or consolidate with higher paid systems,” says a
preliminary report from the Office of Inspector General
Martha Coakley.

Health insurers paid Massachusetts hospitals within the
same geographic area significantly different prices for
similar services. These pricing variations cannot be
explained by: quality of care, the complexity of patient
populations, whether hospitals are caring for heavy
Medicare or Medicaid populations, or whether the hospital
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is a teaching or research facility, according to the report.
Differences in hospital costs for delivering services also
can't explain the pricing differences.

PhRMA Attacks US GAO Report On Price
Hikes
January 22, 2010, SCRIP

After a 2008 congressional hearing drew attention to the
escalated prices of certain brand-name drugs used to treat
rare diseases, the US Government Accountability Office
(GAO) was asked to review “extraordinary” price increases
- a price increase of 100% or more at a single point in
time. A report has now been put forward outlining how
certain medicines (not just orphan drugs) have had huge
price hikes from 2000-08, due to a variety of factors.
However, PhRMA quickly issued a statement alleging that
the report focused on a small number of medicines rather
than the entire prescription drug market and that the
overall growth in drug spending has been slowing.

More Medicines Come Under Reference
Pricing In Spain
January 22, 2010, SCRIP

The Spanish health ministry has published a new order
that creates around 20 new reference pricing groups,
affecting the same number of active ingredients. This,
along with other measures detailed in the order, should
save around €500 million each year.

In Spain, reimbursed medicines with the same active
ingredient and mode of administration, and which have at
least one generic competitor, must from a reference
pricing group. The reference prices and the groups subject
to the system must be uploaded at least every year,
according to royal decree 1338 of 2006

Trade & Others

Pharma Aims Its Brands At Emerging

Markets

February 16, 2010, Fierce Pharma
http://www.fiercepharma.com/story/pharma-aims-its-
brands-emerging-markets/2010-02-
162utm_medium=nl&utm_source=internal

Here's a new twist to Big Pharma's strategies for emerging
markets. Remember that tiered-pricing model companies
have been talking about? Well, apparently the tiers
include a.) Branded off-patent meds; b.) Generics
emblazoned with Big Pharma names; and c.) Locally
known brands owned or licensed by those Big Pharmas.

The idea is to differentiate Big Pharma-backed meds from
commodity generics--and get a higher price for
recognizable names. Just take GlaxoSmithKline's deal with
India's Dr Reddy's: The Indian company's products are
subject to Glaxo's quality control checks, the New York
Times reports, and eventually will get a GSK logo. "We are
able to create different tiers of products at prices they
haven't previously seen with our stamp of approval,” CEO
Andrew Witty told the paper.

Ranbaxy To Sell Original Drugs In Mexico

February 11, 2010, The Economic Times
http://lite.epaper.timesofindia.com/getpage.aspx?pageid
=8&pagesize=Gedid=ET&edlabel=ETM&mydateHid=11-02-
2010&pubname=Economic+Times+-
+Chennai&edname=Mumbai&publabel=ET

DAIICHI Sankyo said its Indian arm Ranbaxy Laboratories
will start selling its original products in Mexico as part of
its strategy to leverage Ranbaxys global marketing
presence. Daiichi Sankyo and Ranbaxy Mexico will sell
Olmesartan medoxomil an antihypertensive drug of Daiichi
Sankyo and Prasugrel an antiplatelet co-developed by
Daiichi Sankyo and Eli Lilly in Mexico . Prasugrel will be
co-promoted by US-drugmaker Eli Lillys affiliate in Mexico,
a Ranbaxy release said.

Olmesartan medoxomil is expected to be launched by year
end, while Prasugrel will hit the market next year. Last
year, Ranbaxy had created a business unit Daiichi Sankyo
Division within Ranbaxys Mexican subsidiary for the
initiative, besides announcing its plan to sell Olmesartan
Medoxomil in six African countries.

UCB Plans To Exit Primary Care Market

In The US
February 2,
Belgium
http://www.pharmabiz.com/article/detnews.asp?articleid
=53814&sectionid=

2010, Pharmabiz, Brussels,

UCB plans to accelerate its US transition to a purely
specialty-focused biopharmaceutical company and will
exit the primary care market in the US, effective 1 March
2010. This strategic decision impacts the reported 2009
net profit with one-time restructuring charges, while
freeing more resources for core products. This transition is
part of the company's long-term strategy to become the
patient-centric global biopharmaceutical leader focused
on immunology and neurology.

"Following the successful US launches of our core products
Cimzia (certolizumab pegol) and Vimpat (lacosamide) and
awaiting US FDA approval for the US launch of Neupro
(rotigotine transdermal patch), we are focusing the
resources of the total US organisation and strengthening
the foundation for the company's focus on immunology and
neurology. After the exit of the primary care market in
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most of Western Europe 18 months ago, UCB will now exit
the US primary care market, and focus its resources on
providing solutions to patients who suffer from severe
diseases with Cimzia, Vimpat as well as prepare for
Neupro,” said Roch Doliveux, UCB's chief executive officer.

Claris Aims For More Generics-Supply

Deals

January 27, 2010, Fierce Pharma
http://www.fiercepharma.com/story/claris-aims-more-
generics-supply-deals/2010-01-
27?utm_medium=nl&utm_source=internal

India's Claris Life Sciences is looking for more deals.
According to the Business Standard, the injectable-drug
maker that inked a supply arrangement with Pfizer
recently is on the prowl for more multinationals to buy its
off-patent wares. It's in discussions with three other "big
companies” for supply pacts similar to Pfizer's, the
Standard reports.

So confident is Claris that it will be able to corral one or
two more such deals that it's talking about an IPO to fund
expansion--and planning to build two more factories to
meet the increased demand. We hope such contract
manufacturing and licensing deals will contribute to about
30 per cent of our turnover within the next two years,"
CEO Arjun Handa tells the newspaper. "We have done over
1,400 registrations for products in 76 countries.”

Pfizer Continues To Move Deeper Into

The Generics Space
January 15, 2010, SCRIP

Pfizer continues to move deeper into the generics space,
this time through an alliance with India’s Strides Arcolab
for 40 off-patent drugs in the injectables are. Under the
collaboration, Pfizer will commercialse off-patent sterile
injectable and oral products in the US through its
established products business unit. The products will be
licensed and supplied by Strides, Onco Laboratories and
Onco Therapies

Russia Remains A Promising Market
January 15, 2010, SCRIP

Russia remains a promising market for suppliers of
pharmaceuticals, medical devices and equipment, even in
the current uncertain economic environment, says a new
report from Frost & Sullivan entitled Overview of
Pharmaceutical and Medical Devices Industry in Russia and
CIS.

Nine-Month Pharmacy Sales In Ukraine

Grew By Value, But Volume Fell
January 15, 2010, SCRIP

Pharmacy sales in Ukraine grew by 22% to Hr11.4 billion
($1.4 billion) in the first nine months of last year, but the
number of packs sold fell by 14% to 764.9 million,
accordingly to the Kiev-based weekly, Apteka. Its analysts
believe that this was a good result, taking into account
the economic decline in the country. Imports of finished
pharmaceuticals increased by 22% to Hr9.7 billion, but
their value calculated in US dollars fell by 22% to $1.2
billion. The imports volume also declined - by almost 30%.

Animal Health

Japan: Pfizer Animal Health’s Improvac
For Pigs Gets Approval 08 Feb 2010

February 8, 2010, Pig Progress.net
http://www.pigprogress.net/news/japan-pfizer-animal-
health%E2%80%99s-improvac-for-pigs-gets-approval-
id3909.html

Pfizer Animal Health today announced it will begin to
expand Japanese veterinary experience with Improvac®,
Pfizer’s successful pork production technology embraced
by pig farmers in other countries for more than 10 years.
The Japanese Ministry of Agriculture Forestry and Fishery
(JMAFF) has approved Improvac as safe and effective for
use by veterinarians in pigs throughout Japan.

“In the months ahead, the experience gained with
Improvac by a group of veterinarians and swine producers
will enable Pfizer to support veterinarians throughout the
country more effectively when Improvac becomes more
widely available for prescription in late 2010,” said
Yukihiro Takemoto, Livestock Business Unit Director,
Pfizer Animal Health, Japan.

Biotechnology

Biocon  Signed Memorandum  Of
Understanding With Malaysia’s

Biotechnology Corporation
February 5, 2010, SCRIP

Biocon has signed a Memorandum of Understanding with
Malaysia’s Biotechnology Corporation (BiotechCorp) to
explore both tie-ups and potential investments in the
biotechnology segment there.
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Malaria Vaccine Proves Promising In Mali

Trial

February 4, 2010, Fierce Vaccines
http://www.fiercevaccines.com/story/malaria-vaccine-
proves-promising-mali-trial/2010-02-
04?utm_medium=nl&utm_source=internal

An experimental malaria vaccine originally developed by
GlaxoSmithKline and the U.S. Army has produced dramatic
results in an early-stage trial in Mali. Researchers
recruited 100 children who are between 1 and 6 years old
for the trial and found that the jab provided the same
kind of immunity as lifelong exposure to the disease. The
children’'s immune response jumped 100-fold.

"These findings imply that we may have achieved our goal
of using a vaccine to reproduce the natural protective
immunity that normally takes years of intense exposure to
malaria to develop,” says Christopher Plowe, professor and
chief of the malaria section at the Center for Vaccine
Development at the University of Maryland's school of
medicine, and a lead author of the study.

PATH Pays FDA For Vax Development

February 3, 2010, Fierce Vaccines
http://www.fiercevaccines.com/story/path-pays-fda-vax-
development/2010-02-
03?utm_medium=nl&utm_source=internal

The nonprofit group PATH is seeking help from the FDA to
develop a vaccine against diseases caused by the
Streptococcus pneumoniae bacteria, which kills almost 1
million children each year. And the group is willing to pay
$480,000 for the agency's expertise.

The collaborative project, which is expected to run for
two years, is being conducted under the Cooperative
Research and Development Agreement program. Under the
agreement, PATH will help the FDA obtain materials
needed for the agency to develop the conjugate vaccine
technology. The group then will pay the agency for the
development of both the conjugation technology and
certain tests, according to an FDA statement.

WHO Receives US$ 10 Bn Support From
Bill & Melinda Gates Foundation To

Accelerate Global Vaccine Efforts

February 2, 2010, Pharmabiz, Geneva
http://www.pharmabiz.com/article/detnews.asp?articleid
=53815&sectionid=

World Health Organisation (WHO) welcomes the Bill &
Melinda Gates Foundation pledge of USS 10 billion over
the next ten years to accelerate global vaccine efforts.

"The Gates Foundation’s commitment to vaccines is
unprecedented, but needs to be matched by
unprecedented action. It’s absolutely crucial that both

governments and the private sector step up efforts to
provide life-saving vaccines to children who need them
most," said Dr Margaret Chan, WHO director-general.

First Biosimilar Epoetin Secures EU

Recommendation

February 2010, PharmaJob, Pharma News
http://www.pharmajobs.co.uk/blog/index.php/2010/02/f
irst-biosimilar-epoetin-secures-eu-recommendation/

Retacrit is to become the first biosimilar of epoetin to
achieve a subcutaneous licence in renal patients. The
biosimilar, manufactured by Hospira, received a positive
opinion from the CHMP for subcutaneous (SC) use in renal
anaemia. Once approved by the European Commission
(EC), Retacrit will be the first biosimilar epoetin (EPO) for
SC and intravenous (IV) administration in the nephrology
setting.

This new recommendation supplements the existing
licence of Retacrit IV administration in renal anaemia,
plus SC administration in anaemia associated with cancer
chemotherapy. “As part of Hospira’s continued
commitment to expand biosimilar options for patients, we
are pleased that Retacrit is the first biosimilar epoetin to
get a recommendation from the CHMP for subcutaneous
administration in the nephrology setting,” said Michael
Kotsanis, Hospira’s President of Europe, Middle East and
Africa.

Is Biotech Becoming Another Big

Pharma?

January 29, 2010, Fierce Biotech
http://www.fiercebiotech.com/story/biotech-becoming-
another-big-pharma/2010-01-
29?utm_medium=nl&utm_source=internal

The Wall Street Journal takes a close look at the
maturation of the biotech industry, from the heady days
of the early 2000s when it seemed the sky was the limit,
to the return of reality as stock prices dropped and
established biotechs began to wrestle with many of the
problems once reserved for Big Pharma. "Has biotech
grown into another big pharma?” asks the WSJ's John
Jannarone. "As biotech firms expand, many face the same
difficulty developing new drugs that has stifled revenue
for pharmaceutical companies.”

Take Genzyme, which has made $6.3 billion in acquisitions
in the last decade. Those deals have been slow to add to
the company's bottom line. And while Biogen has made
major investments in its pipeline, its annual revenue
growth is expected to grow only 6 percent between now
and 2013.
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Medical Diagnostics /
Devices

Pfizer, Dxs Enter Pact To Develop
Companion Diagnostic Test Kit For Brain
Tumour Patients

February 6, 2010, Pharmabiz,

England
http://www.pharmabiz.com/article/detnews.asp?articlei
d=53890

Manchester,

Pfizer Inc. and DxS (a wholly owned subsidiary of Qiagen
N.V.) announced that they have entered into an
agreement to develop a companion diagnostic test kit for
PF-04948568 (CDX-110), an immunotherapy vaccine in
development for the treatment of glioblastoma
multiforme (GBM). Financial terms of the diagnostic
agreement have not been disclosed.

On April 16, 2008, Pfizer and Celldex Therapeutics, Inc.
entered into an agreement to grant Pfizer an exclusive
worldwide license to PF-04948568 (CDX-110) which is
currently in phase 2 clinical development for the
treatment of newly diagnosed GBM.

New Appointments

Mrs. Zsuzsanna Jakab, WHO Regional

Director For Europe
February 5, 2010, SCRIP

The World Health Organisation (WHO) has made one new
and one renewed appointment to its executive board:
Zsuzsanna Jakab has been named WHO regional director
for Europe, while Dr. Luis Gomes Sambo has been re-
appointed WHO regional director for Africa. Mrs. Jakab,
who was previously director of the European Centre for
Disease Prevention and Control, succeeds, Dr, Marc
Danzon, who has served as European regional director for
the past 10 years. Dr. Sambo first took the role as
regional director for Africa in 2005; before that he held a
number of health based roles in Angola, including vice
minister of health, director for health service in the
Cabinda province and director of international co-
operation at the ministry of health in Luanda.

Andrew Witty To Represent European

Pharma Industry
January 15, 2010, SCRIP

Andrew Witty, CEO of GlaxoSmithKline, is now
representing Europe’s research based pharmaceutical
industry as the new president of the European Federation
of Pharmaceutical Industries and Associations (EFPIA)

Mr. Witty, formerly one the federation’s vice-presidents,
took over from Arthur Higgins, CEO of Bayer, on January
1%, Mr. Higgins said last year that he would stand down as
Bayer’s CEO to “pursue other initiatives” and that he
would therefore step down as EFPIA’s president, although
his two-year tenure was due to end in the summer 2010.
As yet there is still no official date set for his departure
from Bayer.

Domestic
IPR

Bayer Drags Cipla To SC Over Anti-

Cancer Drug Patent

February 25, 2010, Financial Express
http://www.financialexpress.com/news/bayer-drags-
cipla-to-sc-over-anticancer-drug-patent/584075/

German drug major Bayer AG on Wednesday approached
the Supreme Court seeking protection for its drug Nexavar
even as Cipla's plea for marketing approval for Sorafenib,
the generic version of its kidney cancer drug, is pending
with the regulatory authorities. A Bench headed by Justice
Dalveer Bhandari has posted the matter for hearing on
February 26.

Bayer Corporation and Bayer Polychem (India) Ltd has
sought to restrain the drug regulator from granting Cipla
Ltd permission to sell generic version of Bayer's patented
anti-cancer drug Nexavar, which costs Rs 2.85 lakh for a
monthly dose of 120 tablets.
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Patent Office To Recruit 257 New
Examiners To Clear Huge Backlog Of

Applications

February 25, 2010, Pharmabiz
http://www.pharmabiz.com/article/detnews.asp?articleid
=54252&sectionid=

Faced with a huge backlog of more than 70,000 patent
applications that are in the pipeline for process and
examination in the country, the government has decided
to recruit another 257 patent examiners to expedite the
process of patent scrutiny and its disposal.

Presently, there are only 150 patent examiners to examine
the patent applications and various other processes as
against about 70,000 patent applications that are in the
pipeline for process and examination in the country. The
dwindling number of patent examiners has affected the
working of the patent office and has resulted in the piling
up of huge backlog of patent applications.

4 Pharma Firms Hit With Patent Suits In

10 Days

February 23, 2010, Financial Chronicle
http://www.mydigitalfc.com/companies/4-pharma-firms-
hit-patent-suits-10-days-284

At least four Indian generic drug-makers - Lupin, Sun
Pharma, Ranbaxy and Wockhardt — were hit with a flurry
of US patent infringement suits by different foreign
companies in the past 10 days as these companies had
expressed a desire to market generic copies of branded
drugs ahead of their patent expiry dates, court filings
show.

On February 17 and 18, Bayer Schering Pharma AG filed
two similar patent infringement suits against Lupin
following a Paragraph IV certification as part of Lupin’s
filing of a generic drug application. This generic drug
application is necessary for Lupin to manufacture a
generic version of Bayer’s Cipro Oral Suspension (cip-
rofloxacin, used to treat infections). In the last 12 mo-
nths, Bayer AG has recorded around $ 430 million in Cipro

global sales. Lupin does not comment on patent
litigations.
While Bayer Pushes Patent, EU

Parliamentary Group Opposes

February 16, 2010, DNA
http://www.dnaindia.com/money/report_while-bayer-
pushes-patent-eu-parliamentary-group-opposes_1348342

While German firm Bayer has adopted a ‘try till you
succeed’ stance on pursuing patent linkage in India, on
the other hand, a European parliamentary group is
planning to call on the EU and European Commission, the

executive arm of the EU, to not push for provisions such as
patent linkage in developing countries.

This system is believed to delay early entry of generics.
Despite Bayer’s appeal, to introduce patent linkage in
India, being dismissed by the Delhi High Court last week,
the firm is keen on chasing the matter, with a company
spokesperson saying that they would consider its legal
options in this regard.Though Bayer hasn’t specified what
its legal options would be, there is a strong likelihood of
the company approaching the Supreme Court regarding
this matter.

Indian Concern About Proposed India-EU
FTA Clause On Data Exclusivity Spreads

To Europe

February 15, 2010, Pharmabiz
http://www.pharmabiz.com/article/detnews.asp?articlei
d=54096&sectionid=44

Backing up the objections constantly raised by the
advocacy groups in India, a prominent member of the
European Parliament has raised concerns about the
proposed Free Trade Agreement between India and
European Union, claiming that it would adversely affect
the Indian generic industry and thereby the access of
affordable medicines for the poor.

The resentment comes even as India and Europe are
pushing aggressively for the FTA which is under
negotiation. The trade pact is likely to be signed by the
end of this year during the India-EU summit of 2010. After
initiating the process in 2007, eight rounds of talks have
been completed between the two sides and the
authorities have claimed considerable progress on several
issues.

Court Refers Drug Patent Cases To IPAB

February 9, 2010, The Economic Times
http://epaper.timesofindia.com/Default/Scripting/Article
Win.asp?From=Archive&Source=Page&Skin=ETNEW&BaseHr
ef=ETD/2010/02/09&PagelLabel=5&Entityld=Ar00504&View
Mode=HTML&GZ=T

High Court on Monday referred six drug patent cases to
the Intellectual Property Appellate Board (IPAB), the apex
government body to hear such disputes. This could set a
precedent for all future appeals regarding pre-grant’
patent rejection. The court’s order came after several
companies filed separate writ petitions asking the court to
reject earlier “pre-grant’ orders by different Indian patent
offices.

These cases include ELi Lilly vs Ranbaxy, UCB Farchim SA
vs Cipla, Colorcon Inc vs Ideal Cures, Yeda Research
&amp; Development Co Vs Natco Pharma, and ELli Lilly vs
Ajanta Pharma. The Delhi HC has asked the companies to
file the appeal within 14 days to the IPAB. The patent
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applications of the foreign drugmakers were rejected,
after the respective Indian companies challenged their
claims even before the patent was granted in India.

Bombay HC Restrains Cipla From Using
Valcept Trade Mark For Its Anti Viral

Drug Valganciclovir

January 30, 2010, Pharmabiz
http://www.pharmabiz.com/article/detnews.asp?articleid
=53774&sectionid=

The Bombay High Court has restrained Cipla from using
the trade mark of 'Valcept' for its anti viral drug -
valganciclovir HCl, following a trade mark infringement
suit filed by Syntex Pharm AG, for its major
immunosuppressant drug, Cellcept. Cellcept is marketed
in India by Hoffman-La Roche.

The High Court in its recent judgement on a petition
moved by Syntex Pharm AG against Cipla Ltd and Syntex
USA LLC, stayed usage of trade mark of Valcept finding
that it has phonetic similarity with the trade mark of
Syntex Pharma AG's Cellcept, according to a report.
Allowing the company to sell the product using the
contentious trademark would be disastrous, opined the
court, according to a report from a patent related firm.

Drug Patent Regime Has Led To High

Prices: Study

January 26, 2010, Business Standard
http://www.business-standard.com/india/news/drug-
patent-regime-has-led-to-high-prices-us-study/383772/

Other reasons include transfer of marketing rights to
larger companies and mergers and acquisitions among drug
companies. As drug multinationals from the United States
demand a stronger intellectual property (IP) regime that
gives exclusive marketing rights for their patented
medicines in India, their own government has said the IP
system is partly responsible for the extraordinary increase
in prices for some medicines in the US.

A recent study conducted by the United States’
Government Accountability Office (GAO) has highlighted
the importance of low-cost generic equivalents and said
lack of therapeutically equivalent drugs and limited
competition have contributed to the extraordinary rise in
drug prices in the US during the past decade.

Regulatory

DCGI Rejects GSK's Reply On Cervical

Cancer Ad, Slaps Another Notice
February 25, 2010, Pharmabiz

http://www.pharmabiz.com/article/detnews.asp?articleid
=54254&sectionid=

The Drug Controller General of India (DCGI) has rejected
GlaxoSmithKline (GSK)'s reply to the show-cause notice
issued by the DCGI on GSK in December last year for
launching advertisements on cervical cancer vaccine
without prior approval from the DCGI.

According to sources, the DCGI has found the GSK's reply
in this regard unsatisfactory and has issued another notice
to the GSK, asking the multinational drug major to further
clarify the reply. In its reply to the DCGI's show cause
notice, the GSK is learnt to have pleaded that the
advertisements were launched in the country in public
interest to instill awareness on cervical cancer which is on
the rise in the country.

Ban Diabetes Drug? Panel To Decide

February 23, 2010, The Times of India
http://lite.epaper.timesofindia.com/getpage.aspx?pageid
=11&pagesize=&edid=TOID&edlabel=CAP&mydateHid=23-
02-2010&pubname=Times+of+India+-
+DelhiGedname=Delhi&publabel=TOI

India has set up a six-member committee of experts on
the advice of the countrys Drug Technical Advisory Board
which will decide whether diabetes drug Rosiglitazone will
be banned from being sold and used in India.The
drug,used by millions of diabetics in India,was found by
the US FDA to increase the risk of heart disease and death.

The committee,being formed by the DTAB,which met last
on November 9,will have as members the head of the
department of pharmacology from AIIMS and
NIPER,officials from the Indian Medical Association,Indian
Council of Medical Research and director of the Indian
Veterinary Research Institute.

MCI Chief Seeks Law To Curb 'Gifts' By
Pharma Cos To Docs

February 22, 2010, The times of India
http://timesofindia.indiatimes.com/india/MCl-chief-
seeks-law-to-curb-gifts-by-pharma-cos-to-
docs/articleshow/5601058.cms

The president of the Medical Council of India (MCl), Dr
Ketan Desai, has submitted a letter to the Health Ministry
seeking legislation to regulate the pharmaceutical
industry’s practice of giving freebies to doctors to
influence their prescribing habits.

“The MCI has no jurisdiction over the pharma industry.
The MCI’s ban on doctors accepting gifts, travel facilities
and hospitality of any kind from any pharmaceutical or
allied health care industry will only apply to doctors. But
the pharmaceutical industry is also a party to such a
transaction and hence the government of India needs to
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bring in a legislation to restrain pharmaceutical companies
from these type of activities,” said Dr Desai.

US Senate Questions Regulators On GSK

Drug

February 22, 2010, Financial Times
http://www.ft.com/cms/s/0/1ce61dee-1f37-11df-9584-
00144feab49a.html

A US Senate inquiry has demanded that regulators explain
by next week why they permitted GlaxoSmithKline to
proceed with a clinical trial of its diabetes drug Avandia
after allegedly being aware that it had a higher risk of
causing heart attacks than a rival medicine. In a letter to
Margaret Hamburg, commissioner of the Food & Drug
Administration, Max Baucas and Chuck Grassley of the
Senate finance committee questioned why the regulators
overruled internal analysis criticising the wisdom of
patients taking Avandia compared with Takeda’s Actos.

“The totality of evidence suggests that GSK was aware of
the possible cardiac risks associated with Avandia years
before such evidence became public [and] had a duty to
sufficiently warn patients and the FDA of its concerns in a
timely manner,” they said, seeking a reply from the FDA
by March 4.

Pharmaceutical Deserves

Priority Status

February 17, 2010, The Economic Times
http://economictimes.indiatimes.com/Expectations-Pre-
Budget/Pharmaceutical-industry-deserves-priority-
status/articleshow/5581952.cms

Industry

In this arena, we believe there should be two broad
priorities for India. First, to ensure that there is timely
access to affordable quality medicine for the
underprivileged. Second, due to the global scale and
impact of the Indian pharmaceutical industry, to ensure
that we give it the most comprehensive support that it
deserves.

The pharma industry is arguably India’s most global
industry (in terms of operations, employees and
manufacturing). It is ranked as the third-largest producer
of drugs and pharmaceuticals globally, with over 20,000
players. This is testimony to the strong R&D, clinical and
manufacturing resource and infrastructure in India.

Arguments on CoPP Conclude in Madras

High Court

February 17, 2010, Pharmabiz
http://pharmabiz.com/article/detnews.asp?articleid=541
28&sectionid=19

The much delayed arguments on the controversial issue of
centralisation of issuance of Certificate of Pharmaceutical

Products (CoPP) by the Drugs Controller General of India
(DCGI) concluded in the Madras High Court on February 16.

The court heard the arguments, which began on February
15, of all the concerned parties on the petitions filed by
Tamil Nadu Drug Control Officers Association, Federation
of South Indian Pharma Manufacturers Association and
Confederation of Indian Pharmaceutical Industries
challenging the DCGI order.

Indian Drug Makers Worried By East

Africa’s Legal Proposals

February 16, 2010, Mint
http://www.livemint.com/2010/02/15221607/Indian-
drug-makers-worried-by.html

With at least half a dozen East African nations considering
legislation against counterfeit products that could
potentially be used to block generic drugs, Indian drug
makers are working on a multi-pronged strategy to battle
the impact of such laws.

Countries such as Uganda, Tanzania, Rwanda and Burundi
are taking their cue from an anti-counterfeit law in Kenya.
East African markets accounting for up to 20% of India’s
annual drug exports of Rs39,500 crore.

Health Min Planning National Public

Health Boards At Centre, States

February 16, 2010, Pharmabiz
http://pharmabiz.com/article/detnews.asp?articleid=541
15

The Centre is planning to create National Public Health
Board to streamline the entire healthcare delivery and
allied systems in order to formulate a national policy on
health, besides lay down and monitoring the standards in
the sector.

The board, which will also have state units besides
ensuring a national health policy revision every five years
and that the plans and policies for health and the public
expenditure. It will also formulate, negotiate and adopt
review strategies for all national health programmes every
five years, in light of changing scientific knowledge and
the experience of implementation of the policies and
programmes.

Health Ministry Drafts National Health
Bil To Make Healthcare Delivery

Inclusive, Transparent

February 13, 2010, Pharmabiz
http://www.pharmabiz.com/article/detnews.asp?articlei
d=54081&sectionid=12
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Much in line with the long standing demands of public
interest groups to ensure right to healthcare for all and
make things more accountable and transparent in the
sector, the health ministry has finalised a working draft of
the National Health Bill.

The bill seeks to “provide for protection and fulfilment of
rights in relation to health and well-being, health equity
and justice, including those related to all the underlying
determinants of health as well as health care; and for
achieving the goal of health for all; and for matters
connected therewith or incidental thereto,” according to
the draft.

Every Generic Drug Is Not Spurious, Says

Court

February 11, 2010, Hindu Business Line
http://www.thehindubusinessline.com/2010/02/11/storie
$/2010021153290300.htm

For the domestic drug industry, constantly fighting global
attempts to label generic drugs as spurious, clarity came
from a seemingly unlikely quarter - the Delhi High Court.
In its order on the patent-linkage case involving
multinational drug-maker Bayer and Mumbai-based Cipla,
the Court said: “The contravention of the DCA (Drugs and
Cosmetics Act) as a result of the drug being a spurious
drug cannot possibly occur even before such drug is
manufactured or marketed.”

Bayer had approached the Court urging the regulatory
Drug Controller General of India (DCGI) to block, what
Bayer called, Cipla's “spurious version of Nexavar”, a renal
cancer drug. A generic drug is chemically similar to the
original medicine, and both multinational and domestic
companies make such drugs.

Anti-Obesity Drugs To Carry Warning

February 11, 2010, Mint
http://www.livemint.com/2010/02/10224454/Antiobesity
-drugs-to-carry-wa.html

Anti-obesity drug sibutramine, sold under brand names
such as Reductil, Meridia and Sibutrex, will now be sold in
India with a warning for people over 55 years and those
with heart conditions. An expert panel, which met on 9
February, has suggested asking drug makers to place a
boxed warning on the drug pack describing its so-called
contra-indications—situations in which the medicine could
be harmful.

The drug controller general of India (DCGI) had called the
meeting after sibutramine was banned in Europe in the
month of January and a warning was issued against it by
the US Food and Drug Administration (FDA). “We will ask
all manufacturers to place a boxed warning,” said DCGI
Surinder Singh.

DCGI To Put Up List Of Units With CoPP

Issued After Joint Inspections

February 11, 2010, Pharmabiz
http://www.pharmabiz.com/article/detnews.asp?articlei
d=54044&sectionid=19

With the state licensing authorities adopting different
procedures to issue the Certificate of Pharmaceutical
Products (CoPP) after the DCGI ordered status quo in the
wake of stay orders on the centralisation move, the DCGI
will shortly put up the list of units given the certificates
after due procedures like joint inspections between the
state and CDSCO officials.

The move is likely to create problems for many companies
especially the small and medium sector firms as the
exports of pharma products with CoPP issued by the state
drug controllers without joint inspection will be stopped
at the port offices.

Lupin Gets US FDA Nod To Sell BP Drug

February 9, 2010, Business Standard
http://www.business-standard.com/india/news/lupin-
gets-us-fda-nod-to-sell-bp-drug/85198/0on

Drug maker Lupin Ltd today said it has received final
approval from the US drug regulator for marketing
Amlodipine-Benazepril capsules, used for treating high
blood pressure, in America. The company has received a
final approval from the US Food and Drug Administration
(US FDA) for its Amlodipine-Benazepril capsules, Lupin
said in a filing to the Bombay Stock Exchange.

"We are very pleased with the approval of our Amlodipine-
Benazepril capsules. This is a significant approval and it
broadens our growing portfolio of cardiovascular
medications with a strong complement to our existing
product line,” Lupin Ltd Group President and Executive
Directors Nilesh Gupta said. The capsules are available in
the strengths of 2.5mg/10mg, 5mg/10mg, 5mg/20mg and
10mg/20mg capsules, the filing added.

Azad Invites Sweden As Partner To

Develop Health Infrastructure In India

February 6, 2010, Pharmabiz
http://www.pharmabiz.com/article/detnews.asp?articlei
d=53884&sectionid=12

Union health minister Ghulam Nabi Azad has invited
Sweden to be a partner country in developing the health
infrastructure in India, particularly in the fields of
diagnostics and pharmaceuticals. Speaking in the context
of the on-going Indo-Swedish Health week, Azad said that
the potential for investments is huge in India and greater
investment is expected particularly in the fields of
diagnostics and pharmaceuticals. He also asked for a
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partnerships to be structured in a way that allows transfer
of technology leading to sustainable capacity building.

The minister offered India’s expertise in the field of high
quality and cheap generic drugs. India has the highest
number of US FDA approved drug manufacturing facilities
outside USA and could be a potential exporter to Sweden.
Growth of cheap generic drug industry is also of vital
interest for world health as all health related millennium
development goals in the developing countries are
dependent on it, he said.

Health And Railways Ministries Sign MoU
To Develop Healthcare Facilities Along

Railway Network

February 6, 2010, Pharmabiz
http://www.pharmabiz.com/article/detnews.asp?articlei
d=53882&sectionid=19

In an initiative that will provide access to good healthcare
facilities to common people across the country, the two
ministries of health and railways have signed a
Memorandum of Understanding (MoU) for development of
healthcare infrastructure along the railway network in the
country.

According to MoU, the two ministries will collaborate to
develop healthcare facilities both for allopathic and Indian
Systems of Medicine viz diagnostic centres, out-patient
centres, inpatient medical treatment centres, super
speciality hospitals, medical colleges and nursing colleges,
etc.

Accept Gifts, Lose Licence
February 4, 2010, DNA

http://www.dnaindia.com/india/report_accept-gifts-lose-
licence_1343032

The Medical Council of India (MCl) has banned doctors
from receiving gifts and sponsorships from pharma
companies, allied healthcare industry and sales
representatives. If doctors fail to abide by the rule, their
licences will be cancelled. The MCI, which is the
regulatory body for medical professionals and medical
education in the country, has amended its Indian Medical
Council (professional conduct, etiquette and ethics) rules
to add a strict code of conduct for doctors.

It has been found that doctors prescribe expensive
antiobiotics and painkillers made by multinational
companies even though generic alternatives are available.
They also prescribe particular medicines and devices
manufactured by specific companies and sold by specific
shops. “It often transpires that these companies sponsor
foreign trips for doctors, give them gifts or commission.
This is an unhealthy practice that we want to stop,” said
health and family welfare minister Ghulam Nabi Azad.

Draft National Health Bill Pushes Debate

On Reforms

February 2, 2010, Business Standard
http://www.business-standard.com/india/news/draft-
national-health-bill-pushes-debatehealth-reforms/384389/

A draft National Health Bill, put forth by the United
Progressive Alliance (UPA) government, has helped kick-
start the first serious discourse in India on the way
forward in providing universal health care. India is the
only country where three-fourths of health expenditure is
out-of-pocket and health care is a major cause of
indebtedness.

The draft health Bill, in its present form, may be an
ambitious and voluminous document, but it provides a
broader vision to health and emphasis on good quality
health as a legal right. It also brings in determinants to
good health, such as clean drinking water and an emphasis
on setting down quality norms and standards for both
public and private hospitals.

ICMR Issues National

Retinoblastoma

February 1, 2010, Pharmabiz
http://www.pharmabiz.com/article/detnews.asp?articleid
=53792&sectionid=&z=y

Guidelines On

The Indian Council of Medical Research (ICMR) has issued
the national guidelines in the management of
retinoblastoma, which will help the practising
ophthalmologists, paediatricians and general practitioners
to diagnose early cases of retinoblastoma and refer for
treatment to a tertiary hospital at the earliest.

Retinoblastoma is a rare cancer of childhood and if
diagnosed early can save the eye and the life of the child.
It is the malignant tumour of the eye arising from fetal
retinal cells that affects children under five years of age.
It is estimated that India has the highest number of
affected children with retinoblastoma in the world. The
incidence is estimated to be 1200 new cases each year.

Clinical Establishments (Registration &

Regulation) Bill Gets Cabinet Nod

February 1, 2010, Pharmabiz
http://www.pharmabiz.com/article/detnews.asp?articleid
=53790&sectionid=&z=y

The much-delayed ‘Clinical Establishments (Registration
and Regulation) Bill' will be introduced in the budget
session of Parliament as the Centre has approved the
proposal of the Union Health Ministry in this regard. The
Bill, which has been pending for several years, aims to
bring in uniformity in the healthcare delivery sector by
making the registration of all clinical establishments
mandatory and prescribing enhanced penalty for the
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defaulters. The next session of Parliament is expected to
commence in the last week of February.

The Union cabinet in its meeting recently has approved
the proposal of the health ministry for the introduction of
the Bill in order to achieve the mandate of Article 47 of
the Constitution for improvement in public health. Once
the Bill gets the approval of Parliament, initially the law
will come into effect in the states of Arunachal Pradesh,
Himachal Pradesh, Mizoram, Sikkim and all union
territories. It is expected that other states would also
adopt this legislation later.

DTAB Sub-Committee On Letrozole To

Meet Soon To Take A Final Decision

January 29, 2010, Pharmabiz
http://www.pharmabiz.com/article/detnews.asp?articleid
=53749&sectionid=

The Union Health Ministry will soon take a final decision
on the controversial drug letrozole, which is being re-
examined by a sub-committee of the Drug Technical
Advisory Board (DTAB) of the ministry on whether the drug
should be allowed to be marketed for sub-fertility in
young menstruating women in the country. The drug is
being marketed by Sun Pharmaceuticals in the country as
a remedy for sub-fertility in young menstruating women.

The DTAB sub-committee on letrozole, constituted by the
health ministry on November 9 last year to re-examine the
drug in the wake of public outcry against the drug, will
hold its crucial meeting in the first week of February to
take a final call on the drug, which was a research
molecule of Novartis and is indicated for use in cases of
breast cancer in postmenopausal women all over the
world.

NHRC Convenes Meeting On Health Care

System

January 29, 2010, Hindu
http://www.hindu.com/2010/01/29/stories/20100129575
10400.htm

With the Delhi Government having initiated steps for
stringent action against thousands of quacks reported to
be practising in the Capital, the National Human Rights
Commission has convened a meeting of health secretaries
of the States and Union Territories here this Friday to
discuss the issue and other shortcomings in the health care
system.

The meeting, organised in the context of “right to health”
and “illegal medical practice and health care facilities”,
will also discuss unavailability of essential drugs, doctors
and nurses, and problems due to spurious drugs.

Swine Flu, Scare-Mongering And The
WHO

January 28, 2010, Hindu Business Line
http://www.thehindubusinessline.com/2010/01/28/storie
$/2010012852601900.htm

Did the pharmaceutical industry have a hand in influencing
the World Health Organisation (WHO) to raise the scare-
pitch on swine flu or Influenza A HIN1 to pandemic levels?
“Let me state clearly for the record. The influenza
pandemic policies and responses recommended and taken
by WHO were not improperly influenced by the
pharmaceutical industry,” WHO's flu expert Dr Keiji
Fukuda told a public hearing at the Council of Europe in
Strasbourg, France.

The WHO is under pressure to stave off accusations that
its policies and recommendations were influenced by the
pharmaceutical industry, after what it said would be a
killer flu, turned out to be relatively mild. The WHO,
though, has constantly maintained that it has checks
against “the influence of any improper interests.”

Norms Followed Strictly: MCI

January 26, 2010, Hindu
http://www.thehindu.com/2010/01/26/stories/20100126
60911100.htm

The Medical Council of India (MCI) on Monday claimed that
norms were followed strictly in granting recognition to the
medical colleges that now face possible de-recognition in
the wake of the Human Resource Development (HRD)
Ministry’s decision to strip 44 universities of the “deemed
to be university” status for being run as family fiefdoms
and not meeting requisite standards.

“We cannot even intervene in the matter since we have
not received any communication about the possible de-
recognition either by the Human Resource Development
Ministry, the University Grants Commission or even the
Supreme Court,” MCI president Ketan Desai told The-
Hindu here on Monday.

New Products

No Relevant News
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R&D/Clinical Trials

Big Pharma Starts Believing In Outside
Innovation
February 25, 2010, DNA

http://www.dnaindia.com/money/column_big-pharma-
starts-believing-in-outside-innovation_1352162

Interesting trends are emerging for the big pharmaceutical
companies as they try to brandish new drug launches, dash
into untapped — previously rated insignificant — markets,
release their scientific data gathered over the years for
wider use and application and assertively trim their
overweight staff strengths in all departments starting at
the labs and ending at the doctor’s clinic.

Effient, the clot buster developed by Daiichi Sankyo and
Eli Lilly, does not seem to have done much to erode sales
of its bigger rival Plavix, which is co-marketed by Sanofi-
Aventis and Bristol Myers-Squibb. In its calls with analysts,
Daiichi Sankyo executives admitted that sales were
moderate but indicated that the product will be more
appreciated in the coming years as knowledge gets spread
out on the exact way it demonstrated therapeutic
advantages over clopidogrel.

Consortium Clinical Research Offers PG

Diploma In Clinical Trial Management

February 16, 2010, Pharmabiz
http://www.pharmabiz.com/article/detnews.asp?articlei
d=54112&sectionid=4

Coimbatore-based Consortium Clinical Research Pvt Ltd
(CCR), a company engaged in clinical research operations
with focus on clinical research training, clinical research
project management and professional recruitment, is
offering an exclusive post graduate diploma course in
clinical trial management and regulatory affairs from this
year.

P Ananda Padmanabhan, the director of CCR, said the
course is focused on clinical trials & related subjects, and
on completion of the program the candidates become
employable in clinical research organizations. The period
of the course is four months, 200 hours of lectures and
practical classes.

Renew Efforts To Boost Pharma R&D
Activities
February 13, 2010, Hindu Business Line

http://www.thehindubusinessline.com/2010/02/13/storie
s/2010021350900400.htm

Pharmaceutical companies have voiced demands that the
industry should be accorded infrastructure status. If this

happens, it would undoubtedly benefit the industry. While
the Government may take its time to decide on this, it
could certainly address specific irritants. For instance, the
minimum alternative tax on book profits was hiked last
year from 10 per cent to 15 per cent, which was a
retrograde step. Since the pharmaceutical industry's
growth was hamstrung in 2009 due to the global
slowdown, the Government could renew efforts to
encourage companies to boost R&D activities. Reducing
MAT by 10 per cent would act like a shot-in-the-arm for
pharma companies.

Lower tax rates will allow leeway for pharma companies
to market drugs at lower price points, enabling higher
access for those with limited purchasing power. Teruo
Yasufuku, Managing Director, Astellas Pharma India Pvt
Ltd

Health Ministry Begins Process For
Upgradation Of Clinical Trial Registry Of

India

February 10, 2010, Pharmabiz
http://www.pharmabiz.com/article/detnews.asp?articlei
d=54021&sectionid=4

Aiming to incorporate several new features as per the
requirements of the World Health Organisation (WHO), the
Union Health Ministry will soon upgrade the Clinical Trial
Registry of India (CTRI) which was introduced by the
government in July 2007 as part of its exercise to regulate
the by far unregulated clinical trial industry in the
country.

According to senior ICMR officials, the National Institute of
Medical Statistics (NIMS), an arm of ICMR mandated with
the responsibility of setting up and maintaining the CTRI,
has already started the process of upgradation of the
Registry. The NIMS, mandated to provide latest
methodologies in the field of biostatistics for project
planning with a component of research and to conduct
need based training programmes in medical statistics, has
invited expression of interest to develop the website for
this purpose.

Tougher Law On Human Clinical

Research Likely

February 8, 2010, Mint
http://www.livemint.com/2010/02/08000922/Tougher-
law-on-human-clinical.html

India will strengthen a proposed law on human clinical
research that would have an ethics guideline and tougher
penalties for violators. The department of health research
of the Union health ministry has concluded a review of the
long-pending Bill for Research on Human Subjects and a
fresh draft would be ready in two months, said
department head V.M. Katoch.
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“If any violations occur in trials here, the punishment
should be as stringent as it is in other countries where
these (multinational drug) companies do research,” he
said. “Human dignity in research is something we will
tackle in this Bill.” Katoch said the new draft would
incorporate international standards on the ethics to be
followed in human drug testing.

ICMR To Hold 'Public Consultations' To
Evolve Consensus On Guidelines For

Stem Cell Research

February 8, 2010, Pharmabiz
http://pharmabiz.com/article/detnews.asp?articleid=539
00&sectionid=&z=y

Nearly two years after issuing the guidelines for stem cell
research regulation prescribing stringent procedures for
sourcing and use of stem cells by research institutions in
the country, the Indian Council of Medical Research (ICMR)
will soon embark on ‘public consultations' to evolve a
consensus on the document among the various
stakeholders. After the elaborate consultations, the ICMR,
if needed, will make the necessary amendments in the
guidelines.

After issuing the guidelines in April 2008, the union health
ministry had given an assurance in Parliament about
evolving a consensus among the various stakeholders on
this important document which is aimed at preventing the
exploitation of the gullible people by the unscrupulous
elements in commercializing of human embryos for stem
cell research.

Lupin Overhauls Research

February 1, 2010, Hindu Business Line
http://www.thehindubusinessline.com/2010/02/01/storie
s/2010020152030200.htm

The 41-year-old drug-maker Lupin Ltd is set for a
complete overhaul of its research, even making a clean
break from strategies of the past, if required, said Mr
Nilesh Gupta, Lupin's Group President and Executive
Director. The over Rs 3,800-crore company has taken “a
good hard look” at its four molecules in clinical trials -
two in the skin-related psoriasis segment, one migraine
and another tuberculosis compound, and has decided to
change course, he told Business Line.

The reason Lupin decided to change its drug discovery
initiative is because it found, during talks with potential
licensing partners, that there were gaps to be plugged.
“This made us take a step back, look at these compounds
closely,” said the young Mr Gupta, head of Lupin's
research and son of Lupin Chairman, Dr D.B Gupta.

Mergers &
Acquisitions /
Collaborations

Abbott Makes Open Offer For 20% In

Solvay

February 18, 2010, Financial Express
http://www.financialexpress.com/news/Abbott-makes-
open-offer-for-20--in-Solvay/581038/

US-based pharmaceuticals firm Abbott Laboratories said
on Wednesday that it has completed acquisition of the
global drug business of Solvay SA, consequent to which it
made an offer to acquire 20% of Solvay’s India business.
Abbott Capital India and Abbott Laboratories have made
an open offer to acquire 10.09 lakh shares of Solvay
Pharma India at Rs 3,054.73 per share, at 7% premium
over Tuesday’s closing price.

The offer would aggregate an outgo of Rs 308 crore. It will
open on April 7 and close on April 26. DSP Merrill Lynch
Ltd is the banker to the offer. Solvay Pharma India shares
went up 0.89% from the previous close to end at Rs
2879.85. Promoters hold about 68.85% in Solvay Pharma
and after the open offer for 20% stake, Abbott will hold
about 88% stake, with which Abbott can consider delisting
the company. Abbott on Tuesday had announced that it
has completed its euro 4.5 billion ($6.2 billion) acquisition
of Belgium-based Solvay Pharmaceuticals.

Indoco, Watson Pharma In Generics Deal

February 2, 2010, Mint
http://www.livemint.com/2010/02/01151138/Indoco-
Watson-Pharma-in-gener.html

Drug maker Indoco Remedies Ltd said on Monday it has
sighed a deal with US-based Watson Pharmaceuticals Inc.
to develop generic products for the US market. The shares
of the Mumbai-based Indoco surged 4.95% to close at
Rs340.30 on Monday on the Bombay Stock Exchange after
the announcement.

Under this deal, which according to sector analysts is as
important as similar deals in the past by big drug makers
such as Dr Reddy’s Laboratories Ltd and Aurobindo
Pharmaceuticals Ltd, Indoco will develop, manufacture
and supply a number of products that have total yearly
sales of $679 million (Rs3,143.77 crore) at present.
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Pricing

NPPA Recovers Rs 190 Cr Out Of Total
Overcharging Dues Of Rs 2147 Cr As On

Jan 31

February 25, 2010, Pharmabiz
http://www.pharmabiz.com/article/detnews.asp?articleid
=54250&sectionid=19

The National Pharmaceuticals Pricing Authority (NPPA) has
announced that it has completed recovery of Rs 190.95
crore till January 31, 2010, out of its total claim of around
Rs 2147 crore on overcharging drug prices and its interest.

According to a latest statement of the NPPA, the price
regulator had issued overcharging dues in 739 cases on
pharma companies marketing their products in the
country. The pharma majors including Cipla Ltd, Ranbaxy
Lab, Dr Reddy's Lab, Cadila Healthcare (Zydus) and Cadila
Pharmaceuticals along with multinational companies like
Pfizer India Ltd, GlaxoSmithKline, Merck and Johnson &
Johnson were among the companies which has allegedly
violated the drug price norms till date. The list also
includes a large number of small scale pharma companies,
details the statement.

NPPA Reviews Drug Pricing

February 24, 2010, Hindu Business Line
http://www.thehindubusinessline.com/2010/02/24/storie
$/2010022453161900.htm

Price of medicines in the country could undergo a change
with the National Pharmaceutical Pricing Authority (NPPA)
on Tuesday announcing a study to estimate the costs being
borne by the manufacturers for various activities. These
costs are important as it is linked to the final retail price
fixed by the NPPA for 71 drugs under the control of the
Government.

According to the provisions of Drugs Price Control Policy,
1995, the NPPA has asked drug makers to give data on
conversion cost, packing charges, process loss and packing
material for the year 2010. Pharma companies have been
asked to submit the data by March 31, 2010.

NPPA To Revise Packaging Charges Of
Medicines

February 24, 2010, Hindu Business Line
http://www.thehindubusinessline.com/blnus/14231833.ht
m

Drug price regulator National Pharmaceutical Pricing
Authority (NPPA) on Tuesday said it has taken up a study
to revise the norms of fixing and changing the prices of
medicines in the country. “As per the provisions of DPCO,

1995, NPPA has taken up a study to revise and fix the
norms for conversion cost (CC), packing charges (PC),
process loss (PL) and packing material (PM) for the year
2010,” an official notification said. These norms for CC,
PC, PL & PM are to be worked out based on actual cost
data and information received from various manufacturers
and formulators.

NPPA, an organisation under the aegis of Chemicals and
Fertilisers ministry was established, inter alia, to fix and
revise the prices of controlled bulk drugs and formulations
and to enforce prices and availability of the medicines in
the country, under the Drugs (Prices Control) Order, 1995.
- PTI

Prices Of Antibiotics Likely To Go Up On
Anti-Dumping Duty

February 22, 2010, The Economic Times
http://economictimes.indiatimes.com/news/news-by-

industry/healthcare/biotech/pharmaceuticals/Prices-of-
antibiotics-may-flare-up-50/articleshow/5601219.cms

A government proposal to slap anti-dumping duties on
Chinese and Mexican imports of two key pharma
ingredients will push up the prices of common antibiotics
like Mox, Augmentin and Sporidex by almost 50%, say their
makers. The commerce ministry has suggested anti-
dumping measures on Penicillin-G and 6-APA as provisional
duty till it is okayed by the finance ministry.

Companies can share their views to the government within
40 days on the imposition before a final duty is
determined. However, the drug makers feel that the
provisional duty itself would have done the damage, since
it will take a few months for the government to arrive at a
final decision.

Affordable Doses For All

February 22, 2010, DNA
http://www.dnaindia.com/money/report_affordable-
doses-for-all_1350874

A few months ago, 40-year-old Ramakant Kumbhar was
diagnosed with diabetes. Around the same time, 38-year-
old Girija Patnaik (name changed) was detected with
leukemia. Kumbhar and Patnaik are not mere statistics to
India’s diabetes and cancer populations of 41 million and
25 lakhs, respectively.

They represent the agony, frustration, and anxiety of a
patient diagnosed with a chronic disease that requires
lifelong treatment. The biggest dilemma for Kumbhar and
Patnaik, two lower middle class citizens, is whether they
should go ahead with medication or not.
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Govt To Sell Cancer Drugs At Discount

February 9, 2010, The Times of India
http://lite.epaper.timesofindia.com/getpage.aspx?pageid
=22&pagesize=&edid=TOl&edlabel=TOIM&mydateHid=09-
02-2010&pubname=Times+of+India+-
+Mumbai&edname=Mumbai&publabel=TOI

In a first-ever initiative to bring down prices of expensive
cancer medication, the government plans to retail them
through its Jan Aushadhi stores, which offer essential
unbranded drugs at discounted rates. It has already
initiated talks with domestic pharma companies to
procure cancer drugs.

To start with, first-line cancer medicines may be sourced
from major companies like Cipla, Sun Pharma and Dr
Reddys , and offered at nearly half the price at Jan
Aushadhi stores to be set up at state hospitals where
cancer is diagnosed and treated. Old oncology drugs which
are offpatent generally cost a few thousands, while the
new patented cancer treatments may go up to Rs 20 lakh
per patient per year.

Indian SMEs Keep Pharma Prices Under

Check: Study

February 8, 2010, Business Standard
http://www.business-standard.com/india/news/indian-
smes-keep-pharma-prices-under-check-study/384945/

A global study by Health Action International, a non-
government body, on the price variations of Ciproflaxin, a
commonly used medicine in 93 countries, found the price
charged by Bayer, the originator of the drug, to be the
lowest in India. India is, however, 22nd in terms of prices
for ciprofloxacin’s generic equivalents, though India is
known for its low cost manufacturing strengths. Industry
officials say the low price charged by Bayer here was a
result of a large number of generic competitors of the
medicine in the country.

“If not for the presence of the small and medium drug
companies, the innovator company would not have
brought down prices to the minimum in India,” said T S
Jaishankar, chairman, Confederation of Indian
Pharmaceutical Industries.

NPPA Fast-Tracks Imported-Drug Pricing

February 4, 2010, DNA
http://www.dnaindia.com/money/report_nppa-fast-
tracks-imported-drug-pricing_1343006

The National Pharmaceutical Pricing Authority (NPPA) has
streamlined the pricing procedure for imported drugs.
Hitherto, drug companies had to report to NPPA on every
consignment imported to India and seek approvals for the
pricing each time. Under the new norms, which come into
force with immediate effect, drug companies will have to

seek approval for pricing these drugs only once in six
months.

“We want to reduce the procedural delays associated with
imported drugs. Since they now only have to report to us
every six months, they can continue to sell the drugs at
the same price for any number of consignments, if the
prices remain at the same level or falls,” NPPA chairman,
S M Jharwal told DNA Money.

CVD On HIV, Cancer Drugs Likely To Be

Waived Off

February 3, 2010, The Economic Times
http://epaper.timesofindia.com/Repository/ml.asp?Ref=R
VRELZIWMTAVMDIVMDMjQXIWMTkwMQ==&Mode=HTML&Loc
ale=english-skin-custom

ALL anti-cancer and HIV drugs are likely to become
cheaper as the forthcoming budget is likely to fully
exempt these from customs duty/countervailing duty
(CVD), but on the condition that the benefits are passed
on to patients. Also, the finance ministry is understood to
be considering hiking the weighted deduction on
expenditure on research and development by drug
companies to 200% from 150% and also extending the
benefit by five years to March 2017. The deduction under
Section 35 (2AB) of the Income Tax Act is currently valid
up to 2012.

The proposal is aimed at encouraging research. Further,
coverage of the section could be extended to expenditure
incurred for obtaining regulatory approvals and filing of
patents abroad. “Treatment of cancer and AIDS is
prohibitively expensive. The prices of these imported
drugs need to be reduced considerably, in line with the
mandate of the pharmaceutical policy, to make available
quality medicines at reasonable prices,” a senior
government official said.

Your Insulin Shot Will Cost You More
February 2, 2010, Hindustan Times

Daily insulin shots for diabetic patients will pinch a little
harder. The National Pharmaceutical Pricing Authority
(NPPA) the country’s drug pricing regulator has allowed
firms to increase prices of insulin products by 6 to 9 per
cent, serving a bitter pill to the estimated 1.8 million
insulin dependent patients.

Prices of popular insulin vials and pens such as those of
Novo Nordisk, Shreya Lifesciences and Torrent
Pharmaceuticals of potency between 3 ml and 10 ml will
rise from later this week.
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Drug Pricing Body Defends Control

February 2, 2010, DNA
http://epaper.dnaindia.com/epapermain.aspx?queryed=9
&eddate=12%2f10%2f2009

Drug price control is neces-sary, despite the existence of
competition. To the chagrin of the pharmaceutical
industry, these above words were said by S M Jharwal,
chairman of national pharmaceutical pricing authority
(NPPA), at an event in Mumbai last month. Jharwal said
that although several brands of the same medicine exist in
the Indian market, the consumer doesn't make the
ultimate buying choice, and this can lead to competition
getting distorted. "Government control over pricing is
important to make medicines reasonable to the masses,"
Jharwal said.

Currently, 74 of the 500-odd bulk drugs are controlled by
the NPPA, which is a body under the ministry of chemicals
and fertilisers. All formulations containing any of these 74
bulk drugs in single or combination form fall under the
ambit of price control. But, of the 74, about two dozen
are not in use. Furthermore, prices of drugs outside the
purview of price control can be raised by a maximum by
10% per annum.

SPIC Asks Rahul Gandhi To Take

Initiative To Reduce Prices Of Medicines

January 28, 2010, Pharmabiz
http://www.pharmabiz.com/article/detnews.asp?articleid
=53734&sectionid=19

The SME Pharma Industries Confederation (SPIC) has urged
Congress general secretary Rahul Gandhi, who has raised
concern over spiralling prices of food items, to take
initiative to reduce the prices of medicines which have
witnessed manifold increase during the last some years
despite having over supply.

“While price rise of food grains and commodities can be
attributed to shortage in the world market, there is
overproduction in case of medicines and yet there is price
rise. If revenue has to be increased and prices are to be
checked, then excise free zones (EFZ) need to be
marginalized especially by levy of excise on contract
manufacturing,” SPIC said. In an open letter, SPIC asked
the Gandhi scion to intervene in the matter and force the
central government to marginalise the EFZ, especially by
levying excise on contract manufacturing in the excise
free zones like Himachal Pradesh and Uttarakhand, in the
forthcoming Union Budget.

Trade & Others

AIOCD Pharma AWACS To Launch

Monthly Drug Price Inflation Index

February 22, 2010, Pharmabiz
http://www.pharmabiz.com/article/detnews.asp?articleid
=54196&sectionid=22

The AIOCD Pharmasofttech AWACS, an electronic
infrastructure creation firm connected to the All Indian
Origin Chemists and Distributors Ltd (AIOCD Ltd), will start
issuing a new monthly report on medicine price inflation
index from February, 2010, for the government
organisations and general public.

The product will be launched on February 26, 2010, with
the price hike index for the last one year and would
continue to provide monthly reports in every 15th of the
corresponding months, according to Ameesh Masurekar,
director, AIOCD Pharmasofttech AWACS

Big-Name Pharmaceutical

Embrace Generic Drugs

February 17, 2010, Financial Chronicle
http://www.mydigitalfc.com/companies/big-name-
pharmaceutical-companies-embrace-generic-drugs-955.

Companies

Some prestigious brand-name pharmaceutical companies
that once looked askance at the high-volume, low-cost
business of generic drugs are now becoming major
purveyors of generic medicines. Just don’t call them no-
name drugs. Giants like Sanofi-Aventis and Glaxo-
SmithKline are not looking to enter the generics market in
the United States, where chain pharmacies often
determine which generics they offer on the basis of the
lowest available prices — and where consumers often view
generic makers as interchangeable.

Instead, the big drug makers are pursuing a growing
consumer base in emerging markets like Eastern Europe,
Asia and Latin America where many people pay out of
pocket for their medicines but often cannot afford
expensive brand-name drugs.

Indian Pharma In Midst Of Corporate

Transformation

February 13, 2010, Business Standard
http://www.business-standard.com/india/news/indian-
pharma-in-midstcorporate-transformation/385599/

Surging growth and global operations ensure they can’t be
family-run any longer. Leading Indian drug companies such
as Dr Reddy’s Laboratories, Sun Pharma, Glenmark and
Lupin are now in a transformation mode, from traditional

Organisation of Pharmaceutical Producers of India



http://epaper.dnaindia.com/epapermain.aspx?queryed=9&eddate=12%2f10%2f2009
http://epaper.dnaindia.com/epapermain.aspx?queryed=9&eddate=12%2f10%2f2009
http://www.pharmabiz.com/article/detnews.asp?articleid=53734&sectionid=19
http://www.pharmabiz.com/article/detnews.asp?articleid=53734&sectionid=19
http://www.pharmabiz.com/article/detnews.asp?articleid=54196&sectionid=22
http://www.pharmabiz.com/article/detnews.asp?articleid=54196&sectionid=22
http://www.mydigitalfc.com/companies/big-name-pharmaceutical-companies-embrace-generic-drugs-955
http://www.mydigitalfc.com/companies/big-name-pharmaceutical-companies-embrace-generic-drugs-955
http://www.mydigitalfc.com/companies/big-name-pharmaceutical-companies-embrace-generic-drugs-955
http://www.mydigitalfc.com/companies/big-name-pharmaceutical-companies-embrace-generic-drugs-955
http://www.business-standard.com/india/news/indian-pharma-in-midstcorporate-transformation/385599/
http://www.business-standard.com/india/news/indian-pharma-in-midstcorporate-transformation/385599/
http://www.business-standard.com/india/news/indian-pharma-in-midstcorporate-transformation/385599/
http://www.business-standard.com/india/news/indian-pharma-in-midstcorporate-transformation/385599/

family-run businesses to corporations run by high-profile
professionals.

If most of the top 10 Indian drug companies were less than
Rs 500-crore turnover ones a decade earlier and were
focused only on domestic business, now they are
companies with annual businesses ranging from Rs 2,000-
Rs 6,000 crore and with operations spanning 60-100
countries and employing 3,000-5,000 people.

Probe On As Oral Insulin Shows Up On

Shelves

February 10, 2010, Mint
http://www.livemint.com/2010/02/10000457/Probe-on-
as-oral-insulin-shows.html

The Central Drugs Standard Control Organisation has
launched an investigation into how a suspended anti-
diabetic oral insulin drug has been on sale in the Capital,
prompted by Mint’s findings. It is now in the process of
“freezing” Oral Recosulin at all retail pharmacies. This
means that the pharmacy cannot dispose or sell the stock
till further orders from the regulator. The drug is
marketed in India by Mumbai-based Shreya Life Sciences
Pvt. Ltd.

India’s drugs regulator had halted marketing approval and
the import licence for Oral Recosulin in March 2009
following a Mint report in March that revealed the drug,
manufactured by Canada-based Generex Biotechnology
Corp., had been approved for sales in India without local
human clinical trials, as mandated by The Drug and
Cosmetics Act.

Cipla Retains Top Slot In Domestic

Pharma Market

February 8, 2010, Business Standard
http://www.business-standard.com/india/news/cipla-
retains-top-slot-in-domestic-pharma-market/385124/.

Drug company Cipla maintained its top position in the
domestic market for the 12 months ended December,
2009, with a market share of 5.38 per cent — up 18 per
cent over the year and ahead of Ranbaxy Laboratories and
GlaxoSmithKline (GSK). The total domestic drug market is
valued at Rs 40,051.74 crore, an increase of 17 per cent
over the previous year, according to data from drug sales
tracking agency, ORG-IMS. The agency tracks drug sales
among more than 500,000 traders in the country, through
stockist data.

Cipla’s domestic market share grew 18 per cent during the
year, thanks to its product basket of 924 products, which
is way ahead of Ranbaxy’s 565 and GSK’s 177 products.
Ranbaxy got a market share of 4.91 per cent and GSK had
a market share of 4.35 per cent, with a growth of 13.7 per
cent and 18 per cent, respectively, in 2009.

No Place Like Home Finds Indian

Pharma

February 8, 2010, Business Standard
http://www.business-standard.com/india/news/no-place-
like-home-finds-indian-pharma/384978/

In a recent reversal, operations abroad are hampering
profit. Leading Indian pharmaceutical companies which
grew by tapping markets abroad in the past five to six
years are now relying on home turf to maintain growth. An
analysis of the growth rate of 15 leading drug companies
for the third quarter of 2008-09 show excellent
performances in domestic turf have been often marred by
the poor show of their acquired assets.

Take, for example, Dr Reddy’s Laboratories, one of the
largest Indian drug makers. Its standalone net profit grew
by 62.5 per cent for the quarter. However, its net loss was
Rs 233 crore on a consolidated basis, after provision of Rs
458.3 crore for impairment loss on intangible assets and
goodwill of Betapharm, its acquired German subsidiary.

Indian Pharma Recorded 13.7% Growth
In First Three Quarters Of Fiscal 2009-

10

February 4, 2010, Pharmabiz
http://www.pharmabiz.com/article/detnews.asp?articleid
=53846&sectionid=

The Indian pharmaceutical industry has recorded a
revenue of Rs 43424 crore with 13.7 per cent for the first
nine months of the fiscal 2009-10, reveals a monthly
report from the market surveillance and electronics
infrastructure development firm, AIOCD Pharmasofttech
AWACS. The revenue for the month of December 2009 was
reported at Rs 3766 crore with a growth rate of 14.4 per
cent, as per a report created by the firm through its
market surveillance product - PharmaTrac.

The revenue of the top ten firms contributed Rs 1596
crore out of the total market in the month of December.
Cipla remains the top company in the list with a revenue
of Rs 230 crore for the month with 17.6 per cent growth
rate and a total of Rs 2377 crore for the first three
quarters of the financial year. Ranbaxy stands second in
the list with Rs 187 crore revenue for the month with 7.2
per cent growth rate and Rs 2210 crore with 7.8 per cent
growth for the first nine months of the quarter.

AICDF Objects To Accusing Chemists For
Availability Of Spurious Drugs In Market

February 3, 2010, Pharmabiz
http://www.pharmabiz.com/article/detnews.asp?articleid
=53829

Upset over the allegations against the pharmacy trade
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regarding the sale of spurious drugs, the All India Chemists
and Distributors Federation (AICDF) has submitted a
memorandum to the Union government stating that the
proposed amendments to the Drugs & Cosmetics Rules
with regard to the inclusion of chemists as accused in the
spurious drugs sales should be withdrawn.

The Federation has stated that a trader in no way
connects with the manufacturers and is merely acting as a
mediator between the manufacturers and the medical
practitioners to sell the drugs which can be made
available to the patients.

Pharma Firms Reveal

Doctors

February 1, 2010, The Times of India
http://lite.epaper.timesofindia.com/getpage.aspx?pageid
=13&pagesize=&edid=TOICH&edlabel=TOICH&mydateHid=0
1-02-2010&pubname=Times+of+India+-
+Chennai&edname=Chennai&publabel=TOI

Payments To

New Delhi: While the government here is still debating a
code with the drug industry to curb unethical practices
like freebies and sponsoring exotic trips of doctors,
pharma biggies worldwide have started disclosing
payments made to physicians, including dollars spent on
consulting gigs, clinical trials and even meals.

So money shelled out by companies to doctors for speaking
and advising engagements , investigator-initiated research
and gifts will also be posted on the companies websites
for all to see. This is part of a revolutionary legislation,
Physicians Payment Sunshine Act , under which Merck and
Glaxo-SmithKline (GSK) have already posted public
disclosures about payments made to physicians in the last
quarter of 2009.

Animal Health

No Relevant News

Biotechnology

Bharat Biotech, NIV In Talks Over
Commercialisation Of Japanese

Encephalitis Vaccine

February 24, 2010, Pharmabiz
http://www.pharmabiz.com/article/detnews.asp?articleid
=54233&sectionid=5

Pune-based National
developed a

Institute of Virology(NIV) has
candidate vaccine against Japanese

Encephalitis virus and is in talks with Bharat Biotech for its
commercialisation and further development, it is learnt.

The institute has developed this chimeric peptide vaccine
“candi 35 in collaboration with Bioinformatics Centre,
University of Pune, with funding from Department of
Biotechnology. The product has been developed upto the
laboratory scale and negotiations are reportedly in
progress with the Hyderabad-based biotech major for its
commercialisation, sources said.

GSK Sees Growth Shot In Vaccines

February 16, 2010, DNA
http://www.dnaindia.com/money/report_gsk-sees-
growth-shot-in-vaccines_1348316

For GSK Pharmaceuticals Ltd, vaccines is clearly a major
focus area, currently constituting about 8% of total sales.
“That contribution would soon reach 11-12% of total
sales,” said Mehernosh Kapadia, senior executive director.
The Rs 1,871 crore company is planning to launch
Synflorix, a paediatric vaccine for middle ear infections
and invasive pneumococcal disease in infants between 6
weeks and 2 years in late 2010.

Kapadia says Infanrix Hexa, which is a six-in-one vaccine,
is aimed at a launch in late 2010, or 2011. Infanrix Hexa is
targeted at Diphtheria+tetanus+pertussis+Hib+hepatitis
B+inactivated polio vaccine. The vaccine focus will help
the British giant in a market like India which, according to
Evaluate Report, was worth about Rs 3,600 crore in 2008,
growing at 10% per annum.

Imported HIN1 Vaccines Reaches India

February 7, 2010, Hindustan Times
http://www.hindustantimes.com/rssfeed/newdelhi/Impor
ted-H1N1-vaccines-reaches-India/Article1-506176.aspx

The first batch of 1.5 million doses of imported H1N1
vaccines manufactured by Sanofi Pastuer arrived in India
on Thursday. These doses will be used to inoculate health
workers testing and treating people infected with the
H1N1 virus. “The vaccines have arrived but haven’t got
the Drug Controller General of India’s nod to be used in
India. Trials in Kasauli are expected to take another two-
and-a half weeks, after which the vaccinations will start.
We expect all clearances by the end of February,” said a
health ministry official not willing to be named as he is
not authorised to speak to the media.

Since it was identified in April 2009, the H1N1 influenza
virus has killed 15,174 people in 209 countries. India
reported 28,251 cases with 1,135 deaths till February 6.
According to the World Health Organisation, the overall
pandemic influenza activity continues to decline or remain
low after peaking during late-October and November 2009.
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Health Ministry To Utilise Unexpired
Vaccines Lying In Closed PSU Vaccine
Units For National Immunization

Programme

February 2, 2010, Pharmabiz
http://www.pharmabiz.com/article/detnews.asp?articleid
=53812

The Union Health Ministry is planning to utilize the date-
unexpired vaccine bulks lying in the cold storages of the
three closed vaccines units for the national immunization
programme. For this purpose, the ministry has started
issuing notice to the units asking them to assess the
usability and stock of the vaccines stored in each unit,
sources in the health ministry told Pharmabiz.

According to sources, since the vaccines cannot be
exported due to WHO GMP issue, it can be used for
domestic purposes. It is learnt that the ministry has
already ordered the units to release the vaccines that
have not passed expiry dates.

The Story Of A Vaccine

January 30, 2010, Indian Express
http://www.indianexpress.com/news/h1n1-the-story-of-
a-vaccine/573169/0

Over A 100 scientists are working round the clock at the
Pune-based Serum Institute of India Limited to develop an
indigenous vaccine to tackle the growth of H1N1 virus. It is
expected that the vaccine will be available in the country
by April. The Phase-l of human trials began from January
16. Dr R M Dhere, Senior Director of the institute, said it is
too early to quote a price for the vaccine, but he assured
that it will not be “expensive”.

With the number of H1N1 cases in the country increasing,
the need for a vaccine was pressing. It usually takes
around five years to develop a vaccine. Hence the
authorities responded with “administrative shortcuts to
get the vaccine at the earliest,” said Dr Surinder Singh,
Drug Controller General of India (DCGI). “The companies
were instantly given permission for Phase-I to Phase-Ill.”

Medical Diagnostics /
Devices

IMS Launches Integrated Regulatory

Compliance Solution For Pharma &
Medical Device Cos
February 22, 2010, Pharmabiz, Norwalk,

Connecticut

http://www.pharmabiz.com/article/detnews.asp?articleid
=54205&sectionid=

IMS Health, the world’s leading provider of market
intelligence to the pharmaceutical and healthcare
industries, announced the launch of IMS Aggregate Spend
Compliance Services, a comprehensive set of solutions to
help pharmaceutical and medical device companies
comply with the growing number of federal and state
transparency and marketing disclosure laws in the US,
known as “aggregate spend” reporting regulations.

IMS’s suite of information and advisory services enables
clients to implement a fully integrated monitoring and
reporting compliance infrastructure - providing an
accurate view of their promotional spend associated with
healthcare professionals. The services leverage the best-
in-class compliance application platform of R-Squared
Services & Solutions, a leading developer of evidence-
based compliance solutions for the healthcare and life
sciences industries.

GE Healthcare Launches New Scan Tool

February 16, 2010, Financial Chronicle
http://www.mydigitalfc.com/it/ge-healthcare-launches-
new-scan-tool-875.

GE Healthcare India has launched an iPod-like ultrasound
technology tool — Vscan — for point-of-care imaging. The
product is priced at about Rs 6 lakh and is part of the
healthy imagination initiative that committed $6 billion to
enable better health focusing on cost, access and quality.

V Raja, president and CEO, GE Healthcare, South Asia
said, "Vscan may become as critical as a stethoscope to a
physician in helping to detect disease quickly. Vscan will
reduce the need for more tests and referrals during
physical examinations and will make healthcare more
accessible to people in India.”

Centre To Sell Pills, Medical Devices

From Own Hospitals

February 2, 2010, DNA
http://www.dnaindia.com/india/report_centre-to-sell-
pills-medical-devices-from-own-hospitals_1342195

The government has decided to sell medicines, surgical
equipment and devices such as stents, pacemakers,
catheters, intraocular lenses, etc, through its own shops in
hospitals, at cheaper rates. This is being done to break
the nexus between doctors, pharma companies and
medicine shops.

Health and family welfare minister Ghulam Nabi Azad has
asked officials to start the process of opening such outlets
in all central and state hospitals. The minister believes
this would not only save patients and their families the
bother of running around, but also ensure they get
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genuine products at affordable prices. Since these shops
will stock emergency devices, there will be no need for
people to look for them outside hospitals.

New Equipment To Fight Cancer At

Apollo

February 1, 2010, Indian Express
http://www.expressbuzz.com/edition/story.aspx?Title=Ne
w+equipment+to+fight+cancer+at+Apollo&artid=5%7Co5Ac
OpnlQ==&SectionID=lifojHIWDUU=&MainSectionID=lifojHIWD
UU=&SEO=&SectionName=rSY%7C6QYp3kQ=

In a significant step towards better diagnosis, treatment
and tracking of cancer, Apollo Specialty Hospitals has
installed a 64-slice PET-CT scan, which has the latest
time-offlight technology. Obtained at a cost of Rs 12
crore, it is said to be the first such equipment in India.
Announcing this at a press conference held on Sunday, Dr
Backiyam Raghavan, department of radiology and imaging
sciences, Apollo Specialty Hospital, Teynampet, said the
equipment could be used for studying the body of patients
with greater accuracy, within lesser time.

Though Apollo Hospitals have already installed PET-CT
scans, the new equipment also has the timeof- flight
technology, which improves the image quality and offers
more accurate details. “Such images will help immensely
in the diagnosis, staging, restaging and therapy monitoring
for cancer patients,” she explained.

The equipment will also find application in fields like
cardiology and neurosciences, she added.

New Appointments /
Transfers

Row Over

Appointment

February 14, 2010, Indian Express
http://www.indianexpress.com/news/Row-over-medical-
council-panel-appointment/579495

Medical Council Panel

The state Health department and the Delhi Medical
Council (DMC) are locked in a war of words over the
appointment of a doctor in the council’s disciplinary
committee. While Health minister Kiran Walia maintains
that the appointment is the government’s prerogative, the
council members oppose the nomination. They contend
that the doctor appointed by the Health department,
Prem Agarwal, is accused of medical negligence and thus
does not fall under the bracket of an ‘eminent person’ —
the requirement of the post.

Dr Agarwal is director of Sanjeevni Medical Research
Centre. But his appointment as a member of the

disciplinary committee is not going down well with DMC
members. “This is a case of an accused becoming a judge
in his own case,” a senior doctor who is a part of the
council said. “This appointment is politically motivated,”
he added.

OPPI Related News

The Social Media Super Market: Pharma

Still Plays Safe

February 16-28, Express Pharma
http://www.expresspharmaonline.com:80/20100228/man
agement01.shtml

“In this much uncharted territory, as there are not enough
foot-steps follow, the pharma companies are now just
‘testing the water™”

Tapan Ray, Director General,
Parmaceutical Producers of India (OPPI)

Oraganization of

With the US FDA now making moves to formulate a policy
on the proper use and regulation of new age media,
Viveka Roychowdhury reviews the dilemma facing
pharmaceutical companies

From sending smoke signals to telephones to new age tools
like Facebook and YouTube, the human race has always
found ways to communicate. As per a 2009 Nielsen survey
of Social Media (SM), two thirds of the world's internet
population visits online communities and spends at least
10 minutes on them every day. And the time spent on
these websites has increased three times the rate of
overall internet growth. SM seems to have caught the
fancy of both young and ‘old' in equal measure, going by
the fact that according to the same Nielsen survey, people
aged 35-49 may have been the fastest growing segment on
Facebook but in the last year, Facebook has added twice
as many 50-60 year old visitors (14 million) as it has 18
year olds. One third of Facebook audience is in the 35-49
age group.

As Tapan Ray, Director General, Organization of
Pharmaceutical Producers of India (OPPI) points out
companies like, Pfizer, GSK, Merck, Bayer, J&J,
AstraZeneca etc are also now joining these communities
to initiate a meaningful dialogue with important
stakeholders. Some of these companies have already
created un-branded sites like, silenceyourrooster.com or
iwalkbecause.org, to foster relationship with patients’
group through online activity, the contents of which have
been generated by the users themselves of the respective
social medium. With the help of click-through links these
sites lead to the branded sites of the concerned
companies.
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Pharma Biggies Reveal Goodies Given To

Docs

February 1, 2010, The Times of India
http://lite.epaper.timesofindia.com/getpage.aspx?pageid
=17&pagesize=&edid=TOIBG&edlabel=TOIBG&mydateHid=0
1-02-2010&pubname=Times+of+India+-
+Bangalore&edname=Bangalore&publabel=TOI

Even as government here is still debating a code with the
drug industry to curb unethical practices like freebies and
sponsoring exotic trips of doctors, pharma biggies
worldwide have started disclosing payments made to
physicians, including dollars spent on consulting gigs,
clinical trials and even meals.

So money shelled out by companies to doctors for speaking
and advising engagements , investigator-initiated research
and gifts will also be posted on the companies web-sites
for all to see.

This is part of a revolutionary legislation , Physicians
Payment Sunshine Act , under which Merck and
GlaxoSmithKline (GSK) have already posted public
disclosures about payments made to physicians in the last
quarter of 2009. Worlds largest pharma company , Pfizer
will also make publicly available compensation to
healthcare professionals for consulting , speaking
engagements and clinical trials in the first quarter this
year for payments made post July 2009, says Pfizers
director worldwide communications , Kristen E Neese.

The issue has wide ramifications for an industry
increasingly facing allegations of kickbacks, payments and
gifts paid to influence prescriptions, and has had to pay
billions as penalties for marketing drugs for unapproved
uses.

The proposed legislation introduced by Senator Grassley is
still pending in US Congress.

The objective is to bring in transparency and improve
patients understanding of how the pharma industry and
healthcare providers work together to improve patient
care, a GSK official said, and for a broader disclosure of
financial relationships between the two.

The trend is gathering storm overseas with most
companies endorsing the move to disclose such payments
on their web-sites . In December last year, GSK disclosed
payments made to US physicians and other healthcare
professionals for speaking and advising services during
April-June 2009.

Significantly, Merck was among the first companies to
endorse the Act in 2008. As part of our voluntary
commitment to increase transparency around all major
aspects of business, beginning October 15, 2009, we have
started disclosing payments to US-based medical and
scientific professionals, who speak on behalf of our

company or our products in programmes known as Merck
Medical Forums. This is inline with high ethical standards,
said K G Ananthakrishnan head MSD India, (subsidiary of
Merck US).

Companies globally have started to shed light on these
payments, before the Act is passed under which they will
have to make some mandatory disclosures . The
disclosures will also include payments made to major
academic institutions and research sites for clinical
research.

While, in India the pharma industry and government
believe in self-regulation . A code which curbs unethical
sales promotion and marketing expenses and bans non-
medical and personal gifts has been drawn up by the
industry , which is voluntary. Organisation of
Pharmaceutical Producers of India (OPPI) director general
Tapan Ray feels that the goal (of curbing unethical
industry practices) will be achieved through the amended
Medical Council of India (MCI) regulations .

The MCI, which can suspend or even cancel a doctors
licence in case of violation , recently amended guidelines
under which all gifts, travel and hospitality to doctors was
banned, and participating in medical research and
affiliations allowed with certain riders.

OPPI
Events

Forthcoming

% Presentation on Union Budget 2010-2011 -
Analysis by Ernst & Young, March 2, 2010,
Club Peninsula, Mumbai.

% Seminar on “Building Mega Brands” Friday,
March 19, 2010, Mumbai.
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