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International
IPR

NGOs Call Upon EU To Halt Aggressive
Push For Higher IP Protection,

Enforcement

July 22, 2010, Pharmabiz
http://www.pharmabiz.com/article/detnews.asp?article
id=56512&sectionid=

A string of international NGOs and legal experts, who
have gathered at the XVIII International AIDS Conference
in Vienna, have called upon the European Union (EU) to
immediately stop their aggressive push for higher
intellectual property protection and enforcement
through various bilateral and multilateral forums that
threaten access to safe, effective and affordable generic
HIV medicines.

In a year when governments have failed miserably in
reaching Universal Access targets and less than half of
those in need are on treatment, activists and experts are
calling for an immedi at e
access to medicines in developing countries.

India May Complain To WTO If Acta Is

Enforced: Khullar
July 21, 2010, Live Mint

http://epaper.livemint.com/Articlelmage.aspx?article=2
1.07_2010_005_002&mode=1

India may complain to the World Trade Organization
(WTO) against the developed nations if they try to
enforce intellectual property regula- tions that go
beyond the terms accepted by WTO and the World
Intellectual Property Rights Organization. Countries such
as the US, Australia, Canada, Japan, South Korea and
Singapore, and the European Union (EU) are working
together to set up new international standards on
intellectual property rights under the Anti-Counterfeiting
Trade Agreement, or Acta.

Negotiations began in June 2008 and are expected to be
completed by the end of this year. The group released a
draft agreement in April, which in- cludes new norms
against copyright infringement on the Internet and the
sale of counterfeit goods that could also in- clude
generic drug.

Access To Medicine Groups Call Upon
WIPO, WTO & WHO To Reject ‘IP
Enforcement Initiatives'

July 21, 2010, Pharmabiz
http://www.pharmabiz.com/article/detnews.asp?article
id=56491&sectionid=

International group of access to medicine groups,
academics and experts, who gathered at the University
of California at Berkeley Law School, have called upon
policy makers in governments and international
organizations like WIPO, WHO and WTO to reject the
cynical and dangerous efforts that are being made
through the ‘intellectual property enforcement”
initiatives to prioritize commercial interests over the
right to health.

In the 'Berkeley Declaration on Intellectual Property
Enforcement and Access to Medicines’, addressed to the
WIPO, WTO and WHO, these groups have said that the
enforcement agenda threatens the last decade of efforts
to achieve access to medicines for people in low- and
middle-income  countries, and compromises the
attainment of health-related Millennium Development
Goals.

US Court Rules Against Sun Pharma's

Appeal

July 20, 2010, Business Standard
http://www.business-

Standard.2om/indi&/ stoﬁlﬁége.sphp?guli:ohogtfbf@ﬁ

Sun Pharmaceutical Industries said the US District Court
for New Jersey had denied its appeal to reverse an
earlier jury verdict in the patent litigation over the
generic version of Wyethds
With this, Sun Pharma is facing the possibility of paying

on

damages for launching the drug o6at roi
verdict goes against it.
0The c¢l aims of Sun Phar ma

the case and will continue to sell the drug. If it loses the
case, it may have to face damage claims which may be
two-three times of the earnings, i.e. around $80-$100
million,o sai d
institutional research, with HDFC Securities.

HC Boost For Innovators,

Overhaul Of Patent Process

July 17, 2010, Live Mint
http://www.livemint.com/2010/07/16214201/HC-boost-
for-innovators-order.html?atype=tp

Orders

In @ much-needed relief to innovators, the Delhi high
court on Thursday passed a landmark judgement which
will bring greater transparency to the process of granting
patents and crack down on the practice of filing
mischievous pre-grant opposition.
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Accordingly, the office of the controller of patents has
been directed by the court to not only disclose award of
patents on a real-time basis, but also electronically
circulate patent hearing dates a day before. The
judgement, issued by justice S. Muralidhar, dealt with
eight cases; the lead case was Snehlata C. Gupte versus
Union of India.

Lilly's Alzheimer's Gamble Aims To

Counter $10 Bn Patent Loss

July 14, 2010, DNA
http://epaper.dnaindia.com/epapermain.aspx

With two Alzheimer's drugs in the final stage of human
testing and two more being developed behind them, Eli
Lilly & Co is committed to one of the riskiest bets in
medicine to fill a potential $10 billion revenue gap.
Therapies now in use only address symptoms of the
disease; they don't cure or even slow it. And the search
for new treatments has been fraught with failure, the
latest involving Pfizer Inc's Dimebon, which wasn't shown
to benefit patients in an advanced study reported in
March.

Lilly researchers say their early use of biomarkers,
signals in the blood that show the medicines hit their
targets, gives them confidence the late-stage therapies
will work. A drug that stops or reduces memory loss may
be worth more than $5 billion a year, said Tony Butler,
an analyst with Barclays Capital. At the same time, Lilly
faces generic competition by 2016 to products with
about $10 billion in annual sales, or almost half its
revenue last year.

EU Commission Welcomes Decrease Of
Potentially Problematic Patent
Settlements In EU Pharma Sector, But

EFPIASees No o0Di

July 6, 2010, Pharma Letter
http://www.thepharmaletter.com/file/96429/eu-
commission-welcomes-decrease-of-potentially-
problematic-patent-settlements-in-eu-pharma-sector-
but-efpia-sees-no-discernible-trend.html

The number of patent settlements in the pharmaceutical
sector that are potentially problematic under the
European Union's antitrust rules fell to 10% of total
patent settlements in the sector in the period July 2008
to December 2009 compared with 22% in the period
covered in last year's inquiry into the pharmaceutical
sector (January 2000-June 2008).
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Patent settlements, or socal | ed -to-d@lagy o
agreements between originator ~ pharmaceutical
companies and generic drugmakers, have been in the
limelight recently, with news that the US House of
Representatives has just voted to pass legislation to
prevent them (The Pharma Letter July 5) and a recent
European Court confirmation that AstraZeneca had
contravened antitrust laws in generics deals over its
anti-ulcerant Losec (omeprazole; TPL July 2).

Impax And Watson Challenge

Genzymeds Renvela Pat

July 5, 2010, Pharma Letter
http://www.thepharmaletter.com/file/96391/impax-
and-watson-challenge-genzymes-renvela-patent.html

USA-based generic drugmaker Impax Laboratories has
confirmed initiation of a challenge of a patent listed by
Genzyme in connection with Renvela (sevelamer
carbonate for suspension), 2.4g and 0.8g.

Impax said it filed its Abbreviated New Drug Application
containing a Paragraph IV certification for a generic
version of Renvela with the US Food & Drug
Administration. Following receipt of the notice from the
FDA that | mpaxd ANDA had
Impax notified Genzyme, the New Drug Application
holder and patent owner of its action.

USA's House Of Reps Passes Patent
Settlement (Pay-To-Delay Generics)
Legislation As Part Of The War Funding
Bill

July 5, 2010, Pharma Letter
http://www.thepharmaletter.com/file/96397/usas-

house-of-reps-passes-patent-settlement-pay-to-delay-
Berferics-legiflation-as-part-of-the-war-funding-bill.html
e rendo

Ahead of the July 4/5 Independence Day holiday
weekend, the US House of Representatives passed a
package of amendments to the War Funding Bill (HR

4899) that included the O0Pres
Generics Act, 6 whi cpharinaeuticalt e n c
patent settlement agreements so-cal | ed-foropay

del ayo deal s b ebaseed pharmaceaticad ar c |
companies and generic drugmakers.

According to the law firm Hym
FDA Law Blog, the amendment appears to be identical to

one Senators Herb Kohl (Democrat, Wisconsin), Charles
Grassley (Republican, lowa) and Susan Collins
(Republican, Mai ne) i ntroduce
consideration of the Tax Extenders Act (HR 4213).
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European Court Rules Against
AstraZeneca In Losec Antitrust Case,

But Cuts Fine

July 2, 2010, Pharma Letter
http://www.thepharmaletter.com/file/96361/european-
court-rules-against-astrazeneca-in-losec-antitrust-case-
but-cuts-fine.html

The much anticipated decision by the Luxembourg-based
General Court in the appeal case by Anglo-Swedish drug
major AstraZeneca against the European Commission -
going back to 2005 - relating to blocking or delaying
generic copies of t h e -ulderamt
Losec (omeprazole) has gone in favor of the European
Commission, though the proposed fine on the company
has been reduced from 60 million euros ($73.7 million)
to 52 million euros.

A spokeswoman for AstraZeneca told The Pharma Letter
that the company is disappointed with the ruling, and is
now reviewing the complex document to see what next
steps should be taken, noting that it is thought a further
appeal is still possible. She added that the decision had
been expected and its results would not impinge on
AstrazZenecads financial s,
accounted for.

US PTO Rejects Apotex Re-Examination
Of Plavix Patent, As Sanofi Enters
Another Diabetes Deal, Gets Orphan

Status For Rifapentine
July 1, 2010, Pharma Letter

In what continues to be a busy news week for French
drug major Sanofi-Aventis, and another patent victory
for Big Pharma, the US Patent and Trade Mark Office has
denied a request by Canada-based generic drugmaker
Apotex for a second re-examination of the US patent for
the firmds Dbl ockbuster
which is co-marketed with Bristol-Myers Squibb, and
generated sales of $9.1 billion last year, $5.6 billion in
the USA.

The news follows that of a patent victory for
AstraZeneca over its blockbuster cholesterol lowerer
Crestor (rosuvastatin), and just a day after Sanofi-
Aventis launched a takeover bid of US cancer drug
developer TargeGen (The Pharma Letter June 30)

USA Releases New IPEC Plan Of Action
To Defend And Enforce Intellectual

Property, Including For Pharma
June 28, 2010, Pharma Letter

mo

bl ood

http://www.thepharmaletter.com/file/96196/usa-
releases-new-ipec-plan-of-action-to-defend-and-enforce-
intellectual-property-including-for-pharma.html

Last week, Victoria Espinel, the US Barack Obama
Administration's Intellectual Property Enforcement
Coordinator (IPEC), released the "Joint Strategic Plan on
Intellectual Property Enforcement” that Congress
ordered when it created the IPEC position. The plan dthe
results of a month-long public process - lays out 33
"enforcement action items" grouped in six categories.

Overall, the plan is chiefly about what the federal
goverpmegt. ga udg 12 rbett r ctoc?rdinate its own
enforcement efforts over a who eq'most of areas, such as
blocking trafficking in counterfeit medicines, rooting out
infringing software among federal contractors, and
improving communication between federal and state
enforcement agencies.

R&D-Based Drugmakers Need Counter-
Generics Strategies 10 Years Before

Patent Expiration, Says New Study

June 25, 2010, Pharma Letter

bttp: A/ viawiwsthephmianalettea. tom &ike D§153 / kd ased-
drugmakers-need-counter-generics-strategies-10-years-
before-patent-expiration-says-new-study.html

Drug research companies are strengthening their task
forces to protect the patents for their products, but
planning far enough in advance of patent expiry remains
a challenge for many teams, according to a new study
from Cutting-Edge Information.

On average, 40% of surveyed companies deploy counter-
generics task forces. These groups are present at 67% of
the pharmaceutical industry's top 10 firms that
participated in the study. The presence of task forces at
the largest of companies makes sense because these
firms manage entire therapeutic lines. At the same time,

tatkNforded &é aldd Ibén¥fici¥l td §mialeP doshpaties, e | ) .

whose fortunes may rest on a few key brands, the report
notes.

Regulatory

FDA Stops Diabetes Pill Trial On New

Subjects

July 23, 2010, The Times of India
http://lite.epaper.timesofindia.com/getpage.aspx?pagei
d=17&pagesize=&edid=&edlabel=TOIM&mydateHid=23-
07-2010&pubname=&edname=&publabel=TOI

The US Food and Drug Administration (FDA) has directed
pharma biggie Glaxo-SmithKline (GSK) to stop enrolling
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new subjects worldwide for safety studies on the
controversial diabetes pill rosiglitazone (Avandia) till
regulators decide if the drug will be banned.

At least 20 Indian cities, including Mumbai, Bangalore,
Chennai, Ahmedabad and Hyderabad, had enrolled over
150-200 subjects for these trials, part of a global
postmarketing study to assess its safety risks. Around
2,000 diabetics were to be enrolled from India.

Drug Seizure: India, EU To Meet In Sep

July 22, 2010, Mint
http://epaper.livemint.com/Articlelmage.aspx?article=2
2_07_2010_013_006&mode=1

In an effort to resolve a dis pute on seizure of Indian
drugs by some European countries, officials of the Euro
pean Union and the Indian government will meet again at
Geneva in September, at the instance of the World Trade
Organization (WTO).

oln the first round of co
was exchanged. In the next meeting, we will try to seek
the source of complaints that led to the seizure of
consignments, 0 dndia had dragged thé
27member EU to WTO, protesting against the
confiscation of its off patent drugs by some European
countries while they were en route to export
destinations in Africa and Latin America.

Polish Regulator Backs Merck & Co And
Novartis Type 2 Diabetes Drugs And

Bayer ds Nexavar

July 21, 2010, Pharma Letter
http://www.thepharmaletter.com/file/96847/polish-
regulator-backs-merck-co-and-novartis-type-2-diabetes-
drugs-and-bayers-nexavar.html

Polandds Consultative
Technology Assessment (AOTM) has issued a number of
new recommendations for drugs to be reimbursed under
the country®os
recent session.

The council issued position papers on two type 2
diabetes drugs, both of which are dipeptidyl peptidase-4
(DPP-4) inhibitors, one in fixed combination with
metformin. These are Januvia/Xelevia (sitagliptin; from
US drugs giant Merck & Co), and Eucreas (vildagliptin +
metformin; from Swiss major Novartis), and the council
has recommended both to be reimbursed 50%, as part of
the general drug reimbursement list.

n s Vivus's Quexa,

Counci

Glaxo Said To Have Paid $1 Billion

Over Paxil Suits

July 20, 2010, Bloomberg
http://www.businessweek.com/news/2010-07-20/glaxo-
said-to-have-paid-1-billion-over-paxil-suits.html

GlaxoSmithKline Plc has agreed to pay more than $1
billion to resolve more than 800 cases alleging its Paxil
antidepressant caused
children, according to people familiar
settlements.

with the

The accords, which provide an average payout of more
than $1.2 million to families of affected children, leave
more than 100 birth-defect cases pending, the people
sai d. Of ficials of Gl axo,
said July 15 they set aside $2.4 billion to resolve
litigation over Paxil and its Avandia diabetes drug.

FDA Advisors "Hesitantly” Vote No To

basi c informat.i

July 16, 2010, SCRIP

http://www.scripintelligence.com/home/FDA-advisors-
Shsttdhtly-vote-no-to-Vivuss-Qnexa-299681

The US FDA's advisory committee on endocrinologic and
metabolic drugs voted 10 to six on 15 July that Vivus's
weight-loss drug Qnexa (phentermine plus topiramate)
should not be allowed on the market. The company's
share price tumbled by 55% in after-hours trading once
the vote was...

Eur op eCopy-Drugmakers Launch

Academic Chair For Generics Policy

July 14, 2010, Pharma Letter
http://www.thepharmaletter.com/file/96651/europes-
copy-drugmakers-launch-academic-chair-for-generics-

policoHtmlt he Agency for

Last week saw the rector of Belgiumd s

OEuropean policy towards
funded by the European Generic medicines Association
(EGA) in collaboration with copy-drug majors Mylan,
Ratiopharm, Sandoz and Teva Pharmaceuticals, for a
five-year period.

The aim of the Chair is to study the generic medicines
policy environment in European countries. The Chair
explores issues surrounding the European generic
medi cines industry and its
health care, the effect of generic competition on health
care budgets and the incentives to use generic medicines
for physicians, pharmacists and patients.
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US FDA Advisory Panel Likely To Focus
On Increased Death Risk Associated

WithRoc he 6 s , S8ayseNemuran

July 14, 2010, Pharma Letter
http://www.thepharmaletter.com/file/96647/us-fda-
advisory-panel-likely-to-focus-on-increased-death-risk-
associated-with-roches-avastin-says-nomura.html

Although investors are looking for the US Food and Drug
Administrationds July 20
shrinkage (PFS) and not overall survival (OS) as a metric
to recommend Swi ss drug
(bevacizumab), final approval in the initial treatment of
late-stage breast cancer (mBC), analysts at Nomura see
the trend to increased overall death among patients
using Avastin in recent FDA mandated trials (AVADO,
interim RIBBON1).

Avastin was Roche's biggest selling drug in 2009 with
turnover of about $5.9 billion in its currently-approved
indications. Sanford Bernstein analysts recently
projected that Avastin will account for a staggering 25%
of Roche's growth between now and 2015, mostly coming
from ovarian and breast cancer, and expanding its use in
other countries.

Botox For Migraine: Continuing A Noble

Tradition
July 13, 2010, SCRIP

http://www.scripintelligence.com/home/Botox-for-
migraine-continuing-a-noble-tradition-299491

Last week, the UK Medicines and Healthcare products
Regulatory Agency (MHRA) licensed Allergan's Botox
(botulinum toxin type A) for use as a preventive
treatment in patients with chronic migraine. The
granting of the licence is not only the first approval
worldwide of Botox in...

Merck Serono Gets First Approval For
Oral MS Drug, Gaining Russian
Clearance For Cladribine, With Launch

Expected Early 2011

July 12, 2010, Pharma Letter
http://www.thepharmaletter.com/file/96578/merck-
serono-gets-first-approval-for-oral-ms-drug-gaining-
russian-clearance-for-cladribine-with-launch-expected-
early-2011.html

Biotechnology firm Merck Serono, a division of German
drug major Merck KGaA, revealed this morning that the
Russian Federal Service on Surveillance in Healthcare
and Social Development has become the first
government agency to grant marketing approval to

Advi

cladribine tablets for the treatment of relapsing-
remitting multiple sclerosis (MS).

The product will be available in Russia under the trade
name Movectro, with an expected launch early next
year. The company will now apply for listing within the
Russiabs federal drug

Following US And European Approval,
Amgen/GS K6 s MWilloGarner Sales

http://www.thepharmaletter.com/file/96463/following-
us-and-european-approval-amgengsks-prolia-will-garner-
sales-of-more-than-500-million-in-2019.html

The launch and uptake of Amgen/GlaxoSmithKline's
Prolia (denosumab) will drive this drug to generate sales
of more than $500 million in 2019 for postmenopausal
osteoporosis in the USA, France, Germany, ltaly, Spain,
the UK and Japan, according to advisory firm Decision
Resources. Additional sales of Prolia will come from a
number of oncology-related indications, which await
regulatory approval.

Prolia, which was recently approved by the US Food and
Drug Administration and regulators in Europe (where it
wi || be marketed by GSK),
future growth driver (The Pharma Letters June 2 and May
28), and has been forecast by other analysts as having a
peak global sales potential of $6 billion.

Patient-Access Schemes For Four

Cancer Drugs In UK See Mixed Take-up

July 5, 2010, Pharma Letter
http://www.thepharmaletter.com/file/96388/patient-
access-schemes-for-four-cancer-drugs-in-uk-see-mixed-
takeup.html

An assessment of the uptake of patient-access schemes
for four oncol ogy drugs i
Service conducted by the Cancer Network Pharmacist
Forum found mixed uptake of the products in question.
The study looked at four cancer drugs that had been
recommended for NHS reimbursement by the health care
guidance watchdog, the National Institute for Health and
Clinical Excellence (NICE), with the help of patient-
access scheme agreements with the Department of
Health.

The drugs assessed were: Velcade (bortezomib; from US
drug major Johnson & Johnson) for the treatment of
multiple myeloma; Tarceva (erlotinib; from
Switzerl andds
(NSCLC); Sutent (sunitinib; from global giant Pfizer) for
renal cell carcinoma (RCC) and gastrointestinal stromal
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tumors (GIST); and Er bi t ux
Merck KGaA) for advanced colorectal cancer

Move To Better Access To Drugs A

Welcome Change

July 3, 2010, DNA Money
http://www.dnaindia.com/money/column_move-to-
better-access-to-drugs-a-welcome-change_1404517

A study by the Netherlands-based non-profit organisation
Access to Medicine Foundation has highlighted that
GlaxoSmithKline, Merck and Novartis are leading
attempts to make medicines available to people in
developing countries. The study says pharma companies
have given more insight into their policies and actions to

i ncrease peopl eds access t
countries.

While the top three are familiar names, the surprising
entry at the fourth rank is that of Gilead, which markets
anti-retroviral drug Viread fi- one of its top-selling
products. Trailing Gilead are Sanofi and Roche, which
are vigorously exploring newer methods of improving
market access.

Growing Health Spending Puts Pressure
On Government Budgets, According To

OECD Health Data 2010
July 1, 2010, Pharma Letter

In all Organization for Economic Cooperation and
Development (OECD) countries total spending on
healthcare is rising faster than economic growth, pushing
the average ratio of health spending to Gross Domestic
Product (GDP) from 7.8% in 2000 to 9.0% in 2008. Factors
pushing health spending up - technological change,
population expectations and population ageing - will
continue to drive cost higher in the future.

In some countries, according to the new report from the
OECD Health Data 2010 report, the recent economic
downturn, with GDP falling and health care costs rising,
led to a sharp increase in the ratio of health spending to
GDP. In Ireland, the percentage of GDP devoted to
health increased from 7.5% in 2007 to 8.7% in 2008. In
Spain, it rose from 8.4% to 9.0%.

UKO s NUndble To Recommend
Gl axoSmithKIineods
Arzerra, But Backs Li | | y 6 s FoA |

Lung Cancer; Reverses Decision On

BMSO Orenci a

June 25, 2010, Pharma Letter

http://www.thepharmaletter.com/file/96156/uks-nice-
unable-to-recommend-glaxosmithklines-leukemia-drug-

(cetuxi mab;

o

L

arfemraebot-ba&les-tiltysaatirgt®-for-lung-cancer-reverses-
decision-on-b-ms-orencia.html

In preliminary draft guidance published yesterday by the

UK&ds National Il nstitute for
(NI CE) , domestic drug
(ofatumumab), a new treatment for patients with a form
of leukemia, was not recommended for use in the
National Health Service.

The draft guidance has been issued for consultation, but
the NICE said that the evidence does not yet show how
well the drug works compared with current NHS
treatment, for the price the NHS is being asked to pay.
This marks GSK&6s third
this month, which rejected its breast cancer drug
Tyverb dlapatinib;e Ehe Rharma dLettere Jupnep 100 and
Revolade (eltrombopag) for treating chronic immune
thrombocytopenic purpura (TPL June 11)

New Products

Roche Launches Immunoassay Module

For Large Volume Laboratories
July 22, 2010, Pharmabiz, Basel

http://www.pharmabiz.com/article/detnews.asp?article
id=56525&sectionid=

Roche has launched cobas e 602 module for immunoassay
testing as the latest addition to its cobas 8000 platform.
This product is now available in Europe as well as in all
countries recognizing the CE Mark in the Latin America
and Asia-Pacific regions.

I ncluding Rocheds | at est
immunoassay module runs more than 80 different
immunoassays dfrom high medical value tests for cardiac
and infectious diseases to bone markers, rheumatoid
arthritis, tumour markers and tests for maternal care o
with a throughput of 170 tests/hour.

Watson Pharma Launches Generic

Exelon In US Market
July 3, 2010, Pharmabiz, Morristown, New

Jersey
http://pharmabiz.com/article/detnews.asp?articleid=56
246&sectionid=_ .

euKemia Drug

Watisart Plzarmaceuticals, Inc. announced that, under a
settlement with Novartis Pharmaceuticals Corporation,
Novartis Pharma AG, Novartis AG, Novartis International
Pharmaceutical Ltd., and Proterra AG (collectively
Novartis), Watson has commenced shipment of a generic

version of Exelon (rivastigmine tartrate) 1.5mg, 3mg,
4.5mg and 6mg capsules.
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Exelon is used to treat dementia (a brain disorder that
affects the ability to remember, think clearly,
communicate, and perform daily activities and may
cause changes in mood and personality) in people with
Alzheimer's disease.

Eisai To Launch Travelmin 1, A Once-
Daily Rapidly Disintegrating Motion
Sickness Remedy

July 1, 2010, Pharmabiz, Tokyo

Eisai Co., Ltd. announced that the company will launch
Travelmin 1 (class 2 pharmaceutical product), a new
once-daily remedy for motion sickness, on Wednesday,
June 30.

Travelmin 1 is a rapidly disintegrating motion sickness
remedy for adults whose active ingredients, comprising
an antihistaminic (meclizine hydrochloride) and an
anticholinergic (scopolamine hydrobromide hydrate), act
to prevent and alleviate dizziness, nausea, headaches,
and other symptoms associated with motion sickness.

Zydus Cadila & Natco Pharma Launch

Anastrazole In US

June 29, 2010, Pharmabiz
http://pharmabiz.com/article/detnews.asp?articleid=56
181&sectionid=

Zydus Cadila, a Rs 3,600 crore plus pharma giant from
Ahmedabad and Natco Pharma, a Rs 440 crore plus
pharma company from Hyderabad, have launched
Anastrazole in the US after receiving final approval from
the US FDA.

Anastrazole is used in the treatment of breast cancers
and the market for this product in the USA is expected to
be in the region of USS 750 million per annum. Zydus
group has 56 approvals and has so far filed 113 ANDAs
since the commencement of filing process in FY2003-04.

Teva Launches Generic Arimidex To

Treat Breast Cancer

June 29, 2010, Pharmabiz, Jerusalem
http://pharmabiz.com/article/detnews.asp?articleid=56
176&sectionid=43

Teva Pharmaceutical Industries Ltd. announced US Food
and Drug Administration (FDA) approval and commercial
launch of Anastrozole tablets 1 mg, the company's
generic version of AstraZeneca's Arimidex. The product is
indicated for treatment of certain forms of breast cancer
in postmenopausal women.

The brand product had annual sales of approximately
$916.8 million in the United States, based on IMS sales
data. Teva Pharmaceutical Industries Ltd.,
headquartered in |Israel, is among the top 15
pharmaceutical companies in the world and is the
leading generic pharmaceutical company.

R&D/Clinical Trials

Europe's Biggest Ever Investment - 6.4

Billion Euros - In Research And
Innovation, Announced By
Commissioner

July 21, 2010, Pharma Letter
http://www.thepharmaletter.com/file/96851/european-
commission-investment-in-research-and-innovation-
announced.html

Nearly 6.4 billion euros ($8.29 billion) of European
Commission investment in research and innovation was
announced yesterday by Commissioner for Research,
Science and Innovation Maire Geoghegan-Quinn. The
package, the biggest ever, covers a vast range of
scientific disciplines, public policy areas and commercial
sectors.

This funding, it is said, will advance scientific
boundaries, increase European competitiveness and help
solve societal challenges such as climate change, energy
and food security, health and an aging population.
Around 16,000 participants from research organizations,
universities and industry, including about 3,000 small
and medium-sized enterprises (SMEs), will receive
funding.

In Breakthrough, Gel To Protect

Woman From AIDS

July 21, 2010, Indian Express
http://epaper.indianexpress.com/IE/IEH/2010/07/21/Ar
ticleHtmls/21_07_2010_014_003.shtml?Mode=1

FOR THE first time, a vaginal gel has proved capable of
blocking the AIDS virus: It cut in half a woman's chances
of getting HIV from an infected partner in a study in
South Africa. Scientists called it a breakthrough in the
long quest for a tool to help women whose part ners
won't use condoms.

The results need to be confirmed in another study, and
that level of protection is probably not enough to win
approval of the microbicide gel in countries like the US,
researchers say. But they are optimistic it can be
improved.
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Research Finding Microbicidal Gel

Found To Lower HIV Infection

July 21, 2010, Live Mint
http://epaper.livemint.com/Articlelmage.aspx?article=2
1_07_2010_005_001&mode=1

In a breakthrough that will hearten those combating HIV
among women--said to be at the highest risk of infection
--scientists report that women who used a vaginal gel
tinged with a microbicide cut infection rates by 39% over
those who used a placebo.

The study, to be published in the journal Science on
Friday, tested 889 women in South Africa over 30
months. If the same results can be replicated in a larger
trial, vaginal gels could emerge as a viable alternative to
other measures such as male cir- cumcision and condom
use to stem the HIV-AIDS epidemic, experts said.

Another Pfizer Pain Drug Candidate
Flops, As Firm Suspends Tanezumab

Clinical Trial Program

July 20, 2010, Pharma Letter
http://www.thepharmaletter.com/file/96810/another-
pfizer-pain-drug-candidate-flops-as-firm-suspends-
tanezumab-clinical-trial-program.html

Pfizer, t he worl dods | arge
another disappointment for its R&D efforts, announcing
yesterday that, at the request of the US Food and Drug
Administration, it has suspended the chronic low back
pain and painful diabetic peripheral neuropathy studies
in the clinical program for the investigational compound
tanezumab. Investigation of the compound continues in
some areas of high unmet medical need, including
cancer pain.

The FDA's request follows further consideration of
reports of adverse events in osteoarthritis patients
taking tanezumab, and the agency's concerns regarding
the potential for such events in other patient
populations in which the compound is being studied.

Now, A 4-In-1 Diet Drug To Tackle

Obesity, Diabetes

July 17, 2010, The Times of India
http://lite.epaper.timesofindia.com/getpage.aspx?pagei
d=19&pagesize=&edid=&edlabel=TOIM&mydateHid=17-
07-2010&pubname=&edname=&publabel=TOI

Heres some good news for those looking for a quick-fix to
shed flab scientists claim to have developed a four-in-
one diet drug which reduces weight, apart from
controlling blood pressure,cholesterol levels and even
preventing diabetes, particularly in obese.

st

The jab, liraglutide has a feel-good factor similar in
structure to a gut hormone that helps regulate appetite,
it tricks brain into thinking people are full despite eating
20% less food, the Daily Mail reported. The scientists
tested liraglutide on over 550 obese men and women.
Those who took liraglutide lost a stone and a half over
six months more than twice as much as those on dummy
drugs.

Biogen Idec & Swedish Orphan
Biovitrum To Advance Haemophilia
Drug Trial
July 12, 2010, Pharmabiz, Weston,
Massachusetts

http://www.pharmabiz.com/article/detnews.asp?article
id=56354&sectionid=

Biogen Idec and Swedish Orphan Biovitrum plan to
advance the companies’ long-lasting, fully-recombinant
factor VIl Fc fusion protein (rFVIlIFc) into a
registrational clinical trial in people with haemophilia A.
The decision to advance the programme is based on
promising data from a phase-1/2a open-label, cross-
over, multi-center, dose-escalation study that evaluated
the safety and pharmacokinetics of an intravenous
injection of rFVIlIFc in 16 previously-treated patients
with severe haemophilia A.

In dtheU Gt0Hg, K eFVIIIFCD Yvas Sweell etdlerated aafld
demonstrated a prolonged half-life compared to Advate
(antihemophilic factor recombinant, plasma/albumin-
free method, rFVIIl), supporting advancement of the
program. The primary objective of the phase-1/2a study
was to assess the safety of rFVIlIFc at different doses;
the secondary objective was to estimate the
pharmacokinetic parameters of rFVIIIFc at doses ranging
from 25 to 65 IU/kg.

Quintiles Enters Clinical Research
Partnership With The University
Malaya Medical Center To Accelerate

Drug Development

July 7, 2010, Pharma Letter
http://www.thepharmaletter.com/file/96462/quintiles-
enters-clinical-research-partnership-with-the-university-
malaya-medical-center-to-accelerate-drug-
development.html

USA-based contract clinical research and manufacturing
group Quintiles has entered into a strategic alliance
agreement with the University Malaya Medical Center
(UMMC) as part of its unique Prime Site program - an
initiative focused on accelerating the development of
new and more effective medicines. The UMMC is the first
Prime Site in Asia for Quintiles, adding to its existing
four other sites located in the USA, Europe and Africa.
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"Prime Sites are large clinical institutions that
collaborate  with  Quintiles to enhance their
infrastructure for conducting clinical trials,” explained
the firmds Christopher
Medical Center is an ideal partner for us because of its
experience in conducting clinical research, its access to
substantial patient populations and its clinical expertise
across multiple therapeutic areas. Through this new
alliance, Quintiles will be able to significantly improve
its reach to patients and investigators who are critical to
facilitating the increasingly complex therapies under
development,” he added.

Ranbaxy Transfers Drug Discovery Unit

To Daiichi Sankyo

July 3, 2010, Hindu Business Line
http://www.thehindubusinessline.com/2010/07/03/stori
es/2010070351230200.htm

Ranbaxy Laboratories Ltd on Friday said that its New
Drug Discovery Research (NDDR) has been transferred to
Daiichi Sankyo India Pharma Pvt Ltd. The move is part of
a strategy to strengthen the global research and
development (R&D) structure of the Daiichi Sankyo
Group. Established in 1994, NDDR has high-level
synthetic chemical research capabilities. The transaction
has been approved by the Ministry of Science and
Technology.

0The new organisation,
Research Center in India, based in Gurgaon, will play a
key role in the Group's global Drug Discovery Research fi
to create promising new drugs, especially in the area of
low molecular weight infectious and inflammatory
disease treatments. RCI will also continue to support the
programmes of dengue and tuberculosis that NDDR was
working on in alliance with the Department of

CabelGlobal" The PHarmateéudtical
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from GSK to Aptuit. This will help maintain the life
sciences research and talent pool in Italy.

Productivity Declining, As Sector Relies
Heavily On Aging Portfolio; Report
June 29, 2010, Pharma Letter

Leading R&D-based drugmakers continue to rely heavily
on sales from an aging portfolio of drugs, while the
proportion of total sales from newer drugs has dropped,
according to data released yesterday from the 2010
Pharmaceutical R&D Factbook complied by CMR
International, a Thomson Reuters business.

The new edition of the R&D Factbook shows that the
majority of sales for the world's top pharmaceutical
companies are derived from the most mature drugs, with
the three best-selling drugs for a company on average
contributing 44% of total revenues.

Sanofi-Aventis Reports Less Glycemic
Variability, Better Patient Outcomes
With Lantus & Apidra Regimen Vs

Premix Analog Insulin

June 29, 2010, Pharmabiz, Paris, France

http://pharmabiz.com/article/detnews.asp?articleid=56
kectiopid=N kK y o Life Science

Sanofi-aventis announced results of a study which
demonstrated that patients using Lantus (insulin glargine
[rDNA origin] injection) once-daily and Apidra (insulin
glulisine [rDNA origin] injection) before meals reported
improved patient reported outcomes and decreased
glycemic variability versus premix analog insulin. Two

Biotechnology, Ministry of Scienceand Te c hn ol 0 gy ,abstrattd ifrdm this study were highlighted at the

a press release.

GlaxoSmithKline Sells Italian Research
Facility To Aptuit
July 2, 2010, Pharmabiz, London UK

http://pharmabiz.com/article/detnews.asp?articleid=56
239

GlaxoSmithKline (GSK) and Aptuit, Inc. announced that
they have finalised an agreement for Aptuit to acquire
operations at GSKds
Verona, Italy. The arrangement, which is effective as of
the July 1, 2010, provides for ongoing employment of the
staff at the centre and for Aptuit to supply GSK with R&D
services from the facilities. Financial terms have not
been disclosed.

Under the agreement, Aptuit will gain the scientific
expertise and knowledge at the research centre through
t he transfer of t he

facilityos
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Sessions (ADA).

People following a basal-bolus insulin regimen use
separate injections of a basal insulin and a mealtime
insulin. This regimen is designed to address
hyperglycaemia before it happens by providing adequate
insulin to cover fasting and prandial insulin needs

AstraZeneca And MMV Sign Malaria

Medi ci n¥ug Resaasch Agreement: r e in

June 28, 2010, Pharmabiz
http://pharmabiz.com/article/detnews.asp?articleid=56
164

AstraZeneca and Medicines for Malaria Venture (MMV)
has entered into a collaborative agreement to identify
novel candidate drugs for the treatment of malaria. The

approximately 500
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agreement will initially allow MMV access to

Ast r aZ e ntensiwe @anpoand library.

MMV will seek to identify promising compounds with the
potential to treat malaria, including drug resistant
strains of the disease, said David Brennan, CEO,
AstraZeneca. Globally, malaria caused an estimated
863,000 deaths in 2008, mainly amongst vulnerable
populations in the developing world.

Mergers &
Acquisitions/
Collaborations

Mylan To Acquire Global Injectable

Pharma Firm Bioniche For USS 550 Mn
July 16, 2010, Pharmabiz, Pittsburgh

http://www.pharmabiz.com/article/detnews.asp?article
id=56427&sectionid=

Mylan Inc plans to acquire Bioniche Pharma Holdings
Limited, a privately held, global injectable
pharmaceutical company for US$S 550 million in cash.
Bioniche Pharma will provide Mylan not only an
immediate entry into the North American injectables
market but also a platform for future growth
opportunities.

This transaction is expected to be accretive to Mylan's
earnings in year one, without accounting for any
operational or other synergies. Mylan chairman and CEO
Robert J Coury said, "We are extremely pleased to be
adding this complementary, high growth, high margin
business to our one-of-a-kind global pharmaceutical
platform.

Batch Of Licensing Deals Announced By

Merck KGaA, Novartis And Roche

July 13, 2010, Pharma Letter
http://www.thepharmaletter.com/file/96610/batch-of-
licensing-deals-announced-by-merck-kgaa-novartis-and-
roche.html

Three European drug majors announced- in and out-
licensing deals yesterday, although on a much smaller
scale than some of the mega deals running into the
O0bi I | i on anshctiors eevedledtofrlate. Ge r ma
Merck KGaA has signed an agreement with
Immunovaccine to out-license EMD 640744 targeting
multiple solid tumors and hematological malignancies.

Immunovaccine intends to build on the current ongoing
P1 study for EMD 640744 by formulating it in its DepoVax
delivery system. Under the deal, Immunovaccine will
assume exclusive worldwide rights to develop and
commercialize the survivin-based vaccine for multiple
cancer indications.

F. Hoffmann-La Roche

Agreement With IBM

July 2, 2010, IBM News
http://ibm-
news.tmcnet.com/news/2010/07/02/4883646.htm

Signs

(Datamonitor Financial Deals Tracker via COMTEX) -- F.
Hoffmann-La Roche, Ltd. has entered into an agreement
with International Business Machines Corporation (IBM) to
develop a nanopore-based technology that will directly
read and sequence human DNA quickly and efficiently.
Roche is a Switzerland-based developer and
manufacturer of diagnostic and therapeutic products,
while IBM is a US-based information technology company.

The novel technology, developed by IBM Research, offers
true single molecule sequencing by decoding molecules
of DNA as they are threaded through a nanometer-sized
pore in a silicon chip.

Eisai In Up To $1.37 Billion Deal For
Ar ena P h a Lonasersn' For

Obesity In USA
July 1, 2010, Pharma Letter

USA-based Arena Pharmaceuticals has reached an
agreement with Japanese drug major Eisai worth
potentially $1.37 billion to fund commercialization of an
obesity drug that could become Arena’s first marketed
product.

The accord means t hat
lorcaserin for obesity and weight management in the USA
following Food and Drug Administration approval under
the terms of a marketing and supply agreement between
Ei sai and t he U Sownddi Arena s
Pharmaceuticals GmbH (which will produce the product
in Switzerland for the US market).

Novartis Must Get Alcon IDC Approval
For Buyout, Says Swiss Corporate

Governance Expert
June 29, 2010, Pharma Letter

ny &tgp://www.thepharmaletter.com/file/96228/novartis-

must-get-alcon-idc-approval-for-buyout-says-swiss-
corporate-governance-expert.html

Fuelling further delay in
to buy 100% of ophthalmic drugs and eye care specialist
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Al con, t he |l atterds
(IDC) announced that Professor Hans Caspar von der
Crone, a leading Swiss legal and corporate governance
expert, has concluded that a recommendation by the IDC
is an indispensable first step before the board of Alcon
can decide on the merger proposal of Novartis.

This conclusionrefut es Novartis?d
it would be able to unilaterally impose the merger
irrespective of the | DC®s
Al conds majority
the fact t hat Novartisd
who have consistently maintained that the offer for their
23% share is ogrossly
than that paid to the majority shareholder, Nestle o
which holds 52% - for shares (The Pharma Letters
passim).

Lilly Gets Rights To
Glucagon Analogs; Abbott To Market
Kowads Ini Australia And New

Zealand

June 29, 2010, Pharma Letter
http://www.thepharmaletter.com/file/96231/lilly-gets-
rights-to-marcadias-glucagon-analogs-abbott-to-market-
kowas-livalo-in-australia-and-new-zealand.html

US drug major Eli Lilly has signed a development and
exclusive license agreement for Marcadia Biotech's short-
acting glucagon program, covering glucagon analogs that
may provide greater convenience and ease-of-use than
the current recombinant glucagon for the treatment of
severe hypoglycemia. The program includes MAR531, a
glucagon analog that is in preclinical development at
Marcadia, as well as related backup compounds.

Under the terms of the agreement, Marcadia will
continue to oversee development of the compound
through regulatory approval in the USA, while Lilly will
be responsible for obtaining regulatory approval in
countries outside America and for commercialization
worldwide. Financial terms of the collaboration were not
disclosed.

Piramal Healthcare Eyes Buys In Us,
Europe, Canada
June 28, 2010, Business Standard

http://www.business-
standard.com/india/news/piramal-healthcare-eyes-buys-
in-us-europe-canada/399626/

Wants to make up for the Rs 2,000-cr hole in revenues
caused due to sale of domestic drug business to Abbott
Labs. Piramal Healthcare is planning a string of
acquisitions in the biotech space in the US, Europe and
Canada in the next two to three years. The company
intends to make up for the Rs 2,000-crore hole in its

inadequatebd

| ndepe nahmual treveridés rcaused due to €he mawant sale ef its

domestic drug business for $3.72 billion (over Rs 17,000
crore) to US pharmaceutical major Abbott Labs through
these acquisitions.

oWe want to collect
companies abroad. One such acquisition was BioSyntech

p u bl iic Cahadey khrough which mwe actuiredtthe rights of a

promising new cartilage repair device that is undergoing

poshéeéi basbneseabevarfticd i méecamed r
shar ehol der said.TAtmrdimgr tg hime several ssinal nresearch-dviven
o ® f ebiotedch ocompaniesoin iEurope andth ahe dJ§ art daeings

severe financial crisis due to economic slowdown.
and significantly

Pricing

Marc a d i a Pharma Execs Lament European Price

Cuts

July 22, 2010, Fierce Pharma
http://www.fiercepharma.com/story/pharma-execs-
lament-european-price-cuts/2010-07-22

One of the themes emerging from this round of pharma
earnings reports is Europe--specifically, its price-cutting
and cost-saving push and how it's likely to affect sales on
the continent going forward. And the news is not
positive.

Several drug executives used their earnings calls to warn
that austerity measures in Europe will hurt--worse during
the second half of this year than in the first half, and
even worse next year. "We've seen some price pressure
in the first half,” GlaxoSmithKline CEO Andrew Witty
said, as quoted by Reuters.

Global Fund And Drugmakers In Deal
To Reduce Malaria Medicine Prices By
Up To 80%

July 21, 2010, Pharma Letter
http://www.thepharmaletter.com/file/96850/global -
fund-and-drugmakers-in-deal-to-reduce-malaria-
medicine-prices-by-up-to-80.html

The Global Fund to fight HIV/AIDS, tuberculosis and
malaria and six manufacturers of quality-assured malaria
drugs have finalized agreements to place affordable life-
saving malaria drugs within reach of millions of people in
need, especially children. This public- private
collaboration, a part of the Affordable Medicines
Facility-malaria (AMFm) Phase 1, will benefit eight
countries in sub-Saharan Africa and Asia.

Under the agreements, private importers will now pay up
to 80% less than they did in 2008-2009 for the most
effective malaria drugs (artemisinin-based combination
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therapies; ACTs), bringing the factory gate prices down
to the same level as for public sector buyers.

US Watchdog CREW Calls On FTC To
Investigate If Doctors Are Giving
Patients The Best - Or Best Priced

Vaccines

July 8, 2010, Pharma Letter
http://www.thepharmaletter.com/file/96507/us-
watchdog-crew-calls-on-ftc-to-investigate-if-doctors-are-
giving-patients-the-best-or-best-priced-vaccines.html

The Washington DC-based not-for-profit legal watchdog
group Citizens for Responsibility and Ethics in
Washington (CREW) has sent a letter to the US Federal
Trade Commission asking for an antitrust investigation
into drug companies that offer significant discounts to
doctors for providing pat.i
vaccines.

The CREW said it is taking the action after learning that
Sanofi Pasteur (part of French drug major Sanofi-Aventis)
and the USA6s Merck & Co r
groups purchasing their vaccines to enter into contracts
prohibiting them from purchasing vaccines made by
other companies.

Savings Of 2.2 Billion Euros Targeted
By France In Drug Price Cuts And

Hospital Spending In 2011

July 8, 2010, Pharma Letter
http://www.thepharmaletter.com/file/96510/savings-
of-22-billion-euros-targeted-by-france-in-drug-price-
cuts-and-hospital-spending-in-2011.html

The French public health insurer CNAMTS (Caisse
Nationale d'Assurance-Maladie des Travailleurs Salaries)
has, in a report to be reviewed by the government,
recommended a string of cost-containment measures
aimed at limiting health care spending growth to 2.9% in
2011. The report (available on the French newspaper Les
Echos web site), proposed 21 cost-containment measures
aimed at bringing savings of 2.2 billion euros (52.77
billion).

The CNAMTS identified life threatening and chronic
diseases as being a major source of spending in France,
with 23% of the total 150 billion euros for health care
allocated to cardiovascular patients in 2008. If spending
on diabetes treatments - whose growth is among the
fastest (+23% in three years) - are taken into account, a
total of 46 billion euros was spent on cardiovascular and
diabetes disorders in 2008.

e n Padels,ang
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Cutting Pharmaceutical Prices Can
Hamper New Drug Development, ESMT

Study Shows

July 5, 2010, Pharma Letter
http://www.thepharmaletter.com/file/96393/cutting-
pharmaceutical-prices-can-hamper-new-drug-
development-esmt-study-shows.html

Cutting pharmaceutical prices will severely reduce the
number of new medications making it to market,
according to a groundbreaking independent study from
Berlin, Germany-based ESMT Competition Analysis (ESMT
CA).

For the first time, the study on Pharmaceutical
Innovation and Pricing Regulation & which was
commissioned by Swiss drug major Novartis - clearly
an'afm §h dirgey dink é’%t‘ﬁ?sﬁ”i HAEG s
regulation and low innovation. New medication ely’to
be hit hardest under tough pricing regulation include
antibiotics, as well as treatments for cardiovascular
disease and immune system disorders such as multiple

care

German Cabinet Votes To End Big

Pharma's Price Monopoly

June 30, 2010, Pharma Letter

http://www.thepharmaletter.com/file/96273/german-
cabinet-votes-to-end-big-pharmas-price-monopoly.html

In a move that was largely expected Germany's Cabinet
voted on legislation that would break the pharmaceutical
compani esd @ withm bih imed atisavieg the
ailing health care system about 2 billion euros ($2.46

billion) a year.

At present, drugmakers are able to name their own price
for as long as a product is covered by a patent, and this
has resulted in Germany having the highest drug prices in
Europe. However, now the firms will have to do more to
prove that a drug offers benefits over what is already on
the market.

US Survey Reveals Need To Better
Balance Effects And Cost Of

Therapeutic Drug Use In The Hospital

June 25, 2010, Pharma Letter
http://www.thepharmaletter.com/file/96154/us-survey-
reveals-need-to-better-balance-effects-and-cost-of-
therapeutic-drug-use-in-the-hospital.html

Pharmacoeconomic methods rank low as a decision
influencer on formulary changes, according to a new
survey released this month by the US Society of Hospital
Medicine (SHM) and the American Society of Health-
System Pharmacists (ASHP). Respondents reported that
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only 13% of formulary system decisions made by
Pharmacy and Therapeutics (P&T) committees in
hospitals is influenced by pharmacoeconomic methods.

The findings in the new report are based on a survey of
319 ASHP members who were either directors of
pharmacy or members of ASHP's Pharmacy Practice
Managers Section. The survey was sponsored by French
drug major Sanofi-Aventis (see also comment at end of

this story).
Trade & Others
Noble Clinics Introduces Vitiligo

Treatment Using Stem Cells

July 21, 2010, Pharmabiz
http://www.pharmabiz.com/article/detnews.asp?article
id=56508

Noble Vitiligo Clinics, part of the Noble Aesthetic Clinics,
has introduced stem cells therapy to treat Vitiligo or
white patch condition across all its facilities in the
country covering Bangalore, Chennai, Kochi, Hyderabad
and Mumbai.

Patients are expected to benefit from this procedure.
Vitiligo is an extremely common skin disease in India and
affects about 2 per cent of Indian population. Though
the disease is cosmetic in nature, it has a lot of social
stigma associated with it. Patients find it difficult to get
married, find jobs, or get shunted out of high profile
jobs and parents find it difficult to get their children
married.

Daiichi Sankyo To Market Tavanic In
Romania & South Africa Through

Ranbaxy

July 21, 2010, Pharmabiz
http://www.pharmabiz.com/article/detnews.asp?article
id=56501

Daiichi Sankyo Company and Ranbaxy Laboratories
announced plans to leverage Ranbaxy's presence in
Romania and South Africa to market Tavanic
(levofloxacin), the synthetic antibacterial agent
originally discovered by Daiichi Sankyo.

Daiichi Sankyo entered into a licensing agreement with
sanofi-aventis in 1993 for the manufacture and sales of
levofloxacin covering certain territories including
Europe, Africa, Middle East, South America and part of
Asia, and since that time sanofi-aventis has launched the
product in more than 90 countries as Tavanic.
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Sanofi-Aventis Says Jevtana Injection

Available In US

July 20, 2010, Pharmabiz, Paris, France
http://www.pharmabiz.com/article/detnews.asp?article
id=56477

Sanofi-aventis announced that Jevtana (cabazitaxel)
injection is now available in the United States for
patients with metastatic hormone-refractory prostate
cancer (mHRPC) previously treated with a docetaxel-
based treatment regimen. The availability of Jevtana
comes just one month following a priority review and
approval by the US Food and Drug Administration (FDA).

0The prostate can aided tomowhaveni t
a new treatment option available for these patients
whose disease is very di ffici
Sartor, M.D., Piltz Professor for Cancer Research at
Tulane Medical School, New Orleans, and North American
principal investigator for the pivotal TROPIC trial.
oJevtana will help fill a
the first treatment approved for patients with this stage
of metastatic hormone-r ef ract ory prostate

crit

Russia Plans On Injecting Extra $16

Billion In Healthcare
14 July 2010, SCRIP

http://www.scripintelligence.com/home/Russia-plans-
on-injecting-extra-16-billion-in-healthcare-299593

Russia’s health minister Tatiana Golikova has confirmed
that the government will allocate Rb24 billion (5780
million) for upgrading information technologies in
healthcare as part of three investments aimed at raising
standards in national healthcare totalling an estimated
Rb460 billion ($16..

Asia-Pacific Region Pharma Market Set
For Near 13% CAGR, Making Up 28.5%
Of Global Sales By 2012; Strong

Prospects In Australia

July 13, 2010, Pharma Letter
http://www.thepharmaletter.com/file/96613/asia-
pacific-region-pharma-market-set-for-near-13-cagr-
making-up-285-of-global-sales-by-2012-strong-prospects-
in-australia.html

The Asia Pacific region has the potential to account for
28.5% of the total global pharmaceutical market and
generate $260 billion revenue by the end of 2012,
according to a forecast by Simranjit Singh, director of
market research firm Frost & Sullivan.

Charting a solid 12.9% compound annual growth rate
(CAGR) throughout 2009-2012, the Asia Pacific
pharmaceutical market is looking at the next wave in
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evolution. Long term usage of multiple and specialized
drugs, ever increasing aging population, shorter life
expectancy, early chronic disease diagnosis and major
drug patent expiries are key contributing factors leading
governments to favor production and prescription of
generics.

India Expanding Its Role As Global Drug

Producer
July 7, 2010, The Economic Times

http://economictimes.indiatimes.com/news/news-by-
industry/healthcare/biotech/pharmaceuticals/India-
expanding-its-role-as-global-drug-
producer/articleshow/6137921.cms

Below an ancient hilltop temple to Kali, the Hindu
goddess associated with destruction and change, Sun
Pharmaceutical Industries churns out generic versions of
cancer drugs and epilepsy medications bound for the
United States. Business is so brisk that Sun, with revenue
of 41 billion rupees ($880 million) last year, predicts
sales will grow 20 percent this year and is expanding its
Halol factory.

0This site specializes in
Bhattacharya, Sunds vice
operations, said during a recent factory tour. The blue
and gray concrete building, which will be nearly 800,000
square feet after an expansion, would not look out of
place in the pharmaceutical manufacturing centers of
New Jersey, except for the herds of cattle and buffalo
wandering nearby.

GSK Forms New Operating Unit For

Least Developed Countries
July 3, 2010, Pharmabiz, London, UK

http://pharmabiz.com/article/detnews.asp?articleid=56
250&sectionid=

As part of its commitment to further transform the
company®6s approach to
af fect the worl dds poorest
announced that it is creating a new operating unit
dedicated to the Least Developed Countries (LDCs).

A new Developing Countries and Market Access operating
unit has been created which will integrate GSK's
pharmaceutical business in LDCs into one group. The
group will provide a dedicated focus on the strategic
approaches needed to expand access to medicines for
patients living in these countries.

Sun Pharma To Stop Selling Eloxatin

Generic

June 28, 2010, Reuters
http://in.reuters.com/article/idINIndia-49701520100628

ma

p

Sun Pharmaceutical Industries will stop selling generic
version of Sanofi-Aventis' cancer drug Eloxatin in the
United States after June 30 following a court order, the
Indian drugmaker said. In April, Sanofi-Aventis settled a
patent law suit over Eloxatin with additional
drugmakers, stopping them from selling their generic
versions in the United States from June 30 until August
2012.

Caraco Pharmaceutical Laboratories Ltd, a unit of Sun
Pharmaceutical, had said in March it had launched the
generic version of anti-cancer drug oxaliplatin in
injection form in the United States.

Eur op &b Drugimakers Pledge To
Limit oSamplingd To
June 25, 2010, Pharma Letter

http://www.thepharmaletter.com/file/96159/europes-
rd-drugmakers-pledge-to-limit-sampling-to-doctors.html

Aiming to avoid criticism of marketing practices,
Europeds | e a dasedgdrugmeksre avia d¢heir
trade group the European Federation of Pharmaceutical
Industries and Associations (EFPIA), have agreed to curb
kctivitips such &s providingl samplestad phygidanso
resi dent i n charge of
Andrew Witty, EFPIA president and chief executive of
Gl axoSmithKIine, stated:
t ouch wi t h societyds
appropriate demands for both greater transparency and
for a greater commitment to high ethical standards.
Todayods | eadershinp
strongly reaffirms our commitment to our existing Codes
of Practice and to their continuous improvement. We
believe that full adherence to these codes is essential,
and that breaches should

Animal Health

riately a s @fficialsa tSeel sliméts o On  Livestock
P APtibidtics®! axosSmithKiine

July 14, 2010, Bloomberg Business Week
http://bx.businessweek.com/animal-health-
industry/view?url=http%3A%2F%2Fc.moreover.com%2Fclic
k%2Fhere.pl%3Fr2981679472%26f%3D9791

(Reuters) - Proposals to ban the use of antibiotics as a
livestock growth promotant could drive up farmers costs
without improving public health, skeptical lawmakers
said on Wednesday. Legislation to ban the decades-old
practice is unlikely to pass this year, said sponsor Louise
Slaughter, but her plan is to move further next year.

The Food and Drug Administration recommended on June
28 that antibiotics be used only to prevent or treat
livestock disease. FDA made its recommendation in a
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first-round version of a "guidance” document, which
states FDA's current thinking. Guidance papers do not
carry weight of law but generally are accepted by
industry.

EU Investing 10 Million Euros In Animal
Tuberculosis, Veterinary Studies In

Southern Angola

July 14, 2010, Bloomberg Business Week
http://bx.businessweek.com/animal-health-
industry/view?url=http%3A%2F%2Fc.moreover.com%2Fclic
k%2Fhere.pl%3Fr2979220880%26f%3D9791

The European Union (EU) is investing 10 million Euros in
animal tuberculosis and other veterinary studies in
southern Angola to promote animal farming in the
African country, the official news agency Angop reported
on Tuesday.

The program, which started in 2008, was expected to
last four years and covered projects as "transhumance”,
"Control of Newcastle disease”, “support and
reinforcement of veterinary services" , which will be
carried out in the southern provinces of Huila, Namibe,
Benguela, Cunene and Huambo, according to the
coordinator of the program Laurence Burckel.

USAID Expands Support To Prevent

Bird Flu
July 7, 2010, The Daily Star

http://www.thedailystar.net/newDesign/news-
details.php?nid=145782

Stamping Out Pandemic and Avian Influenza (STOP Al)
Bangladesh project yesterday launched a cleaning and
disinfection (C&D) programme to improve the security of
the live bird market at Sreepur pouroshava in Gazipur.

USAID, through the STOP Al initiative, collaborated with
the Sreepur municipality and the market committee to
develop a market improvement plan to prevent the
spread of highly pathogenic avian influenza to birds and
people by including renovation of the water supply,
addition of a bio-gas facility for proper waste disposal
and a slaughter house, says a press release of the US
embassy in the city.

Biotechnology

Bionas Launches Bionas Adcon Reader

For Impedance-Based Cellular Analysis

July 20, 2010, Pharmabiz, Rostock, Germany
http://www.pharmabiz.com/article/detnews.asp?article
id=56480

Bionas GmbH, a specialist for in vitro profiling of cellular
metabolic activity, announced the launch of its new
Bionas adcon reader for impedance-based, cellular
analysis. The Bionas adcon reader technology is based on
real-time monitoring of cellular impedance, thus giving
real-time data about cell adhesion, membrane integrity,
cellular morphology and cell proliferation for
applications in toxicology, oncology, receptor signalling
as well as the quality management of cells.

Bionas technology allows for the analysis of cellular
behaviour in real-time without the use of any dyes or
antibodies, thus avoiding the result being biased by the
manipulation of the cells during the assay. The Bionas
adcon reader consists of the Bionas plate station, the
Bionas analyzer and a control unit (PC) and offers easy
handling in 96-well format for laboratory research and
HTS applications.

Boehringer Ingelheim Launches PCV2

Vaccine In Russia
June 30, 2010,

Germany
http://pharmabiz.com/article/detnews.asp?articleid=56
193&sectionid=

Pharmabiz, Ingelheim,

With the launch of Ingelvac CircoFLEX by Boehringer
Ingelheim on the Russian market, pig producers in Russia
now have access to the world's market leading vaccine
against porcine Circovirus type 2 (PCV2). The Russian
authorities recently granted Ingelvac CircoFLEX market
authorization for use in pigs against diseases associated
with PCV2. The vaccine is now being launched nationally
in a series of meetings held across Russia during June.

Ingelvac CircoFLEX is being launched just as Russia
begins to further expand its pig industry, encouraged by
support from the Russian Government that aims at
reducing or even eliminating the need for pork imports.
Today, Russia produces more than two million tons of
pork per year.
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Medical Diagnostics /
Devices

Roche Obtains Co-Exclusive License To

Develop PCR Diagnostic Assays From
Qiagen
July 14,

California

http://pharmabiz.com/article/detnews.asp?articleid=56
390

2010, Pharmabiz, Pleasanton,

Roche has obtained a worldwide co-exclusive license for
the biomarker PI3K (phosphoinositide 3-kinase) from
Qiagen to develop real-time and endpoint PCR diagnostic
assays. Johns Hopkins University owns the patent for the
PI3K biomarker and has previously granted an exclusive
license to Qiagen's wholly-owned subsidiary DxS, now
Qiagen Manchester. Financial details were not disclosed.

The PI3K pathway is mutated in more cancer patients
than any other, playing a significant role in colorectal,
gastric, breast and endometrial tumours, among others.
Drugs that inhibit PI3K are a significant focus of current
cancer drug development. Genentech, a member of the
Roche Group, has several molecules in early
development targeting various points along this pathway,
in a variety of tumour types.

SRI Intl, Stanford University School
Launch MISTRAL Collaborative To

Accelerate Medical Devices Innovation
July 7, 2010, Pharmabiz, Menlo Park,

California

http://www.pharmabiz.com/article/detnews.asp?article
id=56286

SRI International and the Stanford University School of
Medicine announced that they have established the
MISTRAL  (Multidisciplinary Initiative for  Surgical
Technology Research Advanced Laboratory)
Collaborative, a programme to accelerate the innovation
of medical devices and bring them to market faster.

A key objective of this programme is the effective and
safe transformation of innovative medical device ideas
into products that will improve the quality and reduce
the cost of healthcare in several key areas, such as
paediatric medical products, trauma care, telemedicine,
and endoscopy.

US FDA Clearance For Abbott's
Molecular Diagnostic  Test For
Detection Of Chlamydia & Gonorrhoea

Infections
June 30, 2010, Pharmabiz,

Illinois

http://www.pharmabiz.com/article/detnews.asp?article
id=56190&sectionid=

Des Plaines,

Abbott announced that it has received 510(k) clearance
from the US Food and Drug Administration to market a
new, sensitive molecular diagnostic test and instrument
to simultaneously detect two of the nation's most
prevalent sexually transmitted diseases (STDs),
gonorrhoea and chlamydia, including a new variant strain
of chlamydia recently discovered in Sweden.

Abbott received independent 510(k) clearances for both
the Abbott RealTime Chlamydia trachomatis / Neisseria
gonorrhoeae (CT/NG) assay and the Abbott m2000
System. They are required to be used together as a
system for the detection of CT/NG from multiple
specimen types including urine, urethral, vaginal and
endocervical swabs.

New Appointments

No Relevant News

Domestic
IPR

Time To Challenge Plus-Size IPRs

July 14, 2010, The Economic Times
http://lite.epaper.timesofindia.com/getpage.aspx?pagei
d=16&pagesize=&edid=&edlabel=ETM&mydateHid=15-07-
2010&pubname=&edname=&publabel=ET

Indian industry needs to join hands with the government
and foil a bid by the developed world to expand the
scope of IP rights and restrict the global market for
competitively-priced goods, says Prashant Goyal. IN AN
increasingly-competitive world, the developed countries
are pursuing intellectual property rights (IPRs) route to
retain competitive edge over developing countries. The
fact that the former followed a liberal IP regime during
their development phase is conveniently forgotten.
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The globally-mandated WTOs TRIPS agreement seeks to
strike a balance between private rights of IP-holders and
public interest by prescribing only the minimum IP
standards of protection and enforcement. However, the
developed countries are seeking to raise the bar by
pursuing a TRIPS-plus agenda, especially on [P
enforcement, with a view to tilting the balance in favour
of IP right holders.

Industry Urges Govt To Remove Clause
On 'Patent Status' In Form-44 Of D&C

Rules

July 6, 2010, Pharmabiz
http://www.pharmabiz.com/article/detnews.asp?article
id=56253

The pharmaceutical industry in the country has urged
the union health ministry to remove the clause relating
to the 'Patent status of the drug from the Form-44 of
Drugs and Cosmetics Rules on the plea that the clause on
the patent status of the drug only favours the patent
holder to delay the entry of a generic drug in the
market.

According to industry source, Form-44 of the Drugs and
Cosmetics Rules, which is submitted to the drug
controller general of India (DCGI) for grant of permission
to import or manufacture a new drug or to undertake
clinical trial, has an entry at Point No 1 (8) as 'Patent
status of the drug'. The industry wanted the government
to remove the entry relating to ‘patent status’ from the
Form-44 as it is associated the principle of ‘patent
linkage'.

Regulatory

Health Policies Abound Go For What

Suits You Best
July 23, 2010, The Economic Times

http://economictimes.indiatimes.com/quickiearticlesho
w/6203359.cms

The possibility of one undergoing some kind of expensive
health treatment during the lifetime is much more than
a sudden demise. Given the cost of treatment at private
heal t hcar e § almostl beyond eeach for thé
Indian middle and lower income class to meet such
expenses. Despite that, the penetration of health
insurance in our country is extremely low. Only about 2%
of t he I ndi ads popul ati on
insurance.

This is partly because of a lack of understanding of
various products and the need for the same. There is a
wide range of health products available in the market,

each with its own advantages and drawbacks.
Understanding them is important to make the right
choice.

GST To Make

Economy: Pranab

July 22, 2010, Business Standard
http://www.business-standard.com/india/news/gst-to-
make-india2-trillion-economy-pranab/102454/on

India A $2-Trillion

Finance Minister Pranab Mukherjee today said successful
implementation of the goods and service tax (GST) can
give a trillion-dollar boost to the economy, taking the
total output to $2 trillion in a short span of time. "The
gain from GST will propel the country from $1-trillion
economy to $2 trillion economy in a short span of time,"
he said while addressing a meeting of the industry
chamber Ficci.

Mukherjee, who had yesterday proposed a three-tier
structure for the new indirect tax regime, quoting an
NCAER estimates said, "well designed GST will see an
increase of 2 to 2.5 per cent in the GDP." GST will
subsume all the indirect levies like excise, VAT, local
taxes etc.

Health Ministry To Hold Country-Wide
Consultations On Draft National Health

Research Policy
July 22, 2010, Pharmabiz

http://www.pharmabiz.com/article/detnews.asp?article
id=56514&sectionid=

The Union Health Ministry will soon hold country-wide
‘consultations’ on the draft National Health Research
Policy to evolve consensus among all the stake-holders
on the draft Policy which the ministry had issued in April
this year.

According to senior officials in the union health ministry,
the Indian Council for Medical Research (ICMR) will hold
the 'consultations' in different parts of the country.
Though the exact date and venues are yet to be decided,
sources said that it will be held soon and the probable
venues include Delhi, Mumbai, Kolkata, Chennai and
Bangalore.

Country Lacks Specialist Doctors: MCI

Chairman
July 22, 2010, Indian Express

ihep:/ /vyw.iadiageypresg. gpia /@qws/ cayateyilagks-|
specialist-doctors-mci-chairman/650208/

While the declining interest among the youths in the
medical sciences dominated the discussion at the 15th
convocation ceremony of the SGPGI in Lucknow on
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Wednesday, the chairman of the Board of Governors of
Medical Council of India (MCI), Dr S K Sarin, invoked the
issue of lack of specialist doctors in the country.

OWe have maxi muMBBS muhalaoantry, dut
MD and MS are less in numbers, and there are only a few
specialists. On the other hand, US has 24,000 post
graduates and 16,000 graduate doctors. India actually
needs a reverse rocket model, but we have worked out a
modality, which will be finalised soon. Even though it is
not the reverse rocket model, it is at least a cylinder-
shaped model in which we have enough number of
specialists as well, 6 said

Govt To Set Up Cold Chain Storage For
Drugs At Mumbai, Delhi Airports In

First Phase
July 22, 2010, Pharmabiz

http://www.pharmabiz.com/article/detnews.asp?article
id=56513&sectionid=

Moved by the persistent demand from the
pharmaceutical exporters and importers, the government
is planning to further augment the drug storage facilities
at the Mumbai and Delhi airports by creating additional
cold chain capacities.

The government has placed drug storage facility as a
priority agenda and will be starting with the two major
airports now. The facilities at five key airports including
Hyderabad and Bangalore will be augmented may be in
the next two to three years. The complaints by the
pharma industry that quality of medicines transported
through air routes is getting affected due to the lack of
proper storage system will thus be solved to a great
extent, sources said.

DoP To Finalise Bidders For Running
Six NIPERs Under PPP Model This

Month

July 21, 2010, Phartmabiz
http://www.pharmabiz.com/article/detnews.asp?article
id=56492&sectionid=

The Department of Pharmaceuticals (DoP) is learnt to
carrying out the valuation of bids from the private
partners to run the six new National Institutes of
Pharmaceutical Education and Research (NIPERs) which
are running under the mentor institutions now.

"The department is examining the expression of interests
(Eols) from the likely partners and the process is
expected to be over in a couple of weeks now. The
further steps will be initiated after short listing the
bidders, so that the NIPERs can be made fully
autonomous at the earliest,” sources in the department
said, without specifying the number of interested
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bidders and other details in this regard. The department
will seek request for quotation or request for proposal
from the short listed bidders.

State FDA To Upgrade Its Testing Labs
In Mumbai, Aurangabad At A Cost Of Rs

33 Lakh

July 20, 2010, Pharmabiz
http://www.pharmabiz.com/article/detnews.asp?article
id=56471&sectionid=

%He'M3harashtra Food and Drug Administration will be
upgrading both of its testing laboratories located in
Mumbai and Aurangabad soon. The FDA has earmarked a
sum of Rs 33 lakh to purchase equipments for upgrading
of these labs.

As part of the process, the FDA has prepared a list of
equipments to be purchased this year. It has received Rs
30 lakh from the state government for the upgradation.
Before March 2011, both the labs will receive the
equipments. As always, the FDA with the help of industry
experts like Forensic Laboratories, Haffkine and IIT will
note the specifications needed for the equipments listed
and then will issue tender notice for best offer.

DoP To Set Up Limited Number Of GLP
Compliant Animal Facilities In Public
Sector Soon

July 20, 2010, Pharmabiz
http://www.pharmabiz.com/article/detnews.asp?article
id=56475&sectionid=

The Department of Pharmaceuticals (DoP) will be
funding a few Good Laboratory Practices (GLP) compliant
animal facilities for pre clinical trials in the public
sector. These facilities in the identified places will be
open for the private sector for use.

As part of the initiatives to boost the infrastructure for
the pharma industry, the DoP has identified a few public
sector institutes for the purpose and the first instalment
of fund are expected to be released within a month, as
per the plans, sources in the department revealed..

Cluster Development Programme Of

DoP Expected To Begin By December

July 20, 2010, Pharmabiz
http://www.pharmabiz.com/article/detnews.asp?article
id=56472&sectionid=

The proposed cluster development programme by the
Department of Pharmaceuticals to extend common
facilities to the pharma units, especially the SME sector,
is expected to take the shape on the ground by
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December, as some States have already come forward to
set up the clusters.

Haryana has already identified sufficient land at Rohtak
for developing the cluster and the DoP is preparing a
detailed project report for the same. Some other States
also have indicated their willingness to establish the
clusters. The project is expected to be launched by
December this year, sources in the department said.

Pharma Cos Oppose DCGIs Ban On

Emergency Contraceptive Pill Ads

July 20, 2010, The Times of India
http://lite.epaper.timesofindia.com/getpage.aspx?pagei
d=8&pagesize=Gedid=&edlabel=ETM&mydateHid=20-07-
2010&pubname=&edname==&publabel=ET

PHARMACEUTICAL companies have contested the drug
regulators decision to ban advertisement of their
emergency contraceptive pill (ECP) brands saying that it
contradicts governments health policies besides hurting
their investments.

On July 4, the Drug Controller General Of India (DCGI)
issued show-cause notices to Piramal Healthcare,
Mankind Pharma and Morepen Laboratories for
advertising their ECP brands. DCGI asked the companies
to explain within 14 days why they started advertising
ECP brands after the regulator withdrew the permission
to do so in January.

After 8 Years Of Initial Draft, National

Pharma Policy Almost Dead
July 19, 2010, Pharmabiz

http://www.pharmabiz.com/article/detnews.asp?article
id=56456&sectionid=

Though the government is yet to officially accept it, the
much awaited pharmaceutical policy pending for the
past eight years has almost been dumped, with no
progress seen in this regard over one year now.

The Group of Ministers (GoM), set up to examine the
draft policy, is yet to hold a single meeting even after
almost one year and with the new chemicals minister M
K Alagiri showing little interest on it, the fate of the
policy is more than
couple of times for expediting the matter, but there was
no response from any sides. As of now, nothing is

happening on t his front,
Pharmaceutical Department said.

Govt Issues Alert On Dietary
Supplements

July 19, 2010, The Times of India

uncertai

http://lite.epaper.timesofindia.com/getpage.aspx?pagei
d=17&pagesize=&edid=&edlabel=TOIM&mydateHid=19-
07-2010&pubname=&edname==&publabel=TOI

The next time you pop dietary supplement pills or take a
swig of muscle-building concoctions in the quest for a
toned body, read the fine print carefully. The
government has come out with an advisory against the
use of certain dietary supplements being marketed in the
country as those may contain harmful steroids.

This was done at the behest of the US Food and Drug
Administration (FDA) which alerted the Food Safety and
Standards Authority of India over the possibility of those
products making an entry to India in the garb of dietary
supplements.

Maha FDA Registers Drop In Number Of
Sub-Standard Drugs For Second Time In

This Year

July 16, 2010, Pharmabiz
http://www.pharmabiz.com/article/detnews.asp?article
id=56423&sectionid=19

The Maharashtra Food and Drug Administration (Maha
FDA) has registered a significant drop in the number of
sub-standard drug samples in the routine random
inspections being carried out by the agency. The FDA has
found only 15 not-of-standard drugs during the
inspection conducted in the month of June. Even in the
month of April, the FDA had found lower number of not-
of-standard-quality drugs, that is 21.

However, during the inspection conducted in May, FDA
had listed 32 sub-standard drugs. Another highlight of
the recent list of not-of-standard-quality drugs is that
Endolabs has been listed in the third consecutive
monthly list of such drugs.

PMO Puts At Rest Speculation On
Revival Of Tax Holiday Scheme In HP,

Uttarakhand

July 14, 2010, Pharmabiz
http://www.pharmabiz.com/article/detnews.asp?article
id=56387&sectionid=

n OWe have written | ett
Puttmg at rest all the speculations and demands about
the revival of the tax holiday scheme in hill states like
Hémach@lopéjadeslbapq: Yttarpkhand, the Prime Minjster's
Office has said that the scheme that came to an
end on March 31, 2010 will not be revived, it is learnt.

According to sources, the PMO has given an assurance in
this regard to the Punjab government in a letter written
to the Punjab government recently. The PMO
clarification comes as a reply to the Punjab government's
earlier letters on the issue as speculation was rife that
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the central government may revive the scheme due to
the pressure being exerted by the hilly states to revive
the scheme.

ESIC Plans Tie-Ups With Service
Providers To Extend Healthcare

Services To Uncovered Areas

July 13, 2010, Pharmabiz
http://www.pharmabiz.com/article/detnews.asp?article
id=56365&sectionid=

In order to extend the healthcare services offered under
the Employees’ State Insurance (ESI) Scheme to a wider
area of the country, the central government has decided
to enter into tie-up with healthcare service providers to
offer primary and secondary healthcare under the
scheme in regions where the service has not reached
yet.

The decision is to enter into tie-up arrangement to
provide primary and secondary healthcare under ESI
Scheme, if such facilities are not available within 8 km
of the dispensary and 25 km of the hospital, said
Mallikarjun Kharge, Union Minister of Labour and
Employment while inaugurating the new ESI Corporation
divisional office at Gulbarga, Karnataka.

New Edition Of National Formulary Of

India To Be Out After 31 Years
July 12, 2010, Pharmabiz

http://www.pharmabiz.com/article/detnews.asp?article
id=56352&sectionid=

The fourth edition of National Formulary of India (NFI),
the publication prepared by the the Indian
Pharmacopoeia Commission (IPC) to guide medical
practitioners, medical students, nurses and pharmacists
on basic information on drugs and their right dosage, is
expected to be ready for distribution within six months.

The revised and updated formulary, which comes after a
long gap of almost 31 years since the last edition
published in 1979, is under final stage of compilation
with almost 40 clinicians from various fields working
together for the past three months to make the
publication a comprehensive and up to date reference
book, according to IPC sources.

Centre To Set Up Regulator For

Traditional Health Systems

July 12, 2010, Mint
http://www.livemint.com/2010/07/11183217/Centre-
to-set-up-regulator-for.html?atype=tp

Soon after introducing guidelines to bring traditional
health systems such as Ayurveda, Siddah and Unani

under a rigorous clinical research regime, India is
planning to create a new central regulatory system for
controlling the manufacture and sale of such medicines
for the first time. The separate drug regulatory body for
Indian systems of medicine will be parallel to the
existing Central Drugs Standard Control Organization
(CDSCO) and the Drug Controller General of India (DCGI).

To start with, the government has designated five senior
officials attached to the department of Ayurveda, yoga
and naturopathy, Unani, Siddah, and homeopathy
(known by the acronym AYUSH), which is responsible for
the policies and promotion of the traditional systems of
medicine under the Union ministry of health, as
additional drug controllers and national-level drug
inspectors for the proposed watchdog.

Industry Urges Govt To Reconsider
Decision Making Clinical Trial

Mandatory For All FDCs

July 12, 2010, Pharmabiz
http://www.pharmabiz.com/article/detnews.asp?article
id=56351&sectionid=

The pharmaceutical industry in the country has urged
the Union Health Ministry to reconsider its order making
clinical trials mandatory for all the fixed dose
combination (FDC) drugs irrespective of the fact that
many of them have been accepted as 'good’ by the
expert panel on FDC and which are in the market for
more than 10 years.

The expert panel on FDC, headed by the DCGI and
consisting of Dr Y K Gupta, chief pharmacologist at AlIMS
and Dr Sanghavi of IDMA as members, had so far cleared
236 of the total 294 controversial combination drugs.
Though the committee has found these drugs rational
and good, the drug authorities are still insisting on
clinical trial data for all the FDC drugs. Incidentally,
most of these drugs have been in the market for more
than 10 years.

Several Important Bills On Pharma,

Health Sectors Await Parliament Nod
July 9, 2010, Pharmabiz

http://www.pharmabiz.com/article/detnews.asp?article
id=56322&sectionid=

A string of important bills related to pharma and health
sectors are waiting to be introduced in Parliament for its
final nod in the forthcoming monsoon session of
Parliament that begins on July 26. Some of the major
bills which are most likely to be introduced in the
monsoon session are the NBRA Bill and the ART Bill.

In fact, the NBRA Bill along with the Clinical
Establishments (Registration & Regulation) Bill was listed
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for transaction of business in the last budget session of
Parliament which concluded on May 7. While Clinical
Establishments (Registration & Regulation) Bill was
introduced in Parliament, the NBRA Bill could not be
introduced due to the prolonged inter-ministerial
consultation.

Centre Approves NPCDCS, Earmarks Rs

1230.90 Cr

July 8, 2010, Pharmabiz
http://www.pharmabiz.com/article/detnews.asp?article
id=56315&sectionid=

The Centre has approved the National Programme for
Prevention and Control of Cancer, Diabetes,
Cardiovascular Diseases and Stroke (NPCDCS) and an
outlay of Rs 1230.90 crore has been earmarked for the
programme.

The Cabinet Committee on Economic Affairs in its
meeting today given the approval for the NPCDCS for
implementation of its various components during the
remaining period of 11th Five year plan (2010-11 & 2011-
12) at an estimated outlay of Rs 1230.90 crore (Rs 499.38
crore for interventions on diabetes and cardiovascular
diseases & stroke and Rs 731.52 crore for cancer control)
on a cost sharing basis between the Centre and the
states at the rate of 80:20.

Health Ministry To Allow Drug Imports

Through ICD Of Tuticorin Seaport Soon

July 1, 2010, Pharmabiz
http://www.pharmabiz.com/article/detnews.asp?article
id=56205&sectionid=11

The Union Ministry of Health & Family Welfare may soon
allow imports of medicines and related products through
one more Inland Container Depot (ICD), at Tuticorin,
Tamil Nadu, by including the Depot as a clearance point
in the Drugs and Cosmetics (2nd Amendment) Rules,
2010.

With this, the pharma industry, especially in South India,
can import drugs through sea, not only through Chennai
and Cochin which are the existing clearance centres for
pharma imports, but also through Tuticorin, a major port
city in the region. Tuticorin is an ICD with Container
Freight Station (CFS), which allows an off dock facility
located near the servicing port to help in decongesting
the port by shifting cargo and Customs related activities
outside the port area.

Registration To Be Made Mandatory For

All Cosmetic Imports From April 2011

June 30, 2010, Pharmabiz
http://www.pharmabiz.com/article/detnews.asp?article
id=56188&sectionid=

The health ministry has issued notification to bring the
fourth amendment of the Drugs and Cosmetics Rules,
2010 into force from April, 2011 which seeks to make
mandatory the registration of all imported cosmetics
with the approved licensing authority.

"Registration of cosmetic products imported into the
country:- No cosmetic shall be imported into India unless
the product is registered under the rules by the licensing
authority appointed by the Central Government under
Rule 21 or by a person to whom such powers may be
delegated under Rule 22," according to the changed Rule
129 of the Drugs and Cosmetics Rules, 1945. Besides,
sub-sections to Rule 129 have been included to detail the
procedure and formalities for the registration of the
cosmetics.

Delay In Formation Of NBTA Likely As
Various Depts Object To Several

Clauses Of Draft Bill

June 30, 2010, Pharmabiz
http://www.pharmabiz.com/article/detnews.asp?article
id=56187&sectionid=19

The establishment of the National Blood Transfusion
Authority (NBTA), to streamline the blood transfusion
services in the country, will be further delayed as
several government departments have taken objections
on various clauses on the draft bill, which is being
prepared by the National AIDS Control Organisation
(NACO), an arm of the union health ministry.

Sources in the health ministry said that various
government departments including the Department of
Pharmaceuticals (DoP) and the union law ministry have
taken objections to certain clauses in the draft bill.
"Several departments have sought clarifications on a
number of clauses in the bill and the process may take a
long time before it is introduced in Parliament for its
final nod", sources said.

Doctors Told To Keep Prescriptions
Generic

June 30, 2010, The Economic Times
http://lite.epaper.timesofindia.com/getpage.aspx?pagei
d=7&pagesize=&edid=&edlabel=ETM&mydateHid=30-06-
2010&pubname=&edname=&publabel=ET

DOCTORS in Delhis government-owned hospitals and
clinics will have to prescribe medicines by their generic
name (chemical name) and not by the costlier brands of
a particular company. The officers of Drugs Control
Department have been instructed to monitor the
prescriptions issued by doctors in hospitals and
dispensaries under Delhi government, a directive of the
state government issued earlier this month said. As per
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the Delhi governments website, it runs about 30
hospitals in the city state.

Prices of generic drugs which have the same thereupatic
qualities are significantly lower than their branded
versions. For example popular brands of paracetamol,
used to treat headache, cost Rs 10 for a strip of 10
tablets (500 mg).lts nonbranded generic equivalent costs
as less as Rs 2.45 for the same batch of tablets.

Pharma Dept Plans PIIDI To Make

Indian Industry Globally Competitive

June 29, 2010, Pharmabiz
http://pharmabiz.com/article/detnews.asp?articleid=56
169&sectionid=

With a view to make the pharma industry internationally
competitive by ameliorating different related
programmes and implementing them in a focused
manner, the Department of Pharmaceuticals (DoP) is
planning Pharma Infrastructure and Innovation
Development Initiative (PIIDI).

The comprehensive programme is being planned in view
of the existing challenges in the global pharma sector
where pipeline new drugs are drying up, MNCs are
moving increasingly to generics, cost of production of
new drugs are increasing and revenue margins are
decreasing because of budget constraints. All these
factors have led to consolidation, acquisitions, and
mergers while the interests of poor per capita countries
like India are not taken care of ultimately.

New Products

First Indigenous Nasal

H1N1 Is Here
July 14, 2010, The Times of India

http://lite.epaper.timesofindia.com/getpage.aspx?pagei
d=5&pagesize=&edid=&edlabel=TOIM&mydateHid=15-07-
2010&pubname=&edname==&publabel=TOI

Vaccine For

Wednesday was a big day in the countrys pharmaceutical
history as the first indigenous intra-nasal vaccine was
launched in the city. Its Pune-based makers insisted that
a mere dose of 0.5 ml of the vaccine Nasovac delivered
directly to the nasal cavity would guard the person
against the worrisome H1N1 virus for a period of over a
year or even two.

But the painless vaccine may be of no use to the sections
who are most vulnerable to H1N1 virus, namely,
pregnant women, infants and people with compromised
immunity. The nasal vaccine is safe and easy to
administer and meant for children over three years of

age as well as for the elderly, said Serum Institute of
India executive director (operations) Adar C Poonawalla
at Wednesdays launch.

Wyeth Launches 'Prevenar 13' Vaccine

In India To Treat Pneumonia

July 8, 2010, Pharmabiz
http://www.pharmabiz.com/article/detnews.asp?article
id=56305&sectionid=

Wyeth, a subsidiary of Pfizer Inc. in India, has launched
Prevenar 13, an advanced pneumococcal conjugate
vaccine to protect infants and young children from
pneumococcus, a bacteria that causes pneumonia,
meningitis and sepsis. The new vaccine covers serotypes
1 and 5 that are associated with complicated pneumonia.
Further, it covers serotype 19A which has globally
emerged a a leading cause of pneumococcal disease in
children less than 5 years of age. Currently, the cost of
Prevenar 13 vaccine is Rs 3,800 in India and few
emerging markets for the full 3-dose series .

The approval for Prevenar 13 is based on a review of
phase Il studies involving more than 7,000 infants and
young children worldwide. The data from these trials
support the safety and efficacy of Prevenar 13 for the
prevention of invasive pneumococccal disease in infants
and young children. Clinical trial data showed that
Prevenar 13 can be administered with all routine
paediatric vaccines.

R&D/Clinical Trials

Novo Nordisk Recruits 60,000 Patients

For Its Insulin Therapy Study

July 20, 2010, Pharmabiz, Zurich
http://www.pharmabiz.com/article/detnews.asp?article
id=56483&sectionid=

Novo Nordisk announced the recruitment of the 60,000
patients in the Alchieve study - an observational study
designed to investigate the effects of modern insulins in
the management of type 2 diabetes. Spanning 28
countries across four continents and involving more than
3300 physicians, A1chieve is set to be the world's largest
observational study in insulin therapy.

Approximately 70 per cent of the world's 285 million
people with diabetes are living in these 28 emerging
countries where there is a rising need and interest to
look at differences in physician decisions in the
management of diabetes.
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Hope For Insulin Jab Every 4 Mnths

July 14, 2010, The Times of India
http://lite.epaper.timesofindia.com/getpage.aspx?pagei
d=17&pagesize=&edid=&edlabel=TOIM&mydateHid=14-
07-2010&pubname=&edname==&publabel=TOI

Indian scientists have come up with a shot that can
replace the daily insulin and help keep glucose levels
normal for about 4 months. A team of scientists of the
National Immunology Institute of India, led by Avdesh
Surolia, has developed a fresh approach to insulin
injection where Supramolecular Insulin Assembly-II (SIA-1I
),a form of the hormone, is used for a sustained
treatment of diabetes mellitus type-I.

The studies constitute the first-ofits-kind work where a
single dose of SIA-ll to animal models of diabetes, such
as rats, has shown to have lowered blood sugar levels to
normal values for 120 days. SIA-1l, which is in the form of
a prodrug, releases just above base levels of insulin into
the blood in a sustained manner, Surolia said.

Pharma Research Outsourcing Faces

Speed Bumps

June 29, 2010, Business Standard
http://www.business-standard.com/india/news/pharma-
research-outsourcing-faces-speed-bumps/399781/

Venkat Jasti, vice-chairman and managing director of
Suven Life Sciences, is an optimist on new drug
di scovery. But Suvends
collaboration deal was more than two years back when it
had signed up with Eli Lilly for pre-clinical research of

molecules in the area of central nervous system
disorders.

Jasti, however, defends hi
wi || cC ome as they do not

counterparts in other contract research companies,
however, are not as bullish. For, major drug discovery
outsourcing deals have almost dried up in the past 18
months for almost all prominent players in the area fi
GVK Bio, Advinus Therapeutics, Biocon, Jubilant
Organosys and Piramal Lifesciences.

Mergers &
Acquisitions /
Collaborations

Reckitt To Buy Durex Maker For $3.8
Billion

| ast

July 22, 2010, Reuters, London
http://www.business-standard.com/india/news/reckitt-
to-buy-durex-maker-for-38-billion/402137/

Consumer goods group Reckitt Benckiser agreed to buy
Durex condoms and Scholl sandals maker SSL for $3.8
billion to increase its presence in health and personal
care. The British maker of Nurofen painkillers and
Strepsils and Lemsip cold remedies will pay 1,171 pence
per SSL International share, representing a 33 per cent
premium to Tuesdayds

closing

The price includes the 8 pence final dividend. SSL & s

shares rose just above the recommended offer as
investors speculated whether a big drugmaker, looking
for growth in the over-the-counter (OTC) sector, would
offer more.

Emami Eyes Acquisition In Healthcare

July 20, 2010, Hindu Business Line
http://www.thehindubusinessline.com/2010/07/20/stori
es/2010072051811100.htm

To expand its footprint in the healthcare segment, the
Emami Group of Companies is eyeing acquisition of a
hospital primarily in the northern and western regions of
the country, according to Mr Aditya V. Agarwal, Director,
Emami Group of Companies.

0 We ar e l ooking at acqui
segment. There are many offers coming from the
nofitRelnfd westrw regioh. We ardlih €alksOwitl® Jore
of them but nothing has b
Agarwal told Business Line.

SRL To Acquire Piramal Arm For Rs 600

Cd'pt i mism by saying odeal s
bialp pe 010, Theer BrbrimicoTimesHi s
http://lite.epaper.timesofindia.com/getpage.aspx?pagei
d=9&pagesize=&edid=&edlabel=ETM&mydateHid=14-07-
2010&pubname=&edname=&publabel=ET

DIAGNOSTIC chain Super Religare Laboratories (SRL) has
signed a definitive agreement to buy Piramal Healthcares
diagnostic chain for Rs 600 crore, making it the countrys
largest diagnostic player, an SRL release said.
Separately, after the deal is closed, Piramal Healthcare
plans to buy a small minority stake in the combined
entity, a person close to the deal said.

SRLs promoter Shivinder Singh, said, This combination
creates one of the largest service providers not just in
India but also in Asia, given our existing presence and
relationships in the Middle East and Saarc countries. SRL
will now have 170 laboratories and 1,500 collection
centers in the highly fragmented $2-billion domestic
diagnostic and radiology market.SRL will serve more than
12 million customers annually, it added.
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Biocon May Acquire Stake In SIRO

Clinpharm, Says Official
June 28, 2010, Sulekha.com

http://money.sulekha.com/biocon-may-acquire-stake-
in-siro-clinpharm-says-official_news_6002

Biocon Ltd may buy stake in SIRO Clinpharm Pvt Ltd, a
clinical research organisation, a company official said. "It
is going to be a big announcement but nothing has been
finalised. There can be a slip between the cup and the
lip. So we are not making any announcements now," the
official who did not wanted to be identified because of
the sensitivity of the deal, said.

The official said Biocon is also evaluating the option of
forming a collaborative partnership in clinical research
with SIRO Clinpharm. Earlier today, a television news
channel said the Bangalore-based biotechnology firm is
likely to acquire SIRO Clinpharm through its subsidiary
Syngene International Ltd. Biocon spokesperson declined
to comment.

Cipla In Talks With Centre To Share

Cancer Drug Know-How

June 28, 2010, The Economic Times
http://economictimes.indiatimes.com/news/news-by-
industry/healthcare/biotech/pharmaceuticals/Cipla-in-
talks-with-Centre-to-share-cancer-drug-know-
how/articleshow/6099782.cms

PHARMA powerhouse Cipla has started talks with the
government to share knowledge on making cancer drugs,
which, if successful, could radically lower the prices of a
class of medicines that remain largely unaffordable. The
initial discussions are related to 10 off-patented cancer
drugs, said a person familiar with the matter, adding
that the talks centred on the number of drugs and the
processes involved in transferring knowledge.

It remained unclear if the talks touched upon the
monetary angle, though Cipla has often repeated its
willingness to share information with the government on
drug technologies for free. Cipla is more than happy to
share technological know-how of expensive anti-cancer
drugs, said chairman Dr YK Hamied.

Pricing

NPPA Cuts Piramal Drug Price
July 23, 2010, DNA MONEY

http://epaper.dnaindia.com/epapermain.aspx

In a move that would benefit consumers suffering from
systemic diseases, or life-threatening diseases that
affect a number of organs and tissues, the National

Pharmaceutical Pricing Authority (NPPA has reduced the
price of Piramal Healthcare's GATRI 400mg Film C Tabs
under Para 10(b) of the Drug Price Control Order (DPCO).

The price of GATRI, a non-scheduled formulation pack
used in the treatment of systemic infections, has been
slashed 8% to Rs 73.70. Para 10(b) confers powers on the
drug pricing regulator to control and revise prices of
decontrolled drugs, outside the purview of price control,
in public interest.

All Essential Drugs May Come Under

Price Control

July 15, 2010, Business Standard

http://business-standard.com/commodities/news/all-
essential-drugs-may-come-under-price-control/401450/

The Union ministry of chemicals and fertilisers has
initiated a move to bring all essential medicines sold in
the country under a price cap. The move, if successful,
will give the drug price regulator, National
Pharmaceutical Pricing Authority (NPPA), the final say on
the prices of about 17,000 packs of 354 drugs named in
the National List of Essential Medicines (NLEM). The
market size of these drugs is about Rs 7,000 crore.

The ministry is exploring the possibility of invoking the
opubl i c interesto <clause
Control Order (DPCO) to take charge in the pricing of
these drugs. NPPA, an autonomous body under the
administrative control of the chemicals and fertiliser
ministry, currently controls the price of just 20 per cent
of the Rs 60,000 crore worth of medicines sold in the
country annually. The move would mean close to 35 per
cent of medi ci nes woul d c
control.

Right Pricing Strategy A Must To
Optimise Potential Of Acquired Indian

Pharma Assets, Says Expert

June 29, 2010, Pharmabiz
http://pharmabiz.com/article/detnews.asp?articleid=56
168&sectionid=

With a couple of more major brand or business
acquisitions expected to take place in the Indian pharma
space in tandem with the current trends in the inbound
domestic pharma formulation deals, the pricing strategy
should be a key deciding factor to the success of such
inorganic deals, says an M&A expert.

Adding to the recent major acquisitions in Indian pharma
industry, more multi national pharma companies are
expressing strong interest to grab their share in the
generic market space. A few more such deals are
expected to take place in Indian pharma within next two
to three years, said Dr Abhishek Sharma, VP and head,
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Life Sciences, MAPE Advisory Group Private Limited, a
boutique investment banking firm.

Trade & Others

Market For Hep C Therapies To
Increase Manifold By 2017: Frost &

Sullivan Study

July 22, 2010, Pharmabiz
http://www.pharmabiz.com/article/detnews.asp?article
id=56523&sectionid=

The ongoing efforts to raise disease awareness in India
have both increased the number of diagnosed cases and
expanded the base of patients available for the
treatment of Hepatitis C. The prevalence of Hepatitis C
virus (HCV) infection was 1.2 per cent of the population
in 2009. It is expected to grow at a compound annual
growth rate (CAGR) of 1.6 per cent from 13,770,000
persons with HCV in 2009 to 15,420,000 persons with
HCV in 2016.

Increasing population and high prevalence of human
immunodeficiency virus/acquired immunodeficiency
syndrome (HIV/AIDS) have contributed to growing
prevalence in the country. Greater clarity of diagnosis
has facilitated the introduction of new treatment
options.

Mid-Size Pharma Firms Emerge Faster,
Perform Better

June 20, 2010, Business Standard

http://www.business-
standard.com/india/storypage.php?autono=397138

They ar enodld names,ubsitethe feisty growers
may be tomorrowds gr owt h
Industries may be the largest Indian pharmaceutical firm
in terms of market capitalisation, but the lesser-known
Surya Pharmaceuticals, a Chandigarh-based company
with a turnover of Rs 1,130 crore, has emerged as one of
the fastest-growing, listed drug companies in the
country.

For the past few years, powered by acquisitions, Surya,
started by first generation entrepreneur Rajiv Goyal in
1992, has clocked 30-40 per cent growth annually.
Earlier this year, the firm ventured into the lucrative
domestic formulation business to become an integrated
player instead of remaining a bulk drug supplier and a
contract manufacturer.

Nexus Between Doctors, Pharma Cos
Bleeding Patients: Chemists

July 20, 2010, The Times of India
http://lite.epaper.timesofindia.com/getpage.aspx?pagei
d=3&pagesize=tedid=&edlabel=TOIM&mydateHid=20-07-
2010&pubname=&edname=&publabel=TOI

The citys chemists have alleged a nexus between a
section of doctors and drug manufacturers that is not
only threatening to throw them out of business but also
bleeding patients who are paying through their nose for
medicines. This nexus, they say, is largely confined to
high-value drugs meant for cancer, kidney problems,
neurology, antibiotics and life-savers where profit
margins can go up to 700%.

Nearly 5,800 chemists in the city, under the banner of
Retail and Dispensing Chemists Association (RDCA),have
written to the state government and the income-tax
department to step in and break the network. Their
grouse, primarily, is that drug manufacturers now
directly approach doctors to sell their products and offer
lucrative discounts.

Kerala DC Directs Wholesalers Not To
Supply Drugs To Private Hospitals With

No Drug Licenses
July 20, 2010, Pharmabiz

http://www.pharmabiz.com/article/detnews.asp?article
id=56473&sectionid=

The Kerala Drugs Control Administration has directed the
wholesale pharma distributors not to supply medicines
after July 31 to private hospitals who have not obtained
drug licences for their pharmacies. Following the High
Court verdict of March 26, 2010, the drug control
department has given oral directives to all the private
hospitals to secure drug licences for their pharmacies
before July 31.

According to sources from the DCA, not all the hospitals

s thave yresgponded t& hHher arders efu the gevérnment.

However, the department has issued 135 fresh licenses
to private hospitals hailing from all the 14 districts of the
state, till last week, it is learnt.

Drug Dealers Venture Into Production

July 18, 2010, Business Standard
http://www.business-standard.com/india/news/drug-
dealers-venture-into-production/401734/

Over 550,000 small drug retailers in the country are
transforming into producers and marketers of
pharmaceutical products, readying to compete with
companies such as Ranbaxy, Cipla, Sun Pharma and Lupin
whose produce they sell.

All Indian Origin Chemists and Distributors Ltd (AIOCD
Ltd), a company floated by the 35-year-old All India
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Organisation of Chemists and Druggists (AIOCD) to face
competition from large drug retail chains, has launched
100 private label generic-generic drugs under the brand
name AlO. Generics are non-patented drugs, and those
without a brand name are referred to as generic-
generics.

Rebel Drug Trade Body Moves Court

Against AIOCD
July 7, 2010, Business Standard

http://www.business-standard.com/india/news/rebel-
drug-trade-body-moves-court-against-aiocd/400654/

A trade war i s br ewistrang drug
trading community, with a two-year-old entity of
chemists challenging the writ of the All India
Organisaiton of Chemists and Druggists (AIOCD). A
handful of medicine traders, who have severed their ties
with AIOCD o0 the organisation that claims the
membership of 90
have approached the high courts of Punjab, Orissa, Uttar
Pradesh and Bihar, alleging that AIOCD is forcing drug
companies to suspend supply contracts to non-members.

The move is the first serious challenge against AIOCD,
which had a virtual monopoly in taking up the cause of
the domestic drug trade, worth around Rs 60,000 crore,
for over 35 years. The rebel group, part of the newly-
formed All India Chemists and Distributers Federation
(AICDF), has alleged that AIOCD is entering into bilateral
supply agreements with manufacturers at the cost of
existing distributors and even getting supplies stopped to
some traders.

Ban On Gifts For Doctors In Limbo

July 1, 2010, The Times of India
http://lite.epaper.timesofindia.com/getpage.aspx?pagei
d=19&pagesize=&edid=&edlabel=TOIM&mydateHid=01-
07-2010&pubname=&edname==&publabel=TOI

On the occasion of Doctors Day on July 1, some doctors
might have greater reason to celebrate as the ban on
doctors accepting gifts and hospitality from the
pharmaceutical industry is relegated to the backburner
with the new panel that replaced the Medical Council of
India (MCI) seeming to go easy on its implementation.

Ever since the ban was enforced at the beginning of the
year, the MCl has received numerous complaints of
doctors being wined and dined by different pharma
companies. So far, little or no action has been taken on
these complaints. The newly-appointed panel has been
busy with the problem of irregularities in medical
colleges and medical education. The panel is yet to have
a single meeting on the implementation of the ban or on
the complaints against doctors taking bribes from the
pharma industry.

Animal Health

No Relevant News

Biotechnology

Government Estimates
Capacity Expansion Needs
Crore _

' U235 2010° Bide Mift°

http://epaper.livemint.com/Articlelmage.aspx?article=2
1_07_2010_003_003&mode=1

Biotech
Rs.700

India plans to spend around Rs700 crore in the next two

p e ricine teadets & o f yegrs, tq jbaost grodﬂ]céi@ at biopharmaceutical firms,

even as the local industry gears up for a global boom.
This is the first time the gov- ernment is focusing on
devel- oping infrastructure in the sector that makes
drugs using biotechnology on increased demand for
funding, a top offi- cial said.

oWe feel
turing as well as scaling up its operations to cater to the
emerging geemerging ge- neric opportu- nity in the
global mar- k e t s , OBhall,.sécre- tary, depart- ment
of bio- technology of the science ministry, said in a
telephone interview on Monday

Serum Institute To Go Solo With Pune

Biotech SEZ

July 21, 2010, The Economic Times
http://lite.epaper.timesofindia.com/getpage.aspx?pagei
d=11&pagesize=&edid=&edlabel=ETM&mydateHid=21-07-
2010&pubname=&edname=&publabel=ET

INDIAS largest vaccine maker Serum Institute plans to go
ahead with its proposed biotech SEZ project in Pune on
its own, after several global pharma firms pulled out of
the project due to uncertainty in governments policy, a
top company executive said.

The governments policy on SEZ changes every month.
That led many global pharma firms to back off from the
project, Adar Poonawalla executive director at Serum
Institute said. He did not name the companies which
backed out but said they are big global drugmakers and
research and development firms. The Pune-based
vaccine maker has already invested Rs 1,000 crore in the
biotech and pharmaceutical SEZ to get benefit of tax
exemptions, Mr. Poonawalla said.
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DBT To Begin Research On Multi-Drug

Resistant TB Diagnostics Soon

July 19, 2010, Pharmabiz
http://www.pharmabiz.com/article/detnews.asp?article
id=56454&sectionid=

The Department of Biotechnology (DBT) will soon start
research focusing on the early and accurate diagnosis of
active, latent and multi-drug-resistant TB (MDR-TB) in
India. MDR TB has been the leading single cause of
mortality across the world, especially in India.

The broad areas covered under the research projects will
include development of newer diagnostic techniques that
focuses on specificity and sensitivity issues higher than
existing tests. The study will focus on getting the result
within four to six hours and on developing specimen
processing rate that will lead to at least 20 tests per
day. The study proposes to focus on the developing a kit
design that is self-contained, portable, battery-operated
with option for charging and require minimum
maintenance etc.

New Vaccine Used In Pulse Polio Drive:

60% Turnout
July 19, 2010, The Times of India

http://lite.epaper.timesofindia.com/getpage.aspx?pagei
d=3&pagesize=&edid=&edlabel=TOIM&mydateHid=19-07-
2010&pubname=&edname==&publabel=TOI

Mumbai: This Pulse Polio Sunday, instead of the usual
two-drop vaccine, bivalent oral polio vaccine (BOPV) was
administered to kids below five years of age. The BOPV
was used for the first time in Mumbai. Sixty per cent
children were covered in the drive.

This new vaccine, which has been tried in high-
prevalence states like Bihar and Uttar Pradesh earlier
this year, fights two deadly polio strainsP 1 and P3. Dr
Mangala Gomare, who oversees the civic vaccination
programme, said the bivalent vaccine is much more
effective than the monovalent vaccine.

DoP, DBT, Industry To Set Up Working
Group To Tap Potential Of Biopharma

Sector
July 15, 2010, Pharmabiz

http://www.pharmabiz.com/article/detnews.asp?article
id=56404&sectionid=

The Department of Pharmaceuticals (DoP) will form a
working group with representatives from the Department
of Biotechnology (DBT), industry bodies like FICCI and
the leading industry players to work out strategies to
make India a leader in the biopharma sector, through

various initiatives including streamlining the regulatory
system.

This was decided after a day-long interaction between
the government and the industry on biopharma recently.
Both the industry and the government decided to focus
on biopharma which is growing fast in other regions of
the world. The overall goal, set by the DoP and the
industry, is to make India a leading producer of
affordable biopharmaceutical products by 2020.

Indian Immunologicals Eyes Oral

Vaccine For Cervical Cancer

June 29, 2010, Hindu Business Line
http://www.thehindubusinessline.com/2010/06/29/stori
es/2010062951350300.htm

Vaccine maker Indian Immunologicals Ltd says it plans to
enter the niche cervical cancer vaccine zone and come
out with four more vaccines in two to three years.
Currently, MNCs GlaxoSmithKline and Merck's local arm
MSD Pharmaceuticals are in pursuit of the market for
cervical cancer. WHO estimates that this cancer strikes
1.3 lakh women in India and kills 74,000 each year - over
25 per cent of such deaths worldwide.

The Hyderabad-based company is working on a novel oral
vaccine against HPV (human papilloma virus) that causes
cervical cancer and it is unlikely to reach the market
before 2014 because of the elaborate validation it

requires, lIL's  Managing Director, Mr K.V.
Balasubramaniam, told Business Line recently in
Bangalore.

Medical Diagnostics /
Devices

Centre Calls For JVs From Global
Medical Devices' Cos To Expand

Domestic Production, Reduce Imports

July 12, 2010, Pharmabiz
http://www.pharmabiz.com/article/detnews.asp?article
id=56348&sectionid=

Union government has commenced its efforts to invite
overseas players in medical devices sector to set up joint
ventures in India. Medical technology companies in India
are now working with the government and healthcare
providers to expand in this untapped market under the
public private partnership model. These companies can
have access to a private equity funding of USS 64 million
from Investor Growth Capital which is the wholly owned
venture capital arm of Investor AB (Investor).
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The domestic production of medical devices is limited.
Imported medical devices are expensive and
unaffordable for poor patients. In such a scenario, the
key drivers of the medical devices space are profusion of
private hospitals, awareness on healthcare, improved
healthcare infrastructure and increased disease profile.

FEATURE-In India, For India: Medical

Device Makers Plug In

July 4, 2010, Reuters
http://www.reuters.com/article/idUSSGE64U08P201007
05

In a sleek glass and chrome building in Bangalore's
software hub, the more than 1,000 young researchers
and engineers at GE Healthcare could hold the keys to
innovations that save lives in India's vast hinterland. The
50,000-sq. ft. R&D facility, GE Healthcare's largest,
recently launched the MACi, a portable
electrocardiogram (ECG) machine that weighs less than 1
kilo and runs on a battery even in hot, dusty conditions,
enabling ECGs at just $0.20 each compared with around
$50 currently.

The MACi, and its slightly heavier predecessor MAC 400,
were designed, developed and manufactured with local
components in India, where greater healthcare spending
is boosting medical systems makers like GE , which are
now focusing on making products for India. The market
for medical devices is worth up to $3 billion and growing
at more than 10 percent a year, according to
PriceWaterhouseCoopers (PWC), drawing foreign firms
such as GE Healthcare, a venture with India's Wipro,
Siemens and Philips, which are also pursuing a local-for-
local strategy in India.

Low Accreditation, Errors Dog Pathlab

Industry
July 1, 2010, DNA

http://www.dnaindia.com/money/report_low-
accreditation-errors-dog-pathlab-industry_1403624

A few months ago, Vimla K (name changed), a 47-year-
old from Mumbai, was told that she had breast cancer
and had to undergo 2 months of painful radiation
treatment. However, she was later informed that she did
not have cancer, as the hospital lab had mistakenly
switched her specimens with those of another patient.

Vi ml ads case might be an
error, but errors nevertheless are widely prevalent in the

pathlab industry and
At a time when pathology labs are becoming attractive
baits for investors, issues like errors and poor

accreditation continue to dog the sector.

. .as .
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New Appointments
/ Transfers

Dept Of Ayush Appoints Additional

Drug Controller, 4 Inspectors

July 22, 2010, Pharmabiz
http://www.pharmabiz.com/article/detnews.asp?article
id=56509&sectionid=

Department of Ayurveda, Unani, Siddha and
Homoeopathy (Ayush) recently issued a draft gazette
notification informing about the appointment of
additional drug controller (ASU drugs) and four drug
inspectors for Ayurveda and Unani drugs.

It has been notified that Dr Janardan Pandey who is the
joint advisor (ayurveda), department of Ayush has been
appointed as the additional drug controller (ASU drugs).
He will look after the regulations of the ASU drugs and
enforcement of the D&C Act and Rules 1945 throughout
India in connection with manufacturing and sales of the
ASU drugs.

Deshpande Named To US Advisory

Council

July 21, 2010, Mint
http://epaper.livemint.com/artMailDisp.aspx?article=21
_07_2010_010_003&typ=1&pub=422

Indian born Gururaj Deshpande, chairman of Tejas
Networks Ltd, has been appointed co-chairman of US
President Barack Obama;s national advisory council on
innovation entrepreneurship. His nomination was
announced by the US commerce secretary Gary Locke.
Deshpande is the only Indian among the 26 members co-
chairing the council which helps to develop policies that
foster entrepreneurship, create jobs, and drive economic
growth, a statement from Tejas said.

Shri Vineet Chaudhary, IAS(HP-82),
Appointed as Deputy Director (Admn.),
All India Institute of Medical Sciences

(AIIMS), New Delhi
July 5, 2010, Senior Appointment

5
ex htttf): £ Eé?smin'. n'?cﬁnyA%ﬁbﬁ\t%entQ_genio?App(lJirﬁnt?ent

R patientds

The Appointments Committee of the Cabinet has
approved the proposal to appoint Shri Vineet Chaudhary,
IAS(HP-82), presently Joint Secretary in the Department
of Health and Family as Deputy Director (Admn.) in the
All India Institute of Medical Sciences (AIIMS), New Delhi
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(Joint Secretary level) under the Ministry of Health and
Family Welfare on lateral shift basis, till 29.5.2012, from
the date of taking over charge of the post or until
further orders.

OPPI Related News

DEBATE: Will Acquisitions Of Indian
Pharma Companies Benefit Or Harm

Indian Patients?
July 1-15, 2010, Express Pharma

http://www.expresspharmaonline.com/20100715/manag
ement01.shtml

In  June, Abbott Laboratories acquired Piramal
Healthcare's domestic formulations business. While this
deal is very different from the Ranbaxy-Daichii Sankyo
deal, it is likely to be as much of a gamechanger as the
latter. Express Pharma asked key industry professionals
to share their views on the long term impact of this deal
and specifically, to debate whether in the long run this
trend will benefit or harm Indian patients. Excerpts from
their opinions ...

ol do not envisage any
competition between the generic players for M&A
moves, as there will be mounting competition from more
number of new entrants and emerging players, entry
barriers in Indian generic pharma market being quite
| o w-6Tapan Ray, Director General, Organisation of
Pharmacetuical Producers of India (OPPI)

US Healthcare Reforms to Aid BPOs
June 26, 2010, Hindustan Times

US healthcare reforms will give a major impetus to
healthcare business process outsourcing (BPO) sector of
India. Speaking in the Pharmaceutical Leadership Summit
2010, Tapan Ray, Director General, Organisation of
Pharmaceutical Producers of India (OPPI) said that the
US government is likely to spend $15-20 billion (around
Rs 93,000 crore) in next few years on healthcare
technology services alone and the bulk of the business is
likely to come to India

Roundtable: Tapan Ray, Director
General, Organisation of
Pharmaceutical Producers of India

(OPPI)

si g

June 2010, Modern Pharmaceuticals

The regulation are aimed at improving the ethical
standards in the medical profession and are expected to
achieve the desired objectives. It is noteworthy that
within the pharmaceutical industry in India, OPPI first
introduces its own new code of ethical marketing
practices in 2007, for self-regulations in this important
arena. The OPPI sets out standards for ethical promotion
of pharmaceutical products to healthcare professionals
in order to ensure that interactions between its member
companies and such professionals are not only
appropriate but also perceived as such.

Although the regulations are steps in the right direction,
the pharmaceutical industry, by and large, is
apprehensive that important and informative Continuing
Medical Education (CME), which in turn could help the
patients immensely, may be adversely affected with this
new regulation and so are the areas involving
medical/clinical research & trials.

The OPPI Code of Pharmaceutical Marketing Practices, in
contrast, clearly specifies a practical an d
6Dontdsd in the areas of

Eli Lilly, the first Global pharmaceutical company to
volyntaril ounc isclosure around Septembe
nZBOLg,Ehé{sy%?i%dy uElcﬁﬁlg igtsstphys%:iﬁ pa@i’eﬁtltdeg::i)ils[
on its website. Also, the US pharmaceutical major Merck
has followed suit, and so have Pfizer and GSK.
Meanwhile, Cleveland Clinic and the Medical School of
the University of Pennsylvania are also in the process of
disclosing details of payments made by the
pharmaceutical  companies to their research
professionals and physicians, UK, has been recently
reported to have called for a ban on gifts to the
physicians and support to medical training by the
pharmaceutical companies.

OPPI
Events

x OPPl Global Sourcing Seminar on:
0 Phar maaleSourding 0 Working
with I ndian
at Scitech Centre, Mumbai.

x OPPl 44™ Annual General Meeting,
September 24, 2010, Mumbai.
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