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Pharma: High Demand For Skilled

Manpower In The Industry

Tapan Ray, Director General, Organisation of
Pharmaceutical Producers of India, shares his
views on challenges faced by pharma and
healthcare sector, hiring trends, need for skilled
professionals, growth opportunities, etc.

January 6, 2012, Shine.com
http://info.shine.com/Article/Industry-Buzz/Pharma-
High-demand-for-skilled-manpower-in-the-
industry/5588/cid819.aspx

What are the key traits, according to you, to be a good
manager?

In my view, following are the key traits to be a good
manager:

e Performance orientation

Interpersonal relationship

People management skills

Ability to develop subordinates
e _Righti niei‘r sbhecti si on maki

¢ Crisis management

What, according to you, will be the major areas of
concern for pharma and healthcare companies in 2012?

In my opinion, following could be the major areas for
manpower related concern in 2012:

e Attracting and retaining talent
e Simultaneous top line and bottom line focus
e Ability to leverage technology

e Effective product life-cycle management

e Ethical business conducts and value standards,

e Compliance to regulatory standards

Drug Firmso Petitio
January 2, 2012, Business Standard

http://wap.business-
standard.com/storypage.php?id=0&autono=460392

A division bench of the Bombay High Court has dismissed
the petitions of Indian Drug Manufacturers Association
and the Organisation of Pharmaceutical Producers of
India challenging the show cause notices to their
members, who produce bulk drugs, about their liability
under paragraph 7 (2) of the Drugs Prices Control Order
(DPCO) 1979.

The authorities had also asked them to furnish
information regarding prices between 1979 and 1987.
Their reply was that the department of chemicals had no
power or authority to issue such notices. According to
them, on a true interpretation of the DPCO, 1979 read
with the DPCO, 1987 and DPCO, 1995,..........

n gBulk Drugs Should Remain Under Price

Control, Say Pharma MNCs

December 19, 2011, Financial Express
http://www.financialexpress.com/news/bulk-drugs-
should-remain-under-price-control-say-pharma-
mncs/888806/0

In a surprising turn of events, the pharma multinationals
have sought that government should not do away with
price control on bulk drugs if it must regulate the prices
of formulations. Many of the heads of MNCs had
previously lauded the
transition to regulating formulation following their first
instincts. Multinationals have expressed fear that once
decontrolled, bulk drug players may increase prices
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manifold  rendering  the medicine

dearer..............

inputs  of

Hence, there is no scope for any price review in case of
an increase in the bulk drug prices in the proposed
pol i cy, Tapars @iRdy, DG, OPPI, an industry
association of multinational drug firms.

New Drug Policy Draft Faces Public

Heat

December 19, 2011, India Today
http://economictimes.indiatimes.com/news/news-by-
industry/healthcare/biotech/pharmaceuticals/new-drug-
policy-draft-faces-public-heat/articleshow/11162212.cms

The government's new drug pricing policy draft is facing
stiff all-round opposition over fears that it will increase
prices of medicines, though manufacturers have
welcomed it albeit with some changes. The draft National
Pharmaceuticals Pricing Policy 2011, circulated in
October for feedback, plans to cap prices of all 348
essential drugs and their combinations at the average
price of the top three brands in the respective segments.
Sales of these drugs form three-fifths of the country's
60,000-crore pharmaceutical market................

The Organisation of Pharmaceutical Producers of India
(OPPI), the lobby group of global drugmakers, has asked
the government to fix ceiling prices separately for
imported formulations because making the same drugs
outside the country is more costly.

OPPI Urges Govt To Reconsider Decision
To Exclude APIs From Price Control In

NPPP-2011
December 17, 2011, PharmaBiz

http://www.pharmabiz.com/NewsDetails.aspx?aid=66592
&sid=1

The Organisation of Pharmaceutical Producers of India
(OPPI), representing a group of multinational pharma
companies, has urged the department of pharmaceuticals
(DoP) to reconsider its decision to bring bulk drugs and
intermediates out of the purview of price control in the
National Pharmaceutical Pricing Policy 2011 (NPPP 2011).

In its comments on the draft NPPP-2011, OP P | sai
strongly urges the reconsideration of para 4(2)
recommendation that price regulation would not apply to
any upstream products such as bulk drugs and
intermediates. We have a strong apprehension that there
will be a significant increase in prices of bulk drugs/APls
after their price controls are lifted. Moreover, there will
be a time lag between increase in cost of bulk drugs/APIs
used as inputs for finished formulations and the price
neutralization of input costs can only be taken at the end
of the financial year based on price index. OPPI,
therefore, recommends the same treatment for price

increase for 348 bulk drugs as done in case of
formulations viz. the same per cent rise as given for
formul ationsl.

Help In The Hour Of Need

November 16-30, 2011, Express Pharma
http://www.expresspharmaonline.com/20111130/retrosp
ective04.shtml

"Though this is a patent law-related issue, unfortunately

it has been hyped up as a _maj
and access to affordable treatment.” Tapan Ray, Director
General, Organisation of Pharmaceutical Producers of
India.

Tapan Ray, Director General, Organisation of
Pharmaceutical Producers of India (OPPI) emphasised,
—Recently t wo key HI V/ Al DS
lopinavir/ritonavir and atazanavir bisulphate were not
granted patents by the Indian Patent Office with the
reason cited that they ‘lacked inventive ingenuity'.
Though, this is a patent law-related issue, unfortunately
it has been hyped up as a _maj
and access to affordable treat

Rs.3,000 Crore Loss To Industry If Draft

Drug Policy Implemented

December 6, 2011, Livemint
http://www.livemint.com/2011/12/05222308/3000-
crore-loss-to-industry.html?atype=tp

India‘s pharmaceut i cRsl3,800crorel u st
in local profits if the government implements a proposed

drug pricing policy, an industry lobby said on Monday.
—The aggregate profit before t
industry will reduce sharply by 22.4% under the proposed
policy,I said the Indian ,har
which represents domestic drug makers. It will mainly
impact top local firms, the group said, which will
translate into a loss of profit before tax of Rs.3,000 crore.
............. —The more signifi
which is estimated at Rs.2,500 crore, as they (traders)

will see a 6% loss on products that were non-price control
products, | said Ranjith Kapac
Centrum Broking Pvt. Ltd. The Organisation of
Pharmaceutical Producers of India, which counts foreign
drug-?&kE&rs as its members, also expressed its concerns

on the proposed pricing policy.
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Drug Companies Object To Draft Policy
December 6, 2011, The Economic Times
(epaper page 15)
http://lite.epaper.timesofindia.com/getpage.aspx?pagei
d=15&pagesize=&edid=ET&edlabel=ETM&mydateHid=06-
12-2011&pubname=Economic+Times+-
+Mumbai&edname=Mumbai&publabel=ET

Drug companies have asked the Department of
Pharmaceuticals to modify the present draft drug policy
as it doesnt achieve the purpose of ensuring essential
medicines at affordable prices or encourage innovation
and investment in the industry.

The Indian Pharmaceutical Alliance and the Organization
of Pharmaceutical Producers of India, two lobby groups
representing domestic and foreign companies, have
objected to 75% of drugs coming under price control and
asked the government not to change the List of Essential
Medicines.

Indian Pharma Firms Back Price

Regulation

December 6, 2011, The Times of India
http://timesofindia.indiatimes.com/business/india-
business/Indian-pharma-firms-back-price-
regulation/articleshow/11001287.cms

In what could be a shot in the arm for government, the
domestic pharma industry has endorsed price regulation
model as suggested in the draft policy, subject to certain
exemptions for indigenous research drugs. Recently, the
department of pharmaceuticals had proposed price
control on all 348 essential medicines (National list of
essential medicines) through a market-based pricing
mechanism. Though initially reports suggested the
industry was unhappy with the scope of price control
being extended from the existing 74 drugs, it may not
oppose it now. However, the MNC-led body OPPI has
already made its concerns public by intervening in the
ongoing drug pricing issue in the Supreme Court. The
government will finalise the policy after receiving
comments of all stakeholders.

Apex body, Indian Pharmaceutical Alliance (IPA), which
represents the domestic industry, has said in a note to
the government, the 12th Plan allocation for medicines
will provide a growth opportunity , which will to some
extent , minimize the losses due to the policy impact.
The IPA estimates that price reduction alone will result in
a revenue loss of around Rs 3,000 crore to the industry).
The IPA expects government procurement of medicines
which is done at discounted rates, to go up by six to
seven times in the 12th Plan. This will provide a huge
incremental growth to the industry , IPA secretary-
general DG Shah told TOI.

Packing Of Counterfeits
November 16-30, 2011, Express Pharma

http://www.expresspharmaonline.com/20111130/retrosp
ective04.shtml

Though this is a patent law-related issue, unfortunately it
has been hyped up as a
and access to affordable treatment.” Tapan Ray, Director
General, Organisation of Pharmaceutical Producers of
India. There is also increased effort on the part of
voluntary organisations such as Clinton Foundation, Bill
and Melinda Gates Foundation, Médecins Sans Frontiéres
(MSF), UNITAID, PEPFAR etc to increase the accessibility
to HIV drugs in countries with a higher percentage of low-
and mid-income groups. This can only be done with
generic medicines.

Tapan Ray, Director General, Organisation of
Pharmaceutical Producers of India (OPPI) emphasised,
—Recently two key HIV/AIDS
/ ritonavir and atazanavir bisulphate were not granted
patents by the Indian Patent Office with the reason cited
that they 'lacked inventive ingenuity'.

MNCs Move SC Over Drug Price Control

November 23, 2011, The Times of India
http://timesofindia.indiatimes.com/business/india-
business/MNCs-move-SC-over-drug-price-
control/articleshow/10836944.cms

Till now, pharma companies, opposing price control, have
been trying to make their voices heard in the corridors of
power. With the courts recently stepping in to bring
essential medicines under a price control regime,
multinational-led industry body OPPI (Organization of
Pharmaceutical Producers of India) has moved the
Supreme Court seeking to be heard on the drug pricing
issue. OPPI through an application seeking "impleadment”
in the ongoing public interest litigation on the drug
pricing issue in the Supreme Court, wants to be a formal
party in the case. Sources said that the OPPI filed the
application to engage with the government “"more
actively”, and wanted to ensure that its case is heard.

The PIL was filed by health groups led by All India Drug
Action Network, seeking essential drugs to be regulated
under a price control regime in 2003. The "impleadment”
application was filed on November 12, and later admitted
by the court. "The OPPI moved the Supreme Court to get
impleaded as a party in the ongoing PIL because the drug
pricing issue affects our industry's ability to sustainably
provide medicines-both innovative and generic-to the
population in India, and, hence will have an effect on
public health and access to medicines, as well as the
economic development of the pharma industry,” OPPI
president Ranjit Shahani told TOI.
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Q&A: Ranjit Shahani, President, OPPI

November 11, 2011, Business Standard
http://business-standard.com/india/news/qa-ranjit-
shahani-president-oppi/455085/

Eight years after the national pharmaceutical policy was
struck down by the judiciary, the Department of
Pharmaceuticals, under the chemicals and fertilisers
ministry, has attempted to re-frame a pricing policy for
medicines sold in the country. The new policy draft
attempts to suggest a model that brings in all essential
medicines under price control, as the Supreme Court
suggested. There are differing views on the efficacy of
this attempt too. Ranjit Shahani, chief of the Indian
subsidiary of Swiss drug major Novartis and president of
the Organisation of Pharmaceutical Producers of India
(OPPI), shares his views with Joe C Mathew on the issue.

Edited excerpts: How industry-friendly is the proposed
national pharmaceutical pricing policy? OPPI supports the
government's
and is happy to partner with it towards this end. The
national pharmaceutical pricing policy, which has been
long in the making, is misguided in the belief that pricing
equals affordability equals access. Access goes far beyond
pricing and the government needs to work with all
stakeholders to improve access to quality health care.
Further efforts to bring over 60 per cent of the Indian
pharmaceutical market under price control will only

i mpede the industry®'s
longt erm negative i mpact on
goals.

Setting New Standards

November 1-15, Express Pharma
http://www.expresspharmaonline.com/20111115/manag
ement01.shtml

"The main challenge of the DoP would be to ensure that
all companies across the pharma industry follow the same
standards in their marketing practices and interactions
with the healthcare practitioners” Tapan Ray, Director
General, The Organisation of Pharmaceutical Producers
of India. Reactions to the Department of Pharmaceutical’s
recently introduced draft code on pharma marketing
practices range from resigned acceptance, uncertainity
on its clauses, cynicism that it will only increase
corruption in the system to a call for a Jan Lokpal for the
pharma industry. More discussion and debate on the draft
code will be required to find a win-win solution for all
stakeholders, writes Viveka Roychowdhury......

..Indeed, India is now globally the third largest market
in terms of volume of production and not having such a
regulation in place could spell disaster. In India the
Organization of Pharmaceutical Producers of India (OPPI)
issued a Code of Pharmaceutical Marketing Practices 2010
(call ed t he), baGedBn theCr@MAeCde. The
Indian Drug Manufacturers’ Association (IDMA) also

ef f oress 40 heatth carenp r

released another set of guidelines for its members. Tapan
Ray, director general, OPPI points out that the decision of
the Government is the culmination of a series of events,
covered widely by the various sections of the media, at
least since 2004. He quotes from the January-March, 2004
issue of The Indian Journal of Medical Ethics (IJME) which
in context of marketing practices for ethical pharma
products in India had commente d : —I f
decides, does not pay and the one who pays, does not
decide and if the one who
stand any chance?l

Industry Bodies To Jointly Examine

Merits Of New Draft Of Pharma Policy
November 8, 2011, Pharmbiz, Joseph

Alexander

http://www.pharmabiz.com/NewsDetails.aspx?aid=65926
&sid=1

'Bhg gwajog &ngustry associations in the pharmaceutical
sector are planning to hold joint deliberations on the
merits and demerits of the new draft of the National
Pharmaceutical Pricing Policy prepared and released by
the Department of Pharmaceuticals (DoP), and report to
the department. The associations including Organisation
of Pharmaceutical Producers of India (OPPI), Indian Drug
Manufacturers Association (IDMA), Federation of Pharma
Entrepreneurs (FOPE), and Confederation of Indian

t h Ph%rrna&eutl&aé l/n%u?trg leé are llkelxN t]o fo the
grow e “J ”‘kﬁ JJ'E

here to

maqp gngetn{f jaing plag fo r’N ve

take a close look at the pollcy raft sources sald

Apart from sending independent remarks about the
policy, the stakeholders will also prepare a common set
of recommendations to be submitted to the DoP which
has invited comments from the industry and other
concerned sections on the draft, sources said. This is
expected to make the procedure easier for the
department too. The new draft that seeks to replace the
now aborted National Pharma Policy 2006 aims at
controlling the prices of 60 per cent of formulations,
based on the national list of essential medicines prepared
by the Union ministry of health. The draft says the policy,
to be finalized in a month, will cover nearly all the 348
medicines in the list. Based on updated data, the list will
be expanded to cover about 400 drugs to increase access
and availability of essential medicines.

New Policy To Force Cut In Imported

Drug Prices

November 3, 2011, The Economic Times
http://economictimes.indiatimes.com/news/news-by-
industry/healthcare/biotech/pharmaceuticals/new-
policy-to-force-cut-in-imported-drug-
prices/articleshow/10588233.cms

A key clause in the government's draft drug pricing policy
has raised the hackles of foreign drugmakers who fear it
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could force them to sharply reduce prices of several
imported medicines by up to 90%............... Since there
is no separate price determination (formula) for imported
brands, their ceiling price has been linked to the cost of
brands made locally,” says Manoj Tongra, a drugs control
officer in Rajasthan. The condition has left foreign
drugmakers enraged. "The proposal is unfair and
unreasonable,” says Tapan Ray, director general of the
Organisation of Pharmaceutical Producers of India, the
association of global drugmakers in India.

The costs of production, one of the key determinants to
arrive at the market price of any drug, is significantly
more in western countries due to various factors, he says.
Ray says it is not practical for the association's member
companies to have manufacturing plants in each country
they operate. All international players, local or global
decide manufacturing locations based on overall business
requirements, he says.

New Pharmaceutical Policy Has Drug

Makers Worried

November 2, 2011, Livemint
http://www.livemint.com/2011/11/01232815/New-
pharmaceutical-policy-has.html?atype=tp

I ndia‘s new pharmaceuti cal

essential drugs under the price control regime has drug
makers worried. The department of pharmaceuticals,
which put out a draft policy last week, suggests a system
to limit prices to increase the access and availability of
essential drugs. The policy will regulate the prices of at
least 400 drugs, against 34 now. Industry is likely to resist
its implementation as an impact analysis on the policy
shows the prices of drugs could be reduced by up to

............. . Orbaeisation of Pharmaceutical Producers
of India (OPPI), which represents the foreign drug makers
present in in the domestic market, is silent on the issue.
Abbott India Ltd and Aventis Pharma Ltd, the Indian units
of US drug maker Abbott Laboratories and French drug
maker Sanofi Group, respectively, said their responses
will be in line with that of OPPI. A questionnaire sent to
OPPI 6s director g e n e neraalined
unanswered.

We Must Get The Balance Right: Witty

At OPPI AGM
October 16-31, 2011, Express Pharma

http://www.expresspharmaonline.com/20111031/market
18.shtml

An agenda setting address by chief guest Andrew Witty,
global chief executive officer, GSK, was the highlight of
the recently held 45th AGM of the Organisation of
Pharmaceutical Producers of India (OPPI), reports Viveka
Roychowdhury. With ‘encouraging innovation for inclusive
growth' as part of the Organisation of Pharmaceutical
Producers of India (OPPI) declared mission, each annual
general body meeting is but naturally a reinforcement of
this ideal. But this year's AGM saw a new pragmatism and
acknowledgement of India's role in the pharmaceutical
industry. And each speaker in their own way gave their
perspective on the role India was expected to play.

The mood was set by Ranjit Shahani, president, OPPI
and vice president and managing director, Novartis India
in his presentation on the 'Opportunity for Innovation’
when he predicted, "There is a great re-balancing and as
the economic centre of gravity shifts, there will be the
emergence of new centres of innovation. Can we could
look afresh at the mode of research to decrease the cost

Having defined the new brand of innovation required to
succeed in the pharma industry of today, Witty gave away
the OPPI Excellence Awards and the Scientists and Young
Scientists Awards. Explaining the rationale of the Awards,
Tapan Ray, director general, OPPI said, "Every year OPPI
presents awards of excellence to scientists and young

p ostiéntdsts of Hhet coumtirymt® récogniteyr honogr, ramdr e

encourage innovation in the pharma sector of India.

Going the R&D way: TRIPS tale

October 16-31, Express Pharma
http://www.expresspharmaonline.com/20111031/researc
h01.shtml

"I think it is a fallacy to say that money is not a problem
for MNCs. Businesses around the world are feeling the
pressures of a declining world economy, and the pharma
industry is no different.” Ranjit Shahani, Vice Chairman &
Managing Director, Novartis India

In 1995 India signed the Trade Related Intellectual
Property Rights (TRIPS) agreement so have these
amended laws done the trick for pharma MNCs' R&D plans

T %locf)t Ehs% Indiaﬂ mn ket and made India more attractive?

say some. "The innovative pharmaceutical
industry is greatly attracted to the Indian market, but the
roles of TRIPS and improved patent laws have been over-
emphasised. In truth, India's economic growth and the
growing desire among Indians for quality healthcare,
including quality medicines, have played a much greater
role. At the moment, less than one per cent of the Indian
pharma market consists of patented medicines,” Ranjit
Shahani, vice chairman and managing director, Novartis
India, explains.
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Encouraging Innovation In
Pharmaceuticals Through Public Private
Partnerships

October 2011, IFPMA Newsletter, Issue 26

To encourage innovation in the area of pharmaceutical
research and development in India, the Organisation of
Pharmaceutical Producers of India (OPPl) has
collaborated with two premier R&D focused institutions,
National Institute of Pharmaceutical Education &
Research (NIPER) and Council of Scientific & Industrial
Research (CSIR) as part of its Public Private Partnership

(PPP) initiative. OPPI , i n
Young Scientists Awar dsl
addition, the Award is extended for scientists from

Pharmaceutical Research Centres/ Academic Institutions.
The selection of the awardees is based on the
recommendation of an independent panel of juries—
experts in the field. The Award carries a trophy, a
citation and a cash prize of Rs.1 lakh each.

In a recent OPPI Annual
and Young Scientistsl in
GlaxoSmithKline plc., who graced the occasion as Chief
Guest, sai d, —t he efforts
acknowledge the work of these young talents is really
appreciable. As the industry, it is our responsibility and
duty to provide them with the inspiration so that they can
continue doing the good wor

Delay In CCl As Regulator For Pharma

Deals Irks MNCs

October 22, 2011, Financial Express
http://www.financialexpress.com/news/delay-in-cci-as-
regulator-for-pharma-deals-irks-mncs/863726/

The Foreign Investment Promotion Board (FIPB) route for
FDI proposals from the pharma sector may be here to stay
for a much longer period than the preparatory time of six
months that the prime minister has given to the
Competition Commission of India (CCI) to take on its new
role as a filter, if sources in the commerce ministry are to
be believed. This is creating unease among the pharma
MNCs, which have long maintained that they prefer a CCl
scrutingy to the FIPB option. They feel policy
uncertainities such as these may deter foreign investors
from firming up decisions t

.A clear framework also
before the CCI filter for pharma deals is institutionalised.
—We expect t hat the new
within a period of six months and note that as an interim
measure, all brownfield pharma M&A proposals will be
routed through FIPB for a period not exceeding six
mo nt h s, Thpas Ray, director general, Organisation

of Pharmaceutical Producers of India, an industry body
representing multinational pharma firms in the country.
Pfizer India‘s managing

at

Tapa® RAy - tThed consolidatioh tpkbéed Swithin! the
pharmaceutical industry in India started gaining
momentum since 2006, with the acquisition of Matrix Lab
by Mylan. 2008 witnessed one of the biggest mergers in
the industry till that period, when Daiichi Sankyo of Japan
acquired Ranbaxy of India for $4.6 billion.
Abbott " s

Last year,

on foreign direct investment (FDI) in the pharmaceutical
dectof QuB to vBribus appheBensiods? Firkt, it fefred that
this will create an oligopolistic market, with an adverse
impact on public health interest.

- The Indian pharmaceutical market (IPM) has over 23,000

players and around 60,000 brands. Consolidated Abbott,
being the largest domestic player, enjoys a market share
of just 6.1% in a highly fragmented market. Thus, the
apprehension that an oligopolistic market will be created
through acquisitions by the MNCs is unfounded.

The second fear was that it will limit the power of the
government to grant compulsory licences (CL). With a CL,
the government can authorise any pharmaceutical
company to make any medicine required by the country
in an emergency situation for public health interest.

With more than 20,000 registered pharmaceutical
manufacturing companies in India, there will always be
skilled manufacturers willing and able to make much-
needed medicines, as happened during the H1N1
influenza pandemic. The creation of a legal barrier by
putting a cap on FDI to prevent domestic pharma players
fRoth Mduntirfly sélighg théir' résedtivd ddmplarfied ataa
lucrative price, just from the CL point of view, sounds
Nhegtflydpfotectishist th €he globatised leddnoniy! a ¢ e

S Y s tTReMBovethimént alsdbRlievBsUtHat less@r competitfor® will

push up drug prices. The equity holding of a company has
no bearing on prices or access, especially when prices are

governed by the National Pharmaceutical Pricing
Authority (NPPA) and competition pressure.
director Kewal Handa has alread

y

6]

expressed hi s concerns on t hi
competition commission should have looked into it and
framed the guidelines for M&As in the pharma sector.
Going back to the FIPB route is a retrograde step. This
will add to uncertainty, which will defer foreign
investors" decisions to invest
immediately after the government announced its decision
on pharma FDI early this month.
Should FDI In Pharma Be Restricted?
October 7, 2011, Financial Express
http://www.financialexpress.com/news/should-fdi-in-
pharma-be-restricted/856876/5

20009, instituted —Scientists an

_ acquisitio
Awa rsd 72 Foillibe Followed séveral medfaC feportst énsS thes
Mu mbgaoiv,e rMIme nA M &I exve eWi titnVt.e r @&Q,
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Thus, prices of medicines of Ranbaxy, Shantha
Biotechnics and Abbott have remained stable even after
acquisition. Both
contribute not only to the creation of high-value jobs for
the country, but also improve access to high-tech
equipment and capital goods. Technological cooperation
with the MNCs stimulates growth in the manufacturing
and R&D spaces of the domestic industry.

Any restriction to FDI in the pharmaceutical industry
could make overseas investment even in the R&D sector
less attractive. India has already suffered a 40% drop in
FDI between 2009 and 2010, with a 17% drop in
pharmaceutical FDI. Foreign investors look up to India for
cost arbitrage and expertise in contract research and
manufacturing services for improved market access.

Thus, FDI can lead to increased domestic exports.
Countries like China and Brazil have programmes to
encourage partnerships with MNCs to bolster their
domestic industry, helping the nation to benefit more
from FDI.

—Ptectionism i s har mful , |
Mukherjee, the finance minister, in the context of the
—uUs mo v e t o hi ke Vi sa
out sourcingl.

It is ironic that, almost at the same time, our government
is mulling a proposal to do away with the current practice
of allowing 100% FDI through the automatic route with
similar _protectionist
time when any possible adverse impact of M&As on
competition is being effectively scrutinised by CCl and
any unreasonable price increase is being effectively
addressed by the NPPA.

The pharmaceutical sector was opened up for 100% FDI
through the automatic route only in 2002 as a part of the
financial reform process, positioning India as an
attractive investment destination for pharmaceuticals.
This reform process needs stability, as, by partnering with
MNCs, local drug companies have begun to gain access to
international expertise, technology, resources, good
manufacturing practices and markets.

Any move to restrict FDI in the pharmaceutical industry
will be a retrograde step in the financial reform process
of India adversely affecting FDI not only in the
pharmaceutical sector, but possibly far beyond it.

The author is director general, Organisation of
Pharmaceutical Pr oducers of India (OPPI) ...

DHL - OPPI Release Study On
Transforming Life Sciences Logistics In

India
October 3, 2011, Fierce Pharma

_greenfield"®

me as u

http://www.fiercepharma.com/press_releases/dhl-oppi-
release-study-transforming-life-sciences-logistics-india
and _brownfield"® FDI
Pharmaceutical exports predicted to grow at an
estimated CAGR of 23% till 2015 - India expected to be
the second largest exporter of Active Pharmaceutical
Ingredients (APIs) - India is the 6th fastest growing Life
Sciences & Healthcare consumption market in the world.
Mumbai, Maharashtra, September 28, 2011 /India PRwire/
-- DHL, the world's leading Logistics Company, together
with the Organisation of Pharmaceutical Producers of
India (OPPI) today revealed findings from a study entitled
"Transforming Life Sciences Logistics in India". The study
delves into the competitive landscape of the life sciences
industry and analyzes how logistics can be a crucial
enabler of the growing life sciences segment in India.
Developed jointly by a team of DHL and OPPI
professionals, the study focuses the spotlight on
fundamental issues and offers solution ideas with thought
leadership.

Inviting the attention of business leaders, government
authorities, infrastructure developers and logistics

a dmbpayies, cthe mtudy rartalyzés howrlralin aab achieve a

world-class life sciences logistics setup. Based on detailed

f e e ssecoadarg research, ntpe studp vs nbackedn by DHL and

OPPI's collective insight of the life sciences industry and
its supply chain.

DHL, Pharma Group Assess

rHé)bbl.ed LFqgiisg-ic's‘l s happening at
October 3, 2011, Fierce Pharma

http://www.fiercepharmamanufacturing.com/story/dhl-
pharma-group-assess-indias-hobbled-logistics/2011-10-03

India’s

After taking a close look at life sciences logistics in India
and benchmarking them against global best practices,
experts have unsurprisingly found lots of room for
improvement. In a joint study by DHL and the
Organization of Pharmaceutical Producers of India
(OPPI), researchers modeled the transit time required for
a hypothetical 350-km delivery of life sciences goods,
according to an article in The Hindu Business Line
Researchers estimate the time required in India to be 24
to 36 hours. By contrast, they estimate less than 18 hours
in China, and 8 to 10 hours in the European Union.

The recommendations in the report, "Transforming Life
Sciences Logistics in India", include: expand existing
public-private partnerships to strengthen logistics
infrastructure; streamline import/export processes at
airports and sea ports; define technology to boost the
integrity of the supply chain; and achieve 100%
compliance with logistics-related good practices. India
boasts thousands of drug-making plants, including 125
FDA-approved facilities, the story says.Study results were
released in conjunction with a DHL announcement that it
plans to launch a shared ocean freight reefer service in
India. The announcement jibes with study results that
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identified "emerging trends” in developed countries,
according to the article, including the concept of shared
multi-user warehouses and shared ocean freight reefer
containers.

Logistics For Life Sciences Still Out In

The Cold

October 3, 2011, Hindu Business Line
http://www.thehindubusinessline.com/industry-and-
economy/ logistics/article2506743.ece

A goods carrier crossing a State border in India may have
to wait anywhere between two to 24 hours to get the
necessary clearances before it can enter the next State.
Compare this to transit across borders in China, which
takes between 15 minutes to two hours. Or in the EU,
where the carrier usually does not have to wait for more
than a few minutes.

Then imagine the carrier to be a temperature-controlled
vehicle carrying parcels of sensitive life sciences
products, such as high-quality bulk drugs, formulations
and vaccines. Not only does this increase cost for
producers, but also poses a threat to the quality of the
products. This is just one of the inefficiencies in the
existing logistics infrastructure for the Rs 2,700-billion
Indian life sciences market. A joint study undertaken by
global logistics player DHL, part of Deutsche Post DHL,
and the Organisation of Pharmaceutical Producers of
India (OPPI), has revealed that while it is clear that the
life sciences segment is poised for higher growth,
inefficiencies in |l ogistics
sector's growthl.

Indian Pharmaceutical Market To Be
The Next Big Significant Market By

2020, Says OPPI-E&Y Report

September 29, 2011, BioSpectrum Asia
http://www.biospectrumasia.com/content/290911IND171
82.asp

The Indian pharmaceutical market will be the next
significant market by 2020. The market presents vast
opportunities for pharma companies, with successful
companies overcoming challenges in the areas of pricing
and access to new products and markets, according to
OPPI& Ernst & Young's | atest
Pharma's evolving business

emerging markets are expected to rank among the top 10
global pharma markets, with China and India emerging as
the largest gainers. The other major emerging markets
are forecasted to be Brazil, Russia, Venezuela, Turkey
and Korea.

The study has identified India as the preferred choice for
outsourcing in the area of late stage drug discovery,
shared services and complex manufacturing while China
has been the preferred market for building blocks and

r Fg‘?‘%ﬂ atfreeorirqe..._l ndi a

model sl .

intermediates (APIs or Active Pharmaceutical Ingredient).
With an increase in M&A and partnerships, the
contribution of emerging markets to the growth of global
pharma market has increased five-fold (8% in 2003 to 40%
in 2010). Further, China and India have emerged as the
top two destinations for acquisitions where China
witnessed the largest number of acquisitions; India has
also seen some significant acquisitions in terms of
valuations e. g, Abbott ‘s
acquisition of Paras and
These high valuations can be attributed to the limited
availability of attractive assets in India.

Dedicated Pharma Zones At Airports To

Help India Be Worldclass

September 29, 2011, The Economic Times
http://articles.economictimes.indiatimes.com/2011-09-
29/news/30218293_1_pharma-zones-logistics-oppi

Dedicated pharma zones at airports and coordination
among all ground handling agencies could help achieve
world-class life sciences logistics in India, a report by DHL
and Organisation of Pharmaceutical Producers of India
(OPPI) has revealed. According to the report, which has
been done by a joint team of DHL and OPPI, GST
implementation, multi-user warehouses, shared reefer
vans and ocean freight containers could help Indian life
sciences logistics become world class.

The report -- Transforming Life Sciences Logistics in India
-- also calls for maintaining supply chain integrity by using

—tatestutéclotholdgye such as RFIDn RS candnaetincounterfeit t h e

equipment.

Witty At OPPI: "Its Only A Billion Dollars

Because We Fail Too Often”
September 28, 2011, SCRIP, Anju Ghangurde
http://www.scripintelligence.com/home/Witty-at-OPPI--

Its-only-a-billion-dollars-because-we-fail-too-often-
321713

OPPI (Organisation of Pharmaceutical Producers of
India) annual general meetings over the years have seen
many a keynote speaker highlight how Big Pharma invests
huge sums in discovery research and why only a robust
IPR regime would help them recoup investments and

emer gi ng:

. By 2015, four .
Foreign Ownership Of Domestic
Companies Not Equivalent To High
Price Of Medicines, Says GSK CEO

September 28, 2011, BioSpectrum Asia
http://www.biospectrumasia.com/content/290911IND171
85.asp

Mr Andrew Witty, Chief Executive Officer (CEO) of
GlaxoSmithKline Plc, made no qualms in voicing his
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opinion on the issue of foreign ownership of Indian
domestic companies, need for a robust IP structure in
India, incentivising foreign investors and the need for a
paradigm shift towards innovative drug discovery research
by pharmac eut i c al compani es.
they aren't any, Il he
the need of foreign direct investments into the country.

Mr Witty, who took up the reins of the company as its
global CEO in 2007, was speaking at the recent Annual
General Meeting of the Organization of Pharmaceutical
Producers of India (OPPl), a premier association of
research based international and large pharmaceutical
companies in India held in the city on September 27.

While addressing a crowd comprising of top heads from
most of the multinational companies present in India, Mr
Witty stated that foreign ownership of Indian companies
does not equate to high
of the situation is that putting a cap on foreign
investments (Fl) sends wrong signals about India to the
world. FI connects India globally on the R&D front.
Foreign companies opens doorways for India in terms of
exports.|

PPP Between Academia, Industry And

Govt Need Of The Hour: OPPI

September 28, 2011, Pharmabiz
http://www.pharmabiz.com/NewsDetails.aspx?aid=65270
&sid=2

The Organisation of Pharmaceutical Producers of India
(OPPI) has urged the government that there is need for
more collaborative efforts between the industry,
academia and the government to encourage research and
development activities in the country. OPPI pointed out
that it is high time to create a climate for innovation by
public private partnership (PPP). Speaking on the
occasion of 45th annual general meeting of the OPPI on
September 27 in Mumbai, Andrew Witty CEO of the UK-
based pharma major GlaxoSmithKline (GSK) stressed that
there is an urgent need to control the drug costs and that
initiatives should be taken by the pharma companies to
make it affordable to all. In fact he hinted that GSK has
plans to slash prices of medicines in third world
countries.

OPPI chairman Ranjit Shahani, who is also the vice-
chairman and managing director, Novartis India, said,
—T o d a ye istloh & innovative research that is going on
in the country which is worth commending. And it is our
responsibility as the industry to encourage these works
that are being conducted by the research institutes etc.
as only innovation can help us from getting out of the
i mage of i mitative I ndi a

encourage R&D activities in India OPPI awarded young
scientists from notable research institutes from the
country. The award was given to the people who were
involved in conducting revolutionary innovative work in

the field of pharma. The event specifically focused on
increasing the R&D productivity of the country. According
to Tapan Ray, director general, OPPl, —I ndi a
been on the spotlight because of it being a low cost

—D o déstinatien ebet nayvh thes companie$ frcomethe West are
stated

lwdkind a& Indiaadlso Heaause 0fgits dreasing focusn dn
research. There are so many research activities going on
in the country that needs to be highlighted and
recognised so that it will set down as an example for
others to follow..I

Foreign Ownership Will
Drug Pricing
September 28, 2011, Hindu Business Line

http://www.thehindubusinessline.com/companies/article
2490145.ece

Not Change

GlaxoSmithKline Plc Chief Executive, Mr Andrew Witty's
response to concerns on whether foreign ownership of
Indian drug-makers would impact medicine prices. There
is no good case made between foreign ownership and
medicine pricing, he told representatives at an industry
function in Mumbai, on a day when a Government
committee debated that very issue in the Capital.

—I don't buy the hypothesis
change pri ci nagl, atldinglthat Mdia wasyones
of the most competitive marketplaces. In reality, a vast

majority of the Indian system remains unchanged, he

said, at the annual OPPI (Organisation of Pharmaceutical

Producers of India) event. Domestic pharma acquisitions

by f oreign compapreskal e
t hat it
as a result.

Cost Of Failure Pushes Up Drug Prices
September 28, 2011, The Times of India

http://timesofindia.indiatimes.com/business/india-
business/Cost-of-failure-pushes-up-drug-
prices/articleshow/10146686.cms

GlaxoSmithKline global top boss Andrew Witty is no
conventional CEO. Not only did he admit at an MNC-led
industry forum that the cost of failure has pushed up drug
prices to billions of dollars, he also voiced dissent on
exorbitantly priced patented drugs-contentious issues
which have kept pharma giants at loggerheads with
domestic industry, government and other stake holders.
Saying that high cost of drug discovery was
"unacceptable”, he urged the industry "to fail less often
and succeed more often” so as to be focused on
developing medicines that are highly effective, relevant
gnd s:]af(?1 r-‘]- rBe\)'nthstry\pgs to st k& a Qa_la[pce bg-tqeen
elivering innovation and affordable pricing, particularly
in emerging markets and least developed countries, Witty
said at the Organisation of Pharmaceutical Producers of
India annual general meeting here on Tuesday.
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GSK May Make A $1-2bn Purchase
September 28, 2011, Livemint

http://epaper.livemint.com/Articlelmage.aspx?article=28
_09_2011_008_004&mode=1

GlaxoSmithKline Plc's (GSK) chief executive officer
Andrew Witty said the UK's largest drug maker may buy
as- sets in India in the price range of $1-2 billion to
expand sales in the world's second fastest growing major
economy.are-nAdtein a hurry to grab such an

opportunity at t he current
Witty said on Tuesday. —We
and not desperate to grow through a high premium
deal Il . . ..

Witty was in Mumbai as the chief guest at the 45th
annual general meeting of Organisation of
Pharmaceutical Producers of India (OPPI), the lobby
group of foreign drug manufacturers present in India.

Glaxo will globally follow a tiered pricing strategy, linked
to the economic conditions of the individual countries,
and whichever nation has the high- est income level
should alone pay a high price, he said. Drug companies
should focus on cost effective research and make the
drugs affordable to al/l i nc
appropriate to think that a patent protection and a data
ex-clusivity wild.l make us ri
while ad- dressing the OPPI meeting.

GSK Sets Aside $1-2 Bn War Chest For
India Acquisitions

September 28, 2011, Business Standard
http://business-standard.com/india/news/gsk-sets-aside-
1-2-bn-war-chest-for-india-acquisitions/450745/

GlaxoSmithKline global CEO Andrew Witty on Tuesday said
the company has a war chest of $1-2 billion to support its
expansion plans in India but will be cautious against
overpaying for any buyout.
$1-2 billion in the Indian pharmaceutical space. However,
we are not in a hurry to close a deal at a higher
valuation. |

Witty, who was here to attend an Organisation of
Pharmaceutical Producers of India event, said the Indian

Adapt To Emerging Markets Or Quit GSK
Boss Tells Global Pharma Cos

September 28, 2011, The Economic Times
(epaper page 5)
http://lite.epaper.timesofindia.com/getpage.aspx?pagei
d=5&pagesize=&edid=ET&edlabel=ETM&mydateHid=28-09-
2011&pubname=Economic+Times+-
+Mumbai&edname=Mumbai&publabel=ET

ndr Y f Glax Sm thKline,. on Tuesday
a renco ra ed%h lo al%ru in u?try lﬂo q]e?lﬁvseontnl{f;elf

stay fe evant 1n Ao a'n§9ng 'world ' of 'face decline.
Addressing CEOs of the Indian arms of leading foreign
drug companies, including GSKs competitors like Merck
and Pfizer in Mumbai, Witty said that companies need to
find fresh solutions to tackle issues like affordability,
access, escalating research costs and declining
productivity rather than rely on 25-year-old models.

He also said GSK is open to acquisition only if it finds a
company with a reasonable price tag, adding his company
can spend $1 billion for an acquisition in India. The period
between 2005 and 2020 is the most critical period of
change in the last 200 years, he said, pointing to major

et

o n?E'ftsé)(nr tlaeug&otgal ecoppmy lgk? thesrgq o& the emerging, |, .

cher al l sudd

Indla To E?e Among Top

Markets By 2015: E&Y

September 27, 2011, The Economic Times
http://articles.economictimes.indiatimes.com/2011-09-
27 /news/30208324_1_patent-regime-pharma-markets-
indian-market

e sai

10 Pharma

Emerging markets India and China will figure in the top 10
pharma markets of the world by 2015, an Ernst & Young
report has said. The report has identified India as the
preferred choice for outsourcing in the area of late stage

_W g d&sq,ove aFeE’.| é rv18eé iand an[l)lehx
manufacturmg w 1le China has been the preferre market
for building blocks and intermediates.

The other major emerging markets are likely to be Brazil,
Russia, Venezuela, Turkey and Korea, according to OPPI
& Ernst & Young's latest report on "India emerging:

pharmaceutical industry nee d%amf'aa evolvm% busingss Medals: V\{]tlg gn‘ mcr?aﬁe in
me et the challenges of t he rsh1ps1t con{.[n ﬁ E1g1ng
should focus on delivering affordable and innovative ets to t € growth of global pharma mar et has
medi cine for patients—C mmpeanelﬂvﬁrgfaﬁeg)ﬁv?nfgl? @/é"f @03 F°4O/’ in 2010).

with the chance of failure, it is unacceptable to spend $1

billion t o devel op a new drug, I he sai d, urging t he

industry to get focused on developing medicines relevant
to the concerns of patients. Witty, 47, was the head of
Pharmaceuticals Europe for GlaxoSmithKline, before
taking over as the global CEO in 2007
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E&Y Report Warns Of Hike In Drug

Prices
September 27, 2011, IBN Live

http://ibnlive.in.com/generalnewsfeed/news/ey-report-
warns-of-hike-in-drug-prices/837625.html

Drug prices are expected to increase over the next few
years in the country, according to a report prepared by
the research agency Ernst & Young. "Pricing will continue
to be the key strategic decision in India, which is one of
the few markets, where drug prices are expected to
increase over the next few years, unlike in several other
developed markets,"” says an OPPI-& Ernst & Young report
on ‘'India emerging: Pharma's evolving business models'.
The Organisation of Pharmaceutical Producers of India
(OPPI), established in 1965, is a premier body of
research- based international and large pharma
companies in the country. India not only have lower price
points than some Western markets, but also has lower
price points as compared to other emerging markets.

While companies have launched differentially priced
products here, they are still not available to a large
population, said the report, suggesting that an intra-
country differential pricing may create a win-win
situation, whereby the lower income group population
will gain access to new medicines, while for the higher
income population, they could launch drugs at higher
prices. Although domestic companies have been able to
launch most of patented drugs in the pre-2005 era, the
enforcement of the product patent regime has led to
fewer on-patent drug launches. Between 2005 and 2010
only about 21 per cent on-patent product were launched
while it was 55 per cent between 2000 and 2005. While a
few MNCs have expressed their apprehension over
enforcement of the patent regime here,others have
successfully launched patented products. This clearly
indicates waning of IP risk in the domestic market, the
report said.

GlaxoSmithKline CEO For

Affordable Drugs

September 27, 2011, IBN Live
http://ibnlive.in.com/generalnewsfeed/news/glaxosmith
kline-ceo-for-making-affordable-drugs/837855.html

Making

UK-based pharma major GlaxoSmithKline today called for
making drugs available at affordable prices."The drug
costs have to be controlled and drugs need to be made
affordable by the pharmaceutical companies,”
GlaxoSmithKline CEO Andrew Witty said on the sidelines
of annual general meeting of Organisation of
Pharmaceutical Producers of India (OPPI) here. Witty,
here on a two-day visit to India, is expected to review the
operations of Indian arm of GlaxoSmithKline and discuss
its future plans.

The company is looking at USD 1-2 billion deals in
emerging markets, but is in 'no hurry' to make acquisitions
in India, he said. Witty presented awards to young Indian
scientists at a function here. Every year OPPI presents
awards of excellence to the scientists to recognise,
honour and encourage innovation in the pharmaceutical
sector in India. Witty praised OPPI's efforts for innovation
in pharmaceutical sector in India."Given the present
healthcare scenario in India and the large disease burden,
it is imperative to constantly innovate so as to develop
new therapies that either improve health or alleviate the
suffering of patients. All the stakeholders, therefore,
need to act in concert for constant growth of the industry
for the ultimate benefit of the patient,” OPPI President
Ranjit Shahani said.

Sharma Writes To PM On Pharma M&A

Concerns
September 21, 2011, Mint

http://epaper.livemint.com/Articlelmage.aspx?article=21
_09_2011_007_005&mode=1

India’s commerce and industry ministry is getting serious
with its effort to have all foreign investment in Indian
pharmaceutical companies approved by the government--
a move prompted by a rise in the number of takeovers of
Indian pharma firms by multinational companies (MNCs).

—I t wi | dhillihgeffeet omthe FDI (foreign domestic
investment) flow to the country not only in the pharma
sector, but also on other sectors. The government should
be more cautious now when the foreign direct investment
has already fall en Rapjit Shahani,t
president of the Organisation of Pharmaceutical
Producers of India, the lobby group for foreign pharma
firm in India.

Cost Of Gl i vec | s

September-October 2011 Heal India (page 16)
http://www.heal-india.com/sites/default/files/Sep-
Oct%20issue. pdf

Mr Ranjit Shahani is the Vice-Chairman and Managing
Director, Novartis India Ltd. He is also the President of
Organisation of Pharmaceutical Producers of India
(OPPI).

Indian consumers find cost of several innovative
medicines highly unaffordable. Is it because the market is
too sensitive to pricing of the drugs? A: Patented
medicines will be costly. But in India choices are
available for drugs. Still access to medicine is an
important issue particularly in rural India. Novartis has
modules like GIPAP (Glivec International Patient
Assistance Programme) to provide treatments free of cost
to the needy patients. Novartis has already distributed
Glivec valued at more than $1 billion free since the
inception of GIPAP in India in late 2002. Glivec (imatinib
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mesylate) is an innovative therapy for Acute Myeloid
Lymphoma which the Indian patients find too expensive
to afford. | think | can say with some satisfaction that the
cost of Glivec treatment in India today is "zero".

Planning Commission In Favour Of

Status Quo On FDI In Pharma

September 5, 2011, Mint
http://www.livemint.com/2011/09/04222300/Planning-
Commission-in-favour.html?atype=tp

The Planning Commission is unlikely to recommend
changing the policy of allowing foreign pharmaceutical
companies to directly acquire Indian firms, despite the
reservations of the department of industrial policy and
promotion (DIPP), the health ministry and the domestic
phar ma | ob by .Predictably, the Organisation
of Pharmaceutical Producers of India (OPPI), which
represents overseas pharma companies in India, prefers
the status quo.

—OPPI strongly believes
will be a retrograde step in the financial reform process
of the country and would adversely affect the foreign
investment not only in the pharmaceutical sector in India,
but possi bly far beyond it, |

copy of which has been reviewed by Mint. —OPP |

that equity holding of a company has no bearing on the
pricing or access, especially when medicine prices are
controlled mainly by the National Pharmaceutical Pricing
Aut hority, or NPPA, guideli

Under The CCl Scanner

August 1-15, 2011, Express Pharma
http://www.expresspharmaonline.com/20110815/manag
ement01.shtml

If companies in other sectors are engaging in similar
business practices, why should the pharma industry be
singled out for increased scrutiny? Ranjit Shahani,
President, OPPI reasons that the pharma industry, like
any consumer facing industry, leverages its offerings
needed in the market place and such alliances and
leverages are often in consumer / patient interest.

He opines that there are not many horizontal
arrangements which would face the challenge under the
new Competition Law. In fact, most of such arrangements
are also practiced in developed economies, where the
Anti-Trust Laws are well developed and the patient
groups are well informed. Likewise vertical agreements in
the pharma sector are also similar to such arrangements
as are well known in the FMCG or consumer durables
sector.

MNC Drug-Makers Allay Fears Of Rise In
Prices

that

t h geditiedslck as Rupdd 8nd Orthacéphob 1 i e f
believes

August 4, 2011, Hindu Business Line
http://www.thehindubusinessline.com/industry-and-
economy/economy/article2319774.ece

Multinational drug-makers have stressed that they are
committed to achieving the country's healthcare goals.
Allaying fears on whether the acquisition of local
pharmaceutical operations by multinational companies
(MNC) would adversely impact competition and medicine
prices, Mr Tapan J. Ray, Director-General of the
Organisation of Pharmaceutical Producers of India
(OPPI), told Business Linethat competition-related issues
would be taken care of by the Competition Commission of
India and apprehensions of unreasonable price increases
would be addressed by the National Pharmaceutical
Pricing Authority, as is the current practice.

No change in pricing structure: The acquisition of Piramal
Healthcare's domestic formulation brands by Abbott has
not led to any change in the pricing structure, the OPPI
said, giving details on behalf of its member companies.
Reiterating that the acquired products had seen an

averade 9 pef@it therdase thdricd, @he OFPI added! tha€ Y )

many Abbott healthcare brands had seen no increases in
2011 — for example, Telpress, Stator, Sorbitrate and
Valance. Also, there have been some price reductions on

Pharma Industry Concerned Over Govt's
OPolicy Paralysis'

n e Aulya6,d20¢ b, Hinellt Businese Ling essur e.

http://www.thehindubusinessline.com/todays-paper/tp-
economy/article2296940.ece

Medicine makers are not alarmed by the shadow of a
slowdown cast over other manufacturing sectors. Unlike
sectors like steel or even the fast-moving consumer goods
(FMCG) segment, pharmaceuticals remain largely
insulated, say pharma industry representatives, even as
they battle with rising input costs. What is worrisome,
though, is the Government's policy paralysis, they add.

The domestic pharmaceutical sector will continue to grow
at a steady trot of about 14 per cent, though it could do
much better with a little support from the Government,
he points out. The Government's long-standing
commitment to increase its spending on healthcare, for
instance, is still to bear fruit......... On the
multinationals’ side of the medicine spectrum, the
Organisation of Pharmaceutical Producers of India's Mr
Ranjit Shahani observes that no slowdown has been
projected in the pharmaceutical sector. In the US , for
instance, a slowdown impacts the over-the-counter
segment. But, that is not the case in India, where the
segment is still growing, says Mr Shahani, head of drug
major Novartis in India.

a
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Under The CCI Scanner
August 1-15, 2011, Express Pharma

http://www.expresspharmaonline.com/20110815/manag
ement01.shtml

If companies in other sectors are engaging in similar
business practices, why should the pharma industry be
singled out for increased scrutiny? Ranjit Shahani,
President, OPPI reasons that the pharma industry, like
any consumer facing industry, leverages its offerings
needed in the market place and such alliances and
leverages are often in consumer / patient interest.

He opines that there are not many horizontal
arrangements which would face the challenge under the
new Competition Law. In fact, most of such arrangements
are also practiced in developed economies, where the
Anti-Trust Laws are well developed and the patient
groups are well informed. Likewise vertical agreements in
the pharma sector are also similar to such arrangements
as are well known in the FMCG or consumer durables
sector.

MNC Drug-Makers Allay Fears Of Rise In

Prices

August 4, 2011, Hindu Business Line
http://www.thehindubusinessline.com/industry-and-
economy/economy/article2319774.ece

Multinational drug-makers have stressed that they are
committed to achieving the country's healthcare goals.
Allaying fears on whether the acquisition of local
pharmaceutical operations by multinational companies
(MNC) would adversely impact competition and medicine
prices, Mr Tapan J. Ray, Director-General of the
Organisation of Pharmaceutical Producers of India
(OPPI), told Business Linethat competition-related issues
would be taken care of by the Competition Commission of
India and apprehensions of unreasonable price increases
would be addressed by the National Pharmaceutical
Pricing Authority, as is the current practice.

No change in pricing structure: The acquisition of Piramal
Healthcare's domestic formulation brands by Abbott has
not led to any change in the pricing structure, the OPPI
said, giving details on behalf of its member companies.
Reiterating that the acquired products had seen an
average 2 per cent increase in price, the OPPI added that
many Abbott healthcare brands had seen no increases in
2011 — for example, Telpress, Stator, Sorbitrate and
Valance. Also, there have been some price reductions on
medicines such as Nupod and Omnacepho.

Pharma Industry Concerned Over Govt's
OPol i clysissPar a
July 26, 2011, Hindu Business Line

http://www.thehindubusinessline.com/todays-paper/tp-
economy/article2296940.ece

Medicine makers are not alarmed by the shadow of a
slowdown cast over other manufacturing sectors. Unlike
sectors like steel or even the fast-moving consumer goods
(FMCG) segment, pharmaceuticals remain largely
insulated, say pharma industry representatives, even as
they battle with rising input costs. What is worrisome,
though, is the Government's policy paralysis, they add.

The domestic pharmaceutical sector will continue to grow
at a steady trot of about 14 per cent, though it could do
much better with a little support from the Government,
he points out. The Government's long-standing
commitment to increase its spending on healthcare, for
instance, is still to bear fruit......... On the
multinationals’ side of the medicine spectrum, the
Organisation of Pharmaceutical Producers of India's Mr
Ranjit Shahani observes that no slowdown has been
projected in the pharmaceutical sector. In the US , for
instance, a slowdown impacts the over-the-counter
segment. But, that is not the case in India, where the
segment is still growing, says Mr Shahani, head of drug
major Novartis in India.

Pharmaceutical Advisory Forum To Be

Revamped With 60 Nominated Members

July 25, 2011, Pharmabiz, Joseph Alexander
http://companyrater.com/jay/public_html/news/OPPI.ht
ml

The Pharmaceutical Advisory Forum, an official platform
of all the stakeholders and consumers in the
pharmaceutical sector under the Ministry of Chemicals
and Fertilisers, will be revamped and expanded by
including more members from the non-governmental and
consumer organisations. Instead of the earlier number of
30 members, to be nominated into the body, now the
Department of Pharmaceuticals will nominate 60
members representing the NGOs and the consumer
organisations, with a view to give adequate weight to the
public interest organisations, according to a notice by the

The forum will have two members from each of the
pharma industry associations like IDMA, BDMA, OPPI, IPA,
CIPI, FICCI, FOPE, SPIC, ASSOCHAM and CIl. Earlier there
was only one member from each of the association. There
will be also ten members from chemists associations.
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Novartis & Apos; S Ranjit Shahani:
Patenting Innovation &Apos;ls The Best

Protection For Patients &Apos
July 19, 2011, Stainstrapsdress

http://www.satinstrapsdress.com/novartiss-ranjit-
shahani-patenting-innovation-is-the-best-protection-for-
patients/

Concern is growing that patents hinder access to life-
saving drugs in developing countries. While India clearly
has made progress in advancing intellectual property
rights, more needs to be
approach with international obligations and standards. In
an interview with India Knowledge@Wharton, Ranjit
Shahani, country president of the Novartis Group in India,
spoke about the importance of safeguarding intellectual
property and its impact on affordability and access to
medicine. Novartis is challenging the denial of a patent
for its cancer drug Glivec, as it is known in India. (In the
U.S., the drug is called Gleevec.)

Shahani was president of the Organization of
Pharmaceutical Producers of India (OPPI) from 2001 to
2007, is president of the Bombay Chamber of Commerce
and Industry and chairman of INTERPAT in India, and was
on the council of the International Federation of
Pharmaceutical Manufacturers & Associations. He has
lobbied for strong product patent law, data protection,
liberalization of the price control mechanism, and
legislation against counterfeit drugs.

Planning Commission Deputy Chairman
Montek Singh Ahluwalia Endorses 100%

FDI In Pharma
July 12, 2011, The Economic Times

http://economictimes.indiatimes.com/news/news-by-
industry/healthcare/biotech/pharmaceuticals/planning-
commission-deputy-chairman-montek-singh-ahluwalia-
endorses-100-fdi-in-pharma/articleshow/9192986.cms

Planning Commission deputy chairman Montek Singh
Ahluwalia on Monday endorsed allowing 100% foreign
direct investment (FDI) in the pharmaceutical sector. "I
endorse the view that there should be no case for
rollback from 100% FDI,” Ahluwalia said in response to a
question posed to him at a conference........

While the foreign companies have supported the move
saying that a reduction in the ceiling would mark the first
instance of a sectoral cap being reduced in India. "FDI
should not stand for funds deserting India, "Novartis
president Ranjit Shahani, who is president of the OPPI,
a lobby group representing multinational drug companies
had told TOI last week. OPPI has argued that the
government has tools available with it to address
concerns raised by the domestic players and civil society

OPPI Calls For In Pharma

Industry
June 15, 2011, IndiaSmart, SME News

http://news.indiamart.com/story/oppi-calls-innovation-
pharma-industry-142093.html

Innovation

The Organization of Pharmaceuticals Producers of India
(OPPl) has emphasised on the need of innovation in
pharma industry in the country. It is necessary to meet
the growing patient demands and changing healthcare
environment.

Rc%orditng0 to ﬁalnjiit gSﬂahartﬁ,h Peresigeﬁtuo? E)IgPK ‘Visce

Chairman and Managing Director of Novartis India
Limited, the population across the world has been
witnessing fast changes in their lifestyles and market
structures. The cases of lifestyle diseases are posing new
challenges to the emerging markets, so pharma
companies need to bring innovation in order to tab the
growing market opportunities.

Kurian Quits As Patent Office Chief

June 15, 20-11, Mint
http://www.livemint.com/2011/06/15032339/Kurian-
quits-as-patents-office.html?atype=tp

P.H. Kurian, the controller general of patents, designs
and trademarKks at Il ndi a‘s
office, has resigned from the key post with more than
half his term left to run. The first Indian Administrative
Service (IAS) officer to head the IP office, Kurian took
over the assignment in February 2009 for a five-year
term, but is reverting to his home cadre after just two
years and four months. Kurian confirmed that he has
agreed to get back to Kerala.

He had taken several initiatives to reform the IP office,
which, according to experts and those who dealt with it,
had been opaque in its functioning and also faced
complaints of not always acting fairly. Kurian introduced
transparency in the process of clearing patent and
trademark applications and granting IP rights, a function
t hat i s becoming increas
integration with the global economy continues......
............. Tapan Ray, director general of the
Organisation of Pharmaceutical Producers of India, a
foreig n drug maker s’ |l obby,
bringing much-needed transparency to the Indian patent
of fice, and his sudden exit
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Indian Pharma Needs Innovation With
Major Changes In Healthcare

Environment, Patient Needs: OPPI Chief

June 14, 2011, Pharmabiz, Nandita Vijay
http://www.pharmabiz.com/NewsDetails.aspx?aid=63401
&sid=1

Indian pharma industry needs innovation as the
healthcare environment and patient demands are
witnessing significant changes. The situation needs to be
capitalized as a potential opportunity for growth of the
drug manufacturers in the country, stated Ranjit
Shahani, president, Organization of Pharmaceuticals
Producers of India (OPPI) and vice chairman & managing
director, Novartis India Limited.

—The gl obal popul ation is
of intense change with three overarching trends: an
ageing population, changing lifestyles and emerging
markets. People are living longer. Patients are more
demanding, lifestyle diseases are on the rise and
standards of safety are higher. Emerging markets are
presenting new challenges. All of these necessitate
innovation. While the need for innovation is at an all time
high, the cost of pharmaceutical research has gone up
exponentially with the average expenditure of bringing a
new drug to mar k et Uuss 2
Pharmabiz in an email interaction to assess the current
scene of the pharma sector.

Strong Dose: Govt May Make Pharma

Code Mandatory

June 7, 2011, The Times of India
http://timesofindia.indiatimes.com/business/india-
business/Strong-dose-Govt-ay-make-pharma-code-
mandatory/articleshow/8753928.cms

The self-regulatory draft code for putting an end to
unethical marketing practices by pharma companies,
formulated by the government, will be made mandatory
if not adhered to by companies. This may be the first
ever instance of the government talking tough, as nearly
all codes discussed till now have been voluntary in nature
or self regulatory on companies.

....... Industry body Organisation of Pharmaceutical
Producers of India (OPPI), which already has an existing
code for its members, is in the process of comparing the
draft with its own 'code of marketing practices’. Ranjit
Shahani, president, OPPI, told TOI: "OPPI has a strong
marketing code. If at all there are any elements of the
new code of DoP (Department of Pharmaceuticals) that
override the OPPI code, we will be communicating to all
our members to conform to.”

currently

"Prima facie, we have not observed any significant
differences between the two documents in terms of areas
of focus or actionable areas”, director general Tapan Ray
said. Though the Department of Pharmaceuticals had
started work to adopt a uniform code two years back,
there was no consensus reached between the industry on
formulating one, and hence it was not finalized.

Government drafts official code of
marketing practices for pharma

industry

June 4, 2011, The Economic Times
http://articles.economictimes.indiatimes.com/2011-06-
04/news/29620871_1_pharma-industry-code-of-
marketing-practices-ketan-desai

going through a
The Department of Pharmaceuticals (DoP) in the Ministry
of Chemicals and Fertilizers has finally spelt out
marketing practices for the pharma industry, two years
after it voiced concerns about the state of drug marketing
in the country. A draft Code of Marketing Practices for
the Indian Pharmaceutical Industry, released on June
2,bans all kind of gifts to doctors. Importantly, it clamps
down on foreign junkets by restricting industry sponsored
continuing medical education (CME) events and drug trial
meetinigsi withrin, thie coutrya..h..a..n i told

.......... It.is unclear how similar this new code is to the
one that the industry ultimately put forward. OPPI
Director-General Tapan Ray said the OPPI had
voluntarily revised its guidelines in 2010,taking a cue
from the MCI, and banned all gifts.

Patent Have Little To Do With The

Ability To Access Medicines
May 30, 2011, Financial Express

http://www.financialexpress.com/news/----Patents-
have-little-to-do-with-the-ability-to-access-medicines----
/796855/

Ranjit Shahani is the president of Organisation of
Pharmaceutical Producers of India (OPPI) and vice-
chairman and managing director of Novartis India. He is
of the firm view that intellectual property (IP) is the
lifeline of the pharmaceutical industry, and protection of
this IP is one of the key concerns of any pharmaceutical
management. According to him, when India brought in IPR
reforms, many feared this would lead to decreased access
to medi ci nes. —However, it
affordability that impedes access. Without patent
protection, innovations decline as R&D needs immense
i nvest ments. | I n
says that innovation, research and patent protection are
critical to introducing new drugs into the market.
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Though, this is a patent law-related issue, unfortunately

Details Of Patented Drugs To Be Made

. it has been hyped up as a _maj
Public and access to affordable treat
May 23, 2011, Mint
http://www.livemint.com/2011/05/23002205/Details-of- Gajaria agrees with his industry colleague and explains
patented-drugs-to-b.html that, —The patent for the drug

To increase
soon make public details about patented drugs which
include whether domestic demand for these medicines is
met at a reasonable price. Patent holders in the country
are required to submit once every year the so-called
working details which include the quantity and value of a
product that is sold, manufacturing base, quantity of
production or imports, and a statement on whether public
requirement has been met partly, adequately or to the
fullest extent for a particular drug at a reasonable price
in a statutory format called Form 27................

............. —Ma ki ng such
through official websites or not is the discretion of the
gover nmeaidt Tapan Ray, director general of
Organisation of Pharmaceutical Producers of India, the
lobby of foreign drug makers, which hold most patent
rights on drugs in the
available to the public through the RTI (Right to

I nformation Act) .|
Pharmaceutical Innovation: Issues &
Challenges

Tapan Ray, Director General, Organisation of

Pharmaceutical Producers of India (OPPI)

May 12, 2011, New Delhi

Mr. Tapan Ray, Director General, Organisation of
Pharmaceutical Producers of India (OPPl) made a
presentation at the International Conference on Equity
and Access to Medicine: Role of Innovation and
Institutions organised by Research & Information System
for Developing Countries (RIS) on May 12, 2011 at Hotel
Taj Mahal, Mansingh Road, New Delhi.

"Though This Is A Patent Law-Related
Issue, Unfortunately It Has Been Hyped
Up As A OMajor Vi
Health And Access To Affordable

Treatment”

April 1-15, 2011, Express Pharma
http://www.expresspharmaonline.com/20110415/market
01.shtml

Tapan Ray, Director General, Organisation of
Pharmaceutical Producers of India (OPPI) emphasised,
—Recent |l y t wo key HI V/ Al
lopinavir/ritonavir and atazanavir bisulphate were not
granted patents by the Indian Patent Office with the
reason cited that they ‘lacked inventive ingenuity'.
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by Bristol-Myers Squibb was rejected because it 'lacked

transpar en doy will | nidvendive sngemquiyt, ehilé Abboté'sgpatént application for

lopinavir/ritonavir (Kaletra) was turned down as it did not
involve an ‘inventive step'. Before 2006, there was no
generic production of lopinavir/ ritonavir, and Abbott was
able to charge close to $6,000 per person per year in
some developing countries. Today, generic companies like
Hetero and Ranbaxy have brought the prices down
substantially to $440 per patient per year. Generic
companies including Cipla and Hetero are major suppliers
of these drugs to developing countries like South Africa.

The rejection of these patents indicates that there could

bef uadismptadisupply framv ladial far BIDSeprograonmes inb | i c

developing countries, some of which have even issued
compulsory licenses (Ecuador, Thailand) that waive their
|l ocal patent barriers to

[MaTHeeRight WEecineo t her wi se, i

(The writer is president, Organ isation of
Pharmaceutical Producers of India, Mumbai.)

April 6, 2011, The Times of India

http://timesofindia.indiatimes.com/home/opinion/edit-
page/lts-the-right-medicine/articleshow/7875559.cms

As the end of a long road in reaching a free trade
agreement (FTA) between the 27-nation European Union
and India seems in sight, it's time to reflect on certain
important issues. Much has been written about the
pitfalls of opening up India’'s growing industries to global
competition. From an analysis of other countries, it's
clear the cornerstone of a developed economy - and a key
to sustained competitiveness - is long-term commitment
to research and development. Since 2000, nine of the top
10 global R&D spenders hail from the so-called "rich
nations’ club”, the Organisation for Economic Cooperation
and Development.

But an R&D-based economy needs a favourable

nt. T oyernme s to; implement a
range of oliciethzﬁ eYncourag!(-:)‘ ;?Lﬁ?éc !an pl;%)ate sector
R&D investment of direct benefit to the people of India.
R&D is inherently expensive and risky - with prolonged
timelines and uncertain outcomes. The government needs
to provide specific protections that create an
environment where trained scientific personnel enjoy
space and freedom to design new products benefiting
society. Else, no Indian company, big or small, will garner
the wherewithal to deploy the massive investments

required.
namel vy,
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Pharma FDI Over 49% May Need FIPB

Nod

April 4, 2011, Financial Express
http://www.financialexpress.com/news/pharma-fdi-
over-49-may-need-fipb-nod/771175/0

Haunt e d by the of
generic drug i ndustry
acquisition-hungry Big Pharma, the government is
planning to regulate foreign investments in the sector,
where 100% FDI is now allowed through the automatic
route. As per the plan, FDI above 49%, if used to acquire
stakes in Indian companies, would come under the
scrutiny of the Foreign Investment Promotion Board
(FIPB). FDI meant for greenfield ventures would,
however, continue to
route, where the Reserve Bank of India is the sole
gatekeeper.....

spectre

..... Tapan J Ray, director general, Organisation of
Pharmaceutical Producers of India (OPPl), a group
representing MNC pharma firms in India, however, argues
that such an oligopolistic scenario is not bound to arise,
since the Indian pharmaceutical market has over 23,000
players and around 60,000 brands (source: IMS 2010).
—Even after al |l the recent
pharmaceutical company of India - Abbott, enjoys a
market share of just 6.15% (source: AIOCD/AWACS ,
February 2011). Even the Top 10 groups of companies
(each belonging to the same promoter group though
different and not the individual companies) contribute
just around 40% of the | PM,

Experts Stress For The Need For
National Guidelines For Safe Blood

Transfusion

March 19, 2011, Pharmabiz
http://www.pharmabiz.com/NewsDetails.aspx?aid=61948
&sid=1

India needs national guidelines for safe blood transfusion
and this has a major economic impact on healthcare
costs, according to Ranjit Shahani, vice chairman and
managing director, Novartis India Limited.

Blood safety is major concern globally going by the
increasing incidence of Transmission Transfusion
Transmitted Infections (TTls). However, in the absence of
clear-cut guidelines and in order to avoid critical
consequences, we need to have a notification to this
effect at the earliest, Shahani told Pharmabiz during his
recent visit to Bangalore......

Not So Friendly Budget 2011

Tapan Ray, Director General, Organisation
Pharmaceutical Producers of India

March 16-31, 2011, Express Pharma

of

I n
being

http://www.expresspharmaonline.com/20110331/manag
ement01.shtml

In its Pre-Budget Memorandum, OPPI proposed budgetary
/ fiscal measures and support in the following five key
areas:

accl ai med
West ‘' s

d.ilnfrastsuctuge baildiagl | vy

B. fmpravimg acakss td medicinés e
C. Reduction in transaction costs
D. Incentivising R&D

E. Reduction in tax burden and other measures

Overall, there is nothing significant in this Budget for the
healthcare sector as such. However, we appreciate the
following announcements of the Finance Minister in his

b e rwrdd rbudgetispeechwithtrefemeace to the abpvp areas............

Task Force Formulated for

Strengthening Drug Sector
March 15, 2011, Press Information Bureau,

Government of India
http://www.pib.nic.in/newsite/erelease.aspx?relid=71056

The Union Minister of Health and Family Welfare Shri

GRuthi Nabil Azald Aal todayt cBrititute® P Task Pofck ® d

evolve a long term strategy for addressing various issues
faced by Indian Pharma Industry. The twelve member
Task Force under the Chairmanship of Secretary Health
Research and DG ICMR and co- chaired by DGHS will have
members drawn from National Pharmaceutical Pricing
ABthority 2Depthitrfefit-of Industry Policy and Promotion,
Indian Drug Manufacturers Association, Mumbai, Indian
Pharmaceutical Alliance, Mumbai, Organization of
Pharmaceutical Producers of India, Mumbai, Federation
of Pharmaceutical Entrepreneurs, Gurgaon, Confederation
of Indian Pharmaceutical Industry, Bulk Drug
Manufacturers' A's s o cSME tPhaoma
Industry Confederation, New Delhi and Drug Controller
General of India as the Member Secretary. In addition,
the Chairman of the Task Force may also co-opt any other

expert in the relevant area as is considered
necessary..........

Interview: Tapan Ray, Director
General, Organisation of
Pharmaceutical Producers of India
(OPPI)

March 15, 2011, Focus Report
http://www.pharma.focusreports.net/#state=InterviewD
etail&id=1158

Our last report on India dates back to 2006, right after
the Patent Law was passed. What developments have you
seen happening in the industry since then?
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There has been a paradigm shift with the Product Patent
Regime coming in place in 2005. The era from 1970 to
2005 has been a very successful era of reverse
engineering, when Indian manufacturers were copying
and marketing innovative products in India at a fraction
of their international price. Nevertheless, this also
required talent, for which India had brilliant process
chemists. However, the country eventually realized that
reverse engineering model would not truly serve the
longer term advancement of the economy in creating a
conducive ecosystem to foster innovation. This realization
process started in 1990 and was reinforced after signing
the WTO Agreement in 1995. After the ten-year transition
period, the patent law came into force in January
2005... .0, .

Foreign Takeovers Of India Drug

Companies Fuel Fear Of Rising Prices
March 12, 2011, The Washington Post

http://www.washingtonpost.com/wp-
dyn/content/article/2011/03/11/AR2011031106335.html

Global pharmaceutical conglomerates' recent acquisitions
of Indian companies have alarmed health officials and
patient advocacy groups who say that cheap generic drugs
may no longer be available for millions of poor people in
the coming years.Now, the government is considering
erecting barriers to foreign investment in India's booming
pharmaceutical industry to prevent takeovers. Officials
say they could introduce new caps on foreign investment
and tighten the rules of entry into the industry............

................... But..Tapan Ray, director general of the
Organization of Pharmaceutical Producers of India, says
the government’s apprehensions are baseless because
foreign companies make up only 19 percent of the total
share of India's pharmaceutical industry. He said that
Indian companies have gained access to expertise and
resources through the mergers.

FDI Cap In Pharma Will Hurt Global

Investor Confidence: OPPI

March 3, 2011, Deccan Hearld (PTI)
http://www.deccanherald.com/content/142777/fdi-cap-
pharma-hurt-global.html

OPPI, an industry organisation with members mainly from
the Indian arms of global pharma firms, also said the fear
of increase in prices of drugs due to acquisition of
homegrown firms by global counterparts is totally
unfounded.

"Any move to put a cap on the FDI in pharma sector on
this assumption will send a wrong signal to the global
investors in all industries,” OPPI President Ranjit Shahani
told PTIl i

Restricting FDI In Pharma Will Be

Retrograde Step: OPPI

February 16, 2011, The Economic Times
http://economictimes.indiatimes.com/news/economy/po
licy/restricting-fdi-in-pharma-will-be-retrograde-step-
oppi/articleshow/7508244.cms

The Organisation of Pharmaceutical Producers of India
(OPPI) today said any move to contain FDI in the pharma
sector will be a "retrograde step”.

Asserting that acquisition of domestic firms by global
counterparts will not result in increased drug prices, the
OPPI noted that Indian companies have also been making
overseas acquisitions.

"Any move to contain FDI in the pharma industry will be a
retrograde step,” OPPI President Ranjit Shahani told PTI.

Budget 2011: OPPI Demands Abatements

Be Increased For Medicaments

February 12, 2011, The Economic Times
http://economictimes.indiatimes.com/news/news-by-
industry/healthcare/biotech/pharmaceuticals/budget-
2011-oppi-demands-abatements-be-increased-for-
medicaments/articleshow/7481524.cms

Pharma body, OPPI has demanded that abatement on
medicaments be increased to 45% to 50% as the current
35% abatement does not even cover the trade margins
and the value of R&D costs and other costs associated
with the pharma industry such as distribution of many
medi ci nes t hr ou-geég. Vaccinds)d

Budget 2011: OPPI For Physician
Samples Be Exempted From Central

Excise Duty

February 12, 2011, The Economic Times
http://economictimes.indiatimes.com/news/news-by-
industry/healthcare/biotech/pharmaceuticals/budget-
2011-oppi-for-physician-samples-be-exempted-from-
central-excise-duty/articleshow/7481502.cms

Organisation of Pharmaceutical Producers of India (OPPI)
has demanded physician samples be exempted from
central excise duty as in line with exemption from levy of
VAT. It has also asked the government to consider similar
provisions for exemption under CGST and GST for supply
of physician samples going forward.
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Budget 2011: OPPI Demands
Rationalisation Of Excise Duty Rates Of

API

February 12, 2011, The Economic Times
http://economictimes.indiatimes.com/news/news-by-
industry/healthcare/biotech/pharmaceuticals/budget-
2011-oppi-demands-rationalisation-of-excise-duty-rates-
of-api/articleshow/7481456.cms

Organisation of Pharmaceutical Producers of India
(OPPI) has demanded that excise duty rate of APl be
rationalized and made at par with pharma goods i.e.
excise duty on the inputs (APl) may be reduced from 10%
to 4%.

OPPI has also suggested that government should introduce
a refund mechanism to enable pharma manufacturers to
avail refund of excess cenvat credit especially in case of
such an inverted duty structure. Introduction of such a
mechanism would be relevant because in case the present
inverted duty structure continues in GST regime (standard
rate of 10% CGST for APl and lower rate of 6% CGST for
Pharma formulations), the impact of accumulation of
Cenvat Credit would continue to be seen on the Pharma
sector even under GST regime and the accumulated
credit would continue to be cost to the Pharma sector.

Budget 2011: OPPI Seeks Weighted

Deduction Of R&D Expenditure

February 11, 2011, The Economic Times
http://economictimes.indiatimes.com/news/news-by-
industry/healthcare/biotech/pharmaceuticals/budget-
2011-oppi-seeks-weighted-deduction-of-rd-
expenditure/articleshow/7477228.cms

The Organisation of Pharmaceutical Producers of India
(OPPI) has sought benefits for units engaged in the
business of R&amp;D and contract manufacturing by way
of deduction from profits linked to investments......

Budget 2011: OPPI Demands Customs
Duty Exemption To Notified Life Saving
Drugs

February 11, 2011, The Economic Times
http://economictimes.indiatimes.com/news/news-by-
industry/healthcare/biotech/pharmaceuticals/budget-

2011-oppi-demands-customs-duty-exemption-to-notified-
life-saving-drugs/articleshow/7477421.cms

Organisation of Pharmaceutical Producers of India
(OPPI) has demanded that customs duty be exempted to
notified life saving drugs.

Reduction in import duty on medical devices would
overall reduce the cost of treatment of patients and help
in making available the best medical facility in India at
relatively cheaper rates.

Most Respected Companies 2011:

Sector Winners: Pharma
The Branching Out Of Glaxo - A Tough Win For GSK
Pharma

February 9, 2011, Businessworld
http://www.businessworld.in/bw/2011_02_08_The_Branc
hing_Out_Of_Glaxo.html

If Hasit Joshipura, managing director of Mumbai °
GlaxoSmithKline Pharmaceuticals (GSK), looks like the cat
that got the cream, he has reason. Net sales grew 13 per
cent to Rs 1,870 crore in calendar 2009, more than
double the growth rate in 2008, a trend that was
maintained in the first nine months of 2010. Operating
profit margin was at 35 per cent of net sales in 2009 and
improved slightly this year. Shares are up 49 per cent
since January 2010 on the Bombay Stock Exchange (BSE),
outperforming the BSE Healthcare Index (37 per cent) and
the Sensex (16 per cent). The other good news is that GSK

S

has topped the pharmaceuti cal
I ndia‘s Most Respected Compani
Behind this perfor mance i s G
multiple channels of growt h. -

trailing the market in terms of growth; now we are
growing in |ine. The next ste
Joshipura. As all major foreign drug makers turn to
emerging markets such as India, the 86-year-old
subsidiary of British drug maker GSK Plc is being called

upon to prove its mettle..........

OBest Pl aces To Wo r k
Pharma Sector
February 6, 2011, Business Today, cover

Story

You will be pleased to know that Pfizer India and Ranbaxy

have been selected as the —Be:
the Pharma sector with second and third rankings,
respectively. Dr. Reddy‘s Labo

rank. This cover story was published in the Business Today
(February 6, 2011). The details are attached herewith.

We take this opportunity to convey our hearty
congratulations and best wishes to the leadership teams
and all concerned of Pfizer India, Ranbaxy, J&J,
Novartis, GSK Consumer Healthcare and GSK Pharma for
this splendid achievement.
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How India Lets Slip Its Clinical Trials

Advantage, Guinea Pigs & All

January 20, 2011, DNA
http://www.dnaindia.com/money/report_how-india-lets-
slip-its-clinical-trials-advantage-guinea-pigs-and-
all_1496766

The brouhaha over I ndi a‘s
conducting clinical trials seems to be dissipating with the
rise of other countries in Asia and Europe, and challenges
related to recruitment of trial subjects and investigators
confronting the nascent industry in the country........

Estonia, Poland, Hungary, Romania, Czech Republic, etc
are other emerging destinations for trials, said Ranjit
Shahani, Vice Chairman and MD, Novartis India, which is
currently doing trials in India in cardiology, hypertension
and ophthalmology......

Diagnosing Rising Drug Prices
January 15, 2011, Hindu Business Line

http://www.thehindubusinessline.com/2011/01/15/stori
es/2011011550180800.htm

The last few years have, no doubt, seen some big-ticket
acquisitions of domestic pharmaceutical companies, such
as US drug giant Abbott Laboratories’ purchase of Piramal
Healthcare or that of Ranbaxy Laboratories by Japanese
pharma company Daiichi Sankyo much earlier. But the
concerns expressed by the Union Health Minister, Mr.
Ghulam Nabi Azad, at the recent Golden Jubilee
celebrations of the Indian Drug Manufacturers Association
(IDMA) about drugs becoming more expensive as a
consequence, both for local and global consumers, seem
vastly exaggerated.

These acquisitions, far from being a case of domestic
entrepreneurs throwing in the towel in the face of
stiffening overseas competition, actually demonstrate a
degree of confidence that it is time to move into the
more demanding but value-accretive space of healthcare.
Viewed thus, acts of divestiture are a recognition that
premium profits can no longer be had from producing
drugs, which has become a commodity business —hardly
a condition for extracting monopoly profits from hapless
consumers. Moreover, the domestic pharma industry has
grown from next to nothing to this size in the last six
decades or so and, that too in the face of competition
from entrenched multinational companies.

This is a clear testimony to the intrinsic strengths of the
domestic pharma industry, which is unlikely to be dented
by the odd acquisition in this space. The emerging
industry structure too suggests that risks to consumer
welfare from price-gouging are negligible. An increasing
number of drugs are coming off patent protection and
rich nations, under immense pressure to keep healthcare
costs down, are unlikely to go along with cosmetic

emer gence as a

improvements to existing formulations by drug companies
seeking to extend the period of patent protection. It is
this realisation that is attracting overseas players into
seeking domestic acquisition opportunities to keep costs
down. India needs to sustain the growth momentum on
the pharmaceutical exports front as the economy is
currently confronted by a worrisome phenomenon of high
deficits on the external sector.

hub for

If the Minister wants to support the growth of domestic
small and medium enterprises then he must look for ways
to reducing the high transaction costs of doing business in
India that a corrupt and whimsical exercise of regulatory
powers, both at the State and Central levels, has imposed
on these units in the name of patient welfare. A vigorous
competitive market is what will keep drugs affordable;
placing impediments to merger and acquisition activities
through policy intervention cannot achieve that.

Govt May Limit FDI In Pharma Sector At
49%

January 14, 2011, The Times of India
http://timesofindia.indiatimes.com/business/india-

business/Govt-may-limit-FDI-in-pharma-sector-at-
49/articleshow/7280909.cms

The government may soon take a decision to cap foreign
direct investment in the pharma sector at 49% from the
100% allowed now. Sources say there is also a thinking in
the government to allow 49% foreign investment through
the automatic route, and the remaining 51% be approved
on a case-by-case basis through the Foreign Investmeny
Promotion Board. At present, 100% FDI is allowed through
the automatic route....

drug firms have
domestic market is fully controlled with “"relevant” pricing
of drugs.Pfizer India MD Kewal Handa feels that no single
company can determine prices.

"It is only competition which drives prices. Otherwise,
there is already a cap imposed by regulatory body, NPPA,
allowing a 10% annual price hike on all drugs, besides the
DPCO (drug price control order) has 74 drugs under its
purview."

EU Push For Liberal
Favour With PMO

January 12, 2011, Financial Express
http://www.financialexpress.com/news/eu-push-for-
liberal-patents-finds-favour-with-pmo/736413/8

Patents Finds

Hard lobbying by the European Union (EU), home to many
of the world's | argest
Sanofi-Aventis and Roche, has struck a chord with the
Pri me Mi nister ‘s Oof fice
pressur e on a reluctant
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to include a contentious IPR chapter in the proposed
India-EU trade and investment pact..........

........... The Indian Pharmaceutical Alliance (IPA) that
comprises top-notch domestic drug companies, has
quoted the World Health Organization to drive home the
point that the EU demands
negotiations, it is important that governments ensure
that ministries of health be properly represented...
(bilateral agreements) should not seek to incorporate
TRIPS-plus protection in ways that may reduce access to
medi ci nes i n
OPPI Director General Tapan Ray elicited an automatic
response that he is out of office till Jan 12 and has no
access to e-mail during the period.

The industry bodyds
travelling and not available for comment, while its other
office-bears said they are not authorised to speak on
behalf of the body to the media.

The Buyout Bogey

January 8, 2011, India Today
http://www.indiatoday.intoday.in/site/Story/125866/Blo
g%20Radio/the+buyout+bogey.html

The apprehension that acquisitions of Indian drug
companies by MNCs will hurt the consumer is not based
on any hard facts," says Tapan Ray, Director General of
the Organisation of Pharmaceutical Producers of India
(OPPI), in response to reports that the Government,
worried about the price impact of MNCs taking over
Indian drug firms, is mulling a cap on foreign direct
investment (FDI) in the pharmaceutical sector.

There has been a series of high-profile foreign takeovers
of Indian pharma firms in the last two years. Among
others, Daiichi Sankyo bought Ranbaxy, Abbott bought
Piramal Healthcare Solutions, and Sanofi bought Shantha
Biotech.

Says Ray: "MNCs constitute 19 per cent of the total share
of the Indian pharmaceutical market in value terms. Of
the 455 companies listed in IMS ORG (a comprehensive
data base of the Indian pharma industry), 38 are foreign-
owned (only 8.4 per cent). The fragmented nature of the
industry ensures high level of competition that has led to
the lowest prices of essential medicines in India,
compared to any other country, including Pakistan,
Bangladesh and Sri Lanka.”

OPPI, of course, primarily represents the interests of
pharma MNCs based in India. But Ray's views find support
from rival industry association Indian Drug Manufacturers
Association (IDMA), which represents the interests of
Indian generic drug companies. Says Gajanan Wakankar,
executive director, IDMA, "MNCs would be in a position to
dictate prices if their market share went above 50 per
cent. At the moment, it is

a r eexpert p10743thtml

Pharma Industry Fragmented, See More

Consolidation: Expert

January 6, 2011, News Center
http://www.moneycontrol.com/news/business/pharma-
industry-fragmented-see-more-consolidation-

—i n bilateral

After few years of keeping us on the edge of the M&A
seat, I ndi a‘s
heated debate this year on the controversial matter of

devel opmai gentcto u NMNE doenmande, a Aanseqeence of that M&A activity and

a possible call to impose 49% foreign direct investment
(FDI) cap.

In an interview with CNBC-T V 1 8Marseka Doshi, Ranjit

P r was alsbe n Shah@rd,n PresidentS MOeghnisation of Pharmaceutical

Producers of India and Chairman, Novartis, discusses the
outlook for the sector both from the M&A point of view as
well as the FDI cap point of view..........

Natco Seeks Pfizer Nod For Drug Clone

January 5, 2011, The Economic Times
http://economictimes.indiatimes.com/news/news-by-
industry/healthcare/biotech/pharmaceuticals/natco-
seeks-pfizer-nod-for-drug-clone/articleshow/7220479.cms

Natco Pharma has sought a voluntary licence from Pfizer
to make and sell copies of the US company’s HIV medicine
in India, a first step to a provision that permits firms to
legally make patented drugs of other companies.........

The fate of the case this year and the government's
response could shake up foreign drugmakers' ability to sell
high priced patented products in India. Global innovator
companies have been opposed to the CL provision.
"Proposals to promote the use of CL could inhibit
technological development in the sector in India and
thereby undermine efforts to make medicines and other
products widely available to patients,” Tapan Ray,
Director General of Organisation of Pharmaceutical
Producers of India, had said in its response to a
government's discussion note regarding the use of CL in
last September. OPPI, the lobby body of innovator
companies in India, said that sales of patented products
account for much less than 1% of the Indian
Pharmaceutical market.

Although four years ago, Natco had unsuccessfully tried to
seek CL for Pfizer's cancer drug to be sold in Nepal no
local drugmaker has tried to invoke the provision in India
as they say the process is not well crafted. India adopted
a new patent regime in 2005 that introduced the
provision of CL but has various loose ends.

C M Gulati, editor, of monthly medical journal MIMS said
that CL can be given for several patented drugs in India
but most of the local companies with the expertise to

0 nrhalke sach complidate@ @rugp @mnotcapptyt Half of.the

leading companies have been taken over by foreign firms
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while the others have marketing alliance with global
innovators, he said. "The remaining lot have a secret
desire to be taken over and want to avoid any
confrontation with a potential buyer,” Mr Gulati said.

Industry Wants R&D Incentives
Mr. Tapan Ray, DG, Organization of Pharmaceutical
Producers of India

January 4, 2011, BioSpectrum
http://biospectrumindia.ciol.com/content/BioSpecial/11
101045.asp

—Currently, t he only t ax
activities is in the form of weighted deduction for in-
house R&D. Benefits should be provided for units engaged
in R&D and contract manufacturing by reducing profits
linked to investments. Benefits in the form of research
tax credits which can be used to offset future tax
liability, similar to those given in developed economies
can be introduced. |

Understand The Trend Or 'Perish’

Mr Tapan Ray, Director General, Organisation of
Pharmaceutical Producers of India (OPPI

January 4, 2011, BioSpectrum
http://biospectrumindia.ciol.com/content/CoverStory/21
101041.asp

India will gradually move towards an integrated and
robust healthcare financing system, ushering in the dawn
of a new paradigm, provided doctors should no longer
remain the sole decision-makers for the drugs they
prescribe to the patients and the way they treat the
common diseases. Healthcare providers and medical
insurance companies will start playing a key role in these
areas by providing to the doctors well thought out
treatment and prescription guidelines.

For a significant proportion of the products that the
pharmaceutical companies will sell, tough price
negotiation is inevitable........

Govt Explores Capping FDI In Pharma

January 2, 2011, Mint
http://www.livemint.com/2011/01/02233929/Govt-
explores-capping-FDI-in-p.html

The Indian government is exploring a proposal to reduce
the limit on foreign direct investment (FDI) allowed in the
pharmaceutical industry through the automatic route to
49% from 100% amid concerns over the takeover of local
drug makers by overseas firms........

............... Ranjit Shahani and Tapan Ray, President
and Director General, respectively, of the Organisation
of Pharmaceutical Producers of India (OPPI), an industry
lobby that represents foreign drug makers in India,

b eJareufariyt1, 2811a Businessworld o r

coul dn*t be reached for

Saturday and Sunday.

comm

In a different context, Shahani wrote in an email to Mint
| ast we ek about t he potent
collaborations and partnerships not only in the
commercial arena but also in the research space in a bid
to keep the escalating costs in control, leverage skills to
get newer drugs to the market in shorter time spans and
finally to share risks and rew

The Question Of Brand Premium

R&D
http://www.businessworld.in/bw/2010_12_31_The_Quest
ion_Of_Brand_Premium.html

Reports suggest t hat t he cou
Surinder Singh has asked state drug controllers why
companies can'‘t promote a swa

generic or chemical name instead of a brand name. His
rationale is that consumers will save on the brand
premium that they pay for a generic drug. Ergo, drug
prices should come down. At a recent meeting, the Drug
Controller General of India discussed granting drug

Il icences —by generiand maent an
compani esl, a government funct
told BW requesting anonymity....

...... Generalization of this natu
more discretionary power in the hands of the trader, says
Tapan Ray, Director General of the Organisation of
Pharmaceutical Producers of India. —The maj or <co
with generic prescriptions is that a chemist will then be
the one to choose the manufacturer while dispensing a
medicine. There could only be one criterion for the
choice of such medicines by a chemist: what gives him
the highest margin of profit. .|

The debate is not new. Successive governments have
suggested genericisation as some sort of panacea for high
prices. But so far, attempts to encourage generics usage
have mostly come to nought for two reasons. One is the
regul ator ‘s inability t o
board. And two, the absence of demand-side changes
such as a larger role for transparent and significant
government procurement of such medicines. Unless these
issues are addressed, the prospect of knee-jerk regulation
wi || continue to hover over I
proverbial sword of Damocles.

guar

Giving an over-arching view of the pharmaceutical
industry, Mr Ranjit Shahani of the Organisation of
Pharmaceutical Producers of India (OPPI) says though
pharmaceuticals were insulated from the financial crisis,
drug-maker s ar e faced wi t h t he
regulators become risk-averse, delaying new drug
launches and making them more costly. But as lifestyle
diseases and ageing population increase, unmet medical
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needs continue to be a huge segment that needs
attention, he points out.

Against this backdrop, the domestic industry projects
growth at 15-17 percent, and GlaxoSmithKline's chief in
India, Dr Hasit Joshipura, does not see major changes. A
key trigger for change could be higher Government
spending on health, he says, a sentiment echoed by
representatives across industry, as they confront
affordability and access to medicines.

OPPl Welcomes The Introductions Of
GST: Rate Of GST For Pharma

Tapan Ray, Director General, Organisation of
Pharmaceutical Producers of India (OPPI)

December 16-31, 2010, Express Pharma
http://www.expresspharmaonline.com/20101231/flashba
ck201009.shtml

The Discussion Paper Draft Direct Taxes Code Bill, 2009
has highlighted the possibility that the GST regime could
have multiple rates based on classification of goods that
are to be listed under the exempted category, goods
which would attract lower rate and another category of
goods qualifying for standard rate. This concept of
multiple rate of tax under GST regime could impact the
pharma/health science industry as the business models
followed by the said industry typically involves
import/manufacture and sale of life saving drugs, medical
devices and formulations which are presently either
attract NIL rate of duty under central excise/VAT or
lower rate of excise duty and at four percent. Presently
clinical trial services/R&D services etc attract service tax
at 10.30 percent.

New Pharma Policy To Focus On

Cheaper Drugs For Poor

December 16, 2010, Financial Express
http://financialexpress.com/news/new-pharma-policy-
to-focus-on-cheaper-drugs-for-poor/725377/1

The Centre is expected to announce a new pharma policy
in the next few months. The ministry of chemicals and
fertilisers has discussed with concerned stakeholders and
will seek further inputs on the matter before placing the
draft note to a group of ministers (GoM) for final touches,
chemicals and fertilisers minister MK Azhagiri said on
Wednesday ...oooooviiiiiiiiiinnns

Speaking to FE, Tapan Ray, director general of
Organisation of Pharmaceutical Producers of India
(OPPI), —Despite there had
policy in 2002 and again in 2006, but in vain and we
continue to follow 1995 drug policy. | hope the new policy
will look into all those aspects, including easy
accessibility, making availability of low cost drugs to poor
people, insurance protection, infrastructure spread,
including primary healthcare centres and patent

been

protection to those SMEs which
mol ecues/ entities.|

Pharma: Walking The

Between Affordability, Profits

December 31, 2010, Hindu Business Line
http://www.thehindubusinessline.com/2010/12/31/stori
es/2010123151610300.htm

develop new

Tightrope

It could well turn out to be a significant year for the over
Rs 1-lakh-crore pharmaceutical industry, if clarity dawns
on contentious issues facing the sector.

Be it implementation of intellectual property laws,
signing of free-trade agreements (FTAs), policy of price
control on medicines or spate of mergers and acquisitions
(M&A) — 2011 will have stake-holders looking to the
Government for direction. It all boils down to how the
Centre walks the fine line in balancing access to
affordable medicines with encouraging industry to
maintain healthy bottom-Llines.......... .

Giving an over-arching view of the pharmaceutical
industry, Mr Ranjit Shahani of the Organisation of
Pharmaceutical Producers of India (OPPI) says though
pharmaceuticals were insulated from the financial crisis,
drug-maker s ar e faced wi t h t
regulators become risk-averse, delaying new drug
launches and making them more costly.

But as lifestyle diseases and ageing population increase,
unmet medical needs continue to be a huge segment that
needs attention, he points out.

Against this backdrop, the domestic industry projects
growth at 15-17 percent, and GlaxoSmithKline's chief in
India, Dr Hasit Joshipura, does not see major changes. A
key trigger for change could be higher Government
spending on health, he says, a sentiment echoed by
representatives across industry, as they confront
affordability and access to medicines.

OPPlI Welcomes The Introductions Of
GST: Rate Of GST For Pharma

Tapan Ray, Director General, Organisation of
Pharmaceutical Producers of India (OPPI)

December 16-31, 2010, Express Pharma
http://www.expresspharmaonline.com/20101231/flashba
ck201009.shtml

The Discussion Paper Draft Direct Taxes Code Bill, 2009
hae highlighted ¢he possibility that ghe GSh regime would
have multiple rates based on classification of goods that
are to be listed under the exempted category, goods
which would attract lower rate and another category of
goods qualifying for standard rate. This concept of
multiple rate of tax under GST regime could impact the
pharma/health science industry as the business models
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followed by the said industry typically involves
import/manufacture and sale of life saving drugs, medical
devices and formulations which are presently either
attract NIL rate of duty under central excise/VAT or
lower rate of excise duty and at four percent. Presently
clinical trial services/R&D services etc attract service tax
at 10.30 percent.

New Pharma Policy To Focus On

Cheaper Drugs For Poor

December 16, 2010, Financial Express
http://financialexpress.com/news/new-pharma-policy-
to-focus-on-cheaper-drugs-for-poor/725377/1

The Centre is expected to announce a new pharma policy
in the next few months. The ministry of chemicals and
fertilisers has discussed with concerned stakeholders and
will seek further inputs on the matter before placing the
draft note to a group of ministers (GoM) for final touches,
chemicals and fertilisers minister MK Azhagiri said on
Wednesday............cooeevieinnnnn.

Speaking to FE, Tapan Ray, director general of
Organisation of Pharmaceutical Producers of India
(OPPl), —D e s p i t dad bdere efferts to bring in new
policy in 2002 and again in 2006, but in vain and we
continue to follow 1995 drug policy. | hope the new policy
will look into all those aspects, including easy
accessibility, making availability of low cost drugs to poor
people, insurance protection, infrastructure spread,
including primary healthcare centres and patent
protection to those SMEs which develop new molecues
[ entities.|

US Trade Representative Find Fault
With India, China Intellectual Property
Regimes

November 24, 2010, Mint

http://www.livemint.com/2010/11/23222909/US-trade-
representative-finds.html?atype=tp

The US trade representative (USTR) has expressed
concern at shortcomings in the intellectual property
rights (IPR) regimes of both China and India when it
comes to investment in pharmaceuticals while noting
improvements put in place by both Asian countries.

The USTR‘s stance, in
42 countries, seems to be more even-handed than that of
t he foreign drug maker s
claimed that the country lagged behind China in IPR
protection.........

from the PhRMA® s
added. Ph RMA, in its
IPR enforcement regime remains largely ineffective and
non-deterrent.

2010

rtransfers to Indian partners and subsidiaries.

submi s:
submi ssi on

—I'n my view, without going int
relative robustness of IPR regime of any country is one of

the key factors for a research-based global
pharmaceutical company to decide on FDI for the

i nnovative products | hapaoRay,er c
director general, Organisation of Pharmaceutical
Producers of India (OPPI), the industry body that
represents foreign drug makers in India.................

MNCO s Revi ve OTC

Post Offices

November 20, 2010, Financial Express
http://www.financialexpress.com/printer/news/713528/

Dr ug

The multinational pharma companies are planning to
approach the health ministry with a proposal calling for
the utilisation of the 1.7 lakh post offices across the
country to distribute over the counter drugs. A similar
proposal had been sent to the Planning Commission about
two years back, but the project failed to take off as it
required multiple ministries to work in tandem.

The Organization of Pharmaceutical Producers of India
(OPPI), an association of multinational pharma
companies, is in the process of reviving the proposal as
top officials at the health ministry have shown interest in
di scussing it and considering

............. Thi s i s exactly what we
utilising the network of post offices which are spread
across t he v i Rahji gSbahani] cosnary d
president, Novartis and president, OPPI.

Shahani gives the analogy of the how petrol pumps have
metamorphosed into multi-utility centres in last two
decades. "One simple legislation can change that for over
the counter medicines, |l Shahan

Foreign Lobbies Say

Discourage FDI
October 8, 2010, Mint

http://epaper.livemint.com/ArticleText.aspx?article=08_
10_2010_004_006&mode=1

Initiative May

Foreign business lobbies have warned that a proposal to
allow government-owned or private companies to
manufacture products and technologies patented by other
companies, to ensure they are not in scarce supply, can

dssues énp o ,discourage overseas investment in India..............

The Organization of Pharmaceutical Producers of India
(OPPI), which represents foreign drug makers in India, has
cautioned that DIPP's proposal may discourage initiatives
to attract foreign direct investment and technology

) ev

OPPI says: —We do not believe

" of patented inventions is a sustainable or viable course of

action to address India's health- care challenges, as these
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products account for much less than 1% of Indian drug
mar ket . |

Similar views have been ex- pressed by Business Europe, a
European trade body, and Japan Pharmaceutical
Manufacturers Association (JPMA), a drug industry lobby
representing at least 68 top pharmaceutical companies in
Japan.

................ D.G. Shah, secretary general of IPA, assailed
foreign firms and lobby groups for opposing DIPP's
proposal —The FDI (foreign
these foreign drug makers are raising every time have
been proved baseless, — he

Tapan Ray, director general of OPPI, was not available
for comment.

DIPP Rejects MNC Firms' Suggestions On

Patent Law

October 7, 2010, Business Standard
http://www.business-
standard.com/india/storypage.php?autono=410519

The Department of Industrial Policy and Promotion (DIPP)
has rejected all suggestions made by the multinational
drug maj or s
Pharmaceutical Producers of India (OPPI) — before the
Prime Minister*‘s Office in

The association had sought amendments to the Indian
Patent Act to introduce some controversial provisions
kept out from the Act in its previous amendment five
years ago. Responding to OPPI suggestions, PMO had
sought the opinion of the stakeholder departments like
health, pharmaceuticals, legal affairs and DIPP.

DIPP, being the administrative department for patent-
related matters, has a key role in deciding the future of
intellectual property regulations in India. A point-by-point
rebutt al o f OPPI ' s cl ai ms
immediate proposal to amend the laws.

Opposing the OPPI suggestions, DIPP, in its reply to the
PMO note said the Trade Related Aspects of Intellectual
Property Rights (TRIPS) agreement of the World Trade
Organization did not
—data exclusivityl.
data exclusivity include providing unnecessary protection
to non-patented or off-patented medicines. It will also
create barriers for compulsory licensing, as it prevents
local manufacturers from relying upon the innovator
firm's <clinical trial d acobsk
generic alternatives.

The department also opposed further amendments to the
Patent Act, saying the current provisions contained the
best possible methods to prevent ever greening of
patents.

dinvestenent in the pharmacemtécal segtort.h.r..e a t

| e b®rganisatipn o afp

Foreign Drug Firms Against Compulsory

Licensing Provisions

October 7, 2010, Business Standard
http://www.business-
standard.com/india/storypage.php?autono=410508

Foreign drug companies have warned that the use of
compulsory licensing provisions to allow local companies
to produce low-cost variants of patented essential
medicines can adversely impact the flow of foreign direct

s ai.d..The multinational drug industry views were also

reflected in submissions by Pharmaceutical Research and
Manufacturers of America, Japan Pharmaceutical
Manufacturers Association, Japan Intellectual Property
Association, USINDIA Business Council, INTERPAT and
Organisation of Pharmaceutical Producers of India,
among others. The world's largest drug maker, Pfizer, has
also echoed similar feelings in a separate response to
DIPP.

MNCs Need To Know Indian Culture For
Pharma Outsourcing: Report
September 25, 2010, Business Standard

http://www.business-standard.com/india/news/mncs-

A ungad-4otknow-indian-culture-for-pharma-outsourcing-

report/109885/0on

In order to set up successful outsourcing business in India,
global pharmaceutical players need to understand Indian
culture and values besides focusing on long-term strategy,
according to a report. Jointly released by Ernst & Young
and Organisation of Pharmaceutical Producers of India
(OPPI), the report entitled —

Successful partnerships: Insights on working with Indian
pharmaceutical service providers -- said the best efforts
hbg multisadoadl phdrmatfinms coltdobe eirsderminéd by
lack of awareness of local values and cultural norms.

"In the Indian context, working successfully with global
sourcing players involves deeper understanding of India
around three broad areas — capability, capacity and

ma n d at ecult@® P OPPIsGlobale Sourcihge Goanmittee fchmirperson
Accor di n qloktSanig sBid.P P,

the downsides o
Stating that India holds nearly 3-5 per cent share of the
global pharmaceutical outsourcing business, the report
said: "...While significant business opportunities may be
tthere fgretakingaimp Ipdiag tha best &ffonts ofl aowestern
entrepreneur or manager may be undermined simply due
to lack of awareness of values and cultural norms.”

The report further emphasises that clients need to have
long term strategic vision for their outsourcing initiatives.

25]
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"Customers need to have clearly articulated long term
goals and a shared vision for their outsourcing initiatives.
This long term vision needs to consider India not just as a
source location but the place it would occupy as a key
emerging market," it said.

On investment front, the report said customers need to
invest in development, either through facilities or
training.

"...This will help create ecosystem and accelerate the
process of change and lead to more benefits quickly for
the industry as whole," it added.

Indian Pharmaceutical Market in A New
Paradigm - Win Some and ... Win some

More
Tapan Ray, Director General, OPPI

Mr. Tapn Ray, Director General, Organisation of
Pharmaceutical Producers of India (OPPI) made a
presentation on Indian Pharmaceutical Market in a New
Paradigm win some and ... Win some more on
September 21, 2010 at the DHL 10" Life Science &
Healthcare Conference and Workshop at Daubi.

NGOs, Patient Groups Alert PMO Not To

Act On Behest Of OPPI On Patent Issues

September 13, 2010, Pharmabiz
http://www.pharmabiz.com/article/detnews.asp?articlei
d=57328&sectionid=

A large number of patient groups, groups working on
public health and HIV, public interest organizations,
experts and concerned citizens have demanded to the
Prime Minister's Office (PMO) to immediately withdraw
the biased and one-sided notes which the PMO had
reportedly circulated to the union ministries of
commerce, health, legal affairs and chemicals at the
urging of OPPI to amend key public health safeguards in
the Patents Act including Section 3(d), and asking for
patent linkages and data exclusivity.

The NGOs and experts in a letter to the PMO said that the
OPPI s demands are contrary
and Indian law, and will severely undermine access and
availability of affordable quality generic medicines. —We
regret that the PMO circulated this biased note without
any prior investigation into the legitimacy of the claims or
the fact that several demands made by OPPI and US and
European Pharmaceutical companies are either sub-judice
or have been rejected by Indian Courts keeping in mind
t he Government

heal t hl, the |l etter said.

S constitutio

Govt May Expand Drug Storage Space At
Airports
September 3, 2010, Business Standard

http://www.business-standard.com/india/news/govt-
may-expand-drug-storage-space-at-airports/406814/

Repeated demands by the pharmaceutical industry has
prompted government agencies to look at the possibility
of having additional cold chain facilities at airports for
drug storage.A senior official from the department of
pharmaceuticals (ministry of chemicals and fertilisers)
said, —About 21 possible
adding cold chain capacity.

However, in the first phase we are looking at Delhi and
possibly Chennai airports and talks are on with these
airport operators. The airport operators will be allowed
to charge a user devel opment
The additional capacity at Delhi and Chennai airports is
expected to be deployed over the next two to three
year s. —We have recommended
added at the earliest to meet the growing need and to
maintain high international standards.........

The Organisation of Pharmaceutical Producers of India
(OPPI) had earlier asked for increasing the current
facilities for maintaining the exact and constant
temperature conditions during transit, which are essential
to retain the efficacy of drugs and vaccines.Besides the
cold rooms, OPPI had asked for shelter for goods while
loading, transfer of goods to cold rooms or to aircraft for
incoming and outgoing consignments and use of
refrigerated vans.

Failure to Provide DP Would Lead to
ounf air Commerci al
September 1-15, 2010, Express Pharma

http://www.expresspharmaonline.com/20100915/manag
ement02.shtml

Tapan Ray, Organisation Of Pharmaceutical Producers Of
India (OPPI)

"DP and patents are two forms of Intellectual Property
that are like different elements of a house which needs
oth a;s oundafi and f.t rotect jt
?nhé]bitz;nt@r.c%lg? cfarl{qugt Feg%]eﬂd tf?e%(iifg %ft aPpga[?cel%ttFjvhgdﬁ1
is a totally separate legal instrument. While patent
protects the invention underlying the product, DP
protects the clinical Dossier submitted to the regulatory

authority from their unfair commercial use”

To meet the unmet needs of the patients and improve

cess to (pebal\thf eai? |nqjan rgere 611 coveryiof 3 newy
pharmaceutical entity is not enough. The journey from
mind to market is indeed an arduous one.
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Safeguarding Patient Well-Being

September 1-15, 2010, Express Pharma
http://www.expresspharmaonline.com/20100915/manag
ement04.shtml

Ranjit Shahani, President — OPPI and Vice Chairman &
Managing Director —Novartis India

"Despite India‘s many adva
has seen a rising number of pharma investments being
diverted to competitor countries with more stringent IPR
regulation, such as Singapore. In the long run, this is a
disturbing trend, since new innovative drugs would
become increasingly scarce in India, ultimately harming
the well being of patients”

Despite the progress made in the past two decades,
healthcare facilities in India are still a long way off from
bringing morbidity and mortality rates down to global
levels. This is particularly true in the case of neglected
diseases, where the rates are higher than the global
average.

PATENT RIGHTS & Drugmakers Drag PMO

Into Dispute Over IPR Changes
August 26, 2010, Livemint

http://epaper.livemint.com/Articlelmage.aspx?article=26
_08_2010_007_003&mode=1

The prime minister's office (PMO) has been dragged into a
dispute between foreign and local drug makers over
changes to the intellectual property rights (IPR) regime.
The domestic industry, represented by the Indian
Pharmaceutical Alliance (IPA), is critical of an
intervention by the PMO that it says seeks amendments to
the patent law and other legislation on the basis of a
submission by the foreign drug makers' lobby, the

nt

Speaking at the 4th International conference on
'Counterfeiting and Piracy' organised by Confederation of
Indian Industry (Cll), Tapan Ray, director general,
Organization of Pharmaceutical Producers of India
(OPPI) says, "Government finds only 0.04% medicines as
spurious in India. The study done by Ministry of Health
was based on incognito shopping of random medicines at
6,000 chemists. The quis ion is whetper anX chemist will
I?egp%p%riousiiragéope ly J% sh@fht orcement

He said, "Anything that is not genuine is counterfeit.
Section 17 of Drugs and Cosmetics act 1940 specifies that
spurious, adulterated and misbranded are counterfeits.”

To fight counterfeits, Mr Ray has suggested three-pronged
approach: legal enforcement, consumer awareness and
deterrent to seller, and technology to differentiate
between genuine and fake.........

PMO Circulates Note On IPR Tweaks For

Drug MNCs
August 19, 2010, The Economic Times

http://economictimes.indiatimes.com/news/news-by-
industry/healthcare/biotech/pharmaceuticals/PMO-
circulates-note-on-IPR-tweaks-for-drug-
MNCs/articleshow/6334163.cms

The government is considering a set of proposals by global
drugmakers that seeks
intellectual property rights regime (IPR) that can
compromise Indian drugmakers ability to sell low-cost
medicines.

The Prime Ministers®s
the ministry of commerce, health & family welfare and
department of legal affairs on the proposals. As per the
PMO note, the proposals include changes in controversial

certain

of fice

Organization of Pharmaceutical Producers of India

(OPPI). matters such as legislative r

the Indian patents Act and clear | y redefining

The local drug makers say the PMO's actions will have an
ad- verse impact on the direction of IPR law enforcement,
since some of these issues are currently in court and
being considered by government committees.There was
no response to an emailed query sent to OPPI for

comment. The PMO didn't respond to requests for
comments.
What is the extent of spurious

medicines in India; 0.04% or 30%

August 23, 2010, Moneylife
http://www.moneylife.in/article/8441.html

The study done by Ministry of Health was based on
incognito shopping of random medicines at 6,000
chemists. The question is whether any chemist will keep

criteria.

Section 3(d) of the Indian Patent Act restricts grant of
patent for incremental innovations, unless it provides
significant thereupatic advantages to existing molecules.
Indian courts and patent offices have shot down patent
claims of several global drugmakers using this provision.

The PMO note follows a meeting with top executives
representing Indian units of global MNCs such as Novartis,
BMS, Eli Lilly and Pfizer besides executives of
Organisation of Pharmaceutical Producers in India
(OPPI) a lobby group of international drug innovator
companies.
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Roundtable: Tapan Ray, Director
General, Organisation Of
Pharmaceutical Producers Of India
(OPPI)

July 2010, Modern Pharmaceuticals

Currently, there is a pressing need for the pharmaceutical
industry to generate a robust data base to help formulate
not only various healthcare-related policies but also to
assist in measuring the level of their effective
implementation. In the absence of such dependable and
credible facts, most arguments taking place between the
government and other stakeholders are mainly based on
their individual Vi ews .......... .

...... This is an admirable
generated will be immensely useful to all stakeholders, if
updated in every 3-5 years to maintain their relevance.

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 ...

—I nob envisage any significant impact on overall
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 low Il - Tapan
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.

ini ti

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

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
eotnpanies dng such eprofesdibnals aared notl aadnla
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 specifisbs
_Dont‘“s® in the areas of

Eli Lilly, the first Global pharmaceutical company to
voluntarily announce such a disclosure around September
2008, has already uploaded its physician payment details
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.

Credibility Crisis Looms As Indian

Medical Council Is Dissolved

May 18, 2010, SCRIP
Anju Ghangurde

India has dissolved the Medical Council of India (MCI) in
the wake of corruption charges against its top
functionary, although some experts believe that restoring
the MCI's credibility in the future will be an uphill task.

The president of India, Pratibha Devisingh Patil, signed an
ordinance on 15 May, empowering the government to
dissolve the MCI. A six-member panel chaired by Dr S K
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Sarin of the department of gastroenterology at GB Pant
Hospital has now replaced the MCI.

MClI's president, Dr Ketan Desai, has been arrested by
India's Central Bureau of Investigation (CBI) over charges
of accepting a bribe of Rs20 million ($450,500) for
allegedly granting recognition to a medical college in
Punjab (scripnews.com, 28 April, 2010). More allegations
of amassing disproportionate wealth have since emerged
against Dr Desai.

India's health minister, Ghulam Nabi Azad, has already
taken a tough view on attempts to secure recognition for
medical colleges using fraudulent means. In a letter to
deans of medical and dental colleges earlier this year, Mr
Azad said that some persons "proclaiming to be close” to
him were approaching such colleges promising them
approval/recognition for both undergraduate and
postgraduate courses for 2010-1 1 .

Credibility woes: Pharmaceutical industry experts say
that the recent developments concerning the MCI are
"very disturbing” and were avoidable, if appropriate
"checks and balances” were in place within the system.

............. Mr .Ray also hoped that the new panel
appointed by the Ministry of Health would work out an
appropriate policy framework, not only to restore the
credibility of the MCI, but also to put in place measures
to prevent the repetition of blatant misuse of power by
vested interests in the future.

CME : The developments at the MCI appear to have added
to the industry's uneasiness on whether its efforts at
continuing medical education (CME) would be viewed as
inducements under the MCl's recently amended
regulations.

Mr Ray said that, although the new MCI regulations were
steps in the right direction, the pharmaceutical industry,
by and large, "did have an apprehension” that "very
important and informative” CME, which could help
patients immensely, may get adversely impacted with the
new regulations. So too would the areas involving
medical/clinical research and trials.

............................ OPH also noted that its Code of
Pharmaceutical Marketing Practices clearly specified
practical and
including CME. "MCI regulations with requisite clarity,
along with the self-regulations by the industry, should
work well in India without any further government
regulation, I Mr Ray added.

Doctors Under The Influence?
May 16-30, 2010, Express Pharma

http://www.expresspharmaonline.com/20100531/manag
ement01.shtml

neutral "Do’

Under the guise of 'Continuing Medical Education’ (CME)
doctors are offered sponsored trips to conferences, while
white goods like refrigerators (to store vaccines) and
laptops (to keep in touch with the latest medical news)
have been doled out. Are these ‘freebies’ justified?
Especially when the head of industry watchdog, Medical
Council of India (MCI), itself seems to be under the
scanner for the same transgression? By Arshiya Khan

The recently published MCI regulations are surely aimed
at improving the ethical standards in the medical
profession and are expected to achieve the desired
objectives. It is worth noting that within the pharma
industry in India, Organisation Of Pharmaceutical
Producers of India (OPPI) came out first with its own
new code of ethical marketing practices in 2007 for self
regulation in this important area, informs Tapan Ray,
Director General, OPPI. OPPI Code of Pharmaceutical

. Marketing Practices, very clearly specifies a practical and

neutral 'Do's’ and 'Don'ts’ in the areas of CME. MCI
regulations along with the self regulations by the industry
should work well in India without any further government
regulations.

Ray elucidates with the help of examples—Eli Lilly, the
first global pharma company to announce such disclosure
voluntarily around September 2008, has already uploaded
its physician payment details on its website. US pharma
major Merck has also followed suit. So have Pfizer and
GSK. Meanwhile, Cleveland Clinic and the medical school
of the University of Pennsylvania, US are also in the
process of disclosing details of payments made by pharma
companies to their research personnel and the physicians.
Similarly, in UK the Royal College of Physicians has been
recently reported to have called for a ban on gifts to the
physicians and support to medical training, by pharma
companies.

As Ray notes, "All these are 'self regulatory' in nature, the
concept of which is increasingly gaining ground. If a
transparent, uniform and a robust 'self regulation’ system
can be implemented effectively within the pharma
industry, | reckon, there may not be any further need of
taking any other measure for gaining public trust.”

OPPI Upset Over Poor Cold Room

Storage fagHity at Airpgrts, pgapofise o s
May 7, 2010, Fierce Pharma

Organisation of Pharmaceutical Producers of India
expressed serious concern over the poor cold room
storage facility at the country's major airports and
seaports. Pharmaceutical companies have been facing
problems with respect to cold room storage at the New
Delhi airport terminal while exporting and importing of
their products for some time now.

Over the years the pharma companies have been relying
on major airports and seaports for quality storage
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infrastructure and service as per GMP norms for export
and i mport of
pharmaceuticals are, by and large, treated like just any
other product at these ports, even today. We have
reported and impressed upon the authorities that due to
inadequate storage and handling of these drugs at ports,
high dwell time, dispersed multiple authorities from
whom clearances are required, the quality of the
products may get adversely affected due to temperature
excur si ons, ITapanh nRRAyy rditeetdr general,
OPPI.

OPPI has said that there is a serious problem of cold
storage facility affecting imports and exports of
phar maceuti cal product s.
may look just the same, their quality standards may be
adversely affected, impairing their effectiveness and
safety profile for the pati

Elaborating the problems facing during import, Ray
pointed out that existing cold room does not have enough
space to accommodate big shipments and airport does not
confirm availability of space even if the companies
approach in advance with information of shipment. Many
a times companies are asked to take direct delivery due
to space constraint and thus it clearly points out that the
current capacity is inadequate to handle the volume of
traffic.

The airport authorities charge a premium terminal
handling charges for perishable cold chain consignments.
However, when the cold room space is not available to
importers, the high terminal charges are still levied
without the requisite services being provided, which OPPI
feel is not fair. There is no separate air conditioned
examination area/loading bay for perishable cargo. The
perishable cargo is examined outside the cold room at
normal temperatures. Also the loading bay provided for
taking goods out of the airport is the same as is used for
normal cargo. In summer, the temperature goes as high
as 45 degree Celsius adversely affecting the perishable
consignments.

Thus a dedicated air-conditioned examination and loading
bay needs be provided for such consignments. OPPI has
also expressed their concern over the absence of a
temperature monitoring mechanism available in the
facility.

Speaking about the problems faced during exports, Ray
informed that the layout and design of current
agricultural and processed food products export
development authority (APEDA) cold room are not
suitable enough. Similarly priority to pharmaceuticals
which are perishable due to poor storage and transport
conditions is given last at current APEDA facility in Delhi.
Another observation made by the OPPI is that the current
palletisation procedure at APEDA cold room is quite

enCiplal Offers e dGoRe Y Low-Cost

loading bays get lowered so as to avoid the boxes getting

p har manmtely,t i crashed........... —Unf o

Mr. Tapan Ray, Director General, OPPI

Invited By PhRMA
28'™ 530" Apr. 2010, Washington, USA

Mr. Tapan Ray, Director General, OPPl was invited by
PhRMA (Pharmaceutical Research & Manufacturers of
Ameri ca) t o speak on t he
Opportunities of India as an Emerging Pharmaceutical
Market. Thereafter, he participated in a Panel Discussion
of the US based India Task Force of PhRMA member

—Thacwgnpanhesexposether @000t sl nt er 1

Meeting of PhRMA"'.

Drug

Technology To Fight Cancer, AIDS
April 20, 2010, Mint
http://www.livemint.com/2010/04/20223703/Cipla-
offers-govt-lowcost-dru.html(?h=B

I ndia‘s | argest generics
which has provoked patent challenges by launching low-
cost versions of drugs for the treatment of cancer and
HIV/ AIDS, says it is ready to share the technology with
the government to meet local demand.

Patent hol der s drugs foxr
threatening diseases such as cancer and AIDS are
expensive and their monopoly in the Indian market will
result in denial of treatment for Indian patients, says
Amar Lulla, joint managing director of Cipla.

Cipla is facing, in various Indian courts, cases of patent
infringement brought by companies such as Hoffman-La
Roche Ltd and Bayer Schering Pharma AG after it
launched versions of at least three patented drugs,
including valgancyclovir (a new drug for treating
HIV/AIDS-related infections), erlotinib and sorafenib
(drugs for treating lung and kidney cancers) in the
domestic market.

Valgancyclovir and erlotinib have been patented by Roche
and these drugs, sold by the Swiss drug maker under the
brand names Valcyte and Tarceva, cost at least Rs1 lakh
for a moeatment. Sorafenib, which costs about
Rs2.80 lakh for a month"s
Bayer Schering and sold under the brand name Nexavar.

Cipla*'s ver si on sValaept, Etlotip sared
Tosylate—are sold at about one-tenth the price of the
patented brands in the Indian market.

—I f the government i s
poor patients, we can help in providing the technology

drug

serious

outdated, where the palletising staff needs to stand on
the cargo, unlike better palletising procedure where the

30]

knowhow for producing t hese
—Government has already set up
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Jan Aushadhi—and this channel can be very well used to
di stribute these critical

Tapan Ray, director-general of Pharmaceutical
Producers of India (OPPI), an industry body representing
foreign drug maker present including Roche and Bayer,

said: —As patent itself

about the innovation and the technology for producing
any new chemical/ molecular entity with the
government, irrespective of the seriousness of any

disease, | am afraid | could not make out what is really
new in this approach. I

Cancer and HIV/AIDS are among the four fastest spreading
diseases in India. There is a comparatively good supply of
low-cost generic drugs produced by Indian companies for
treatment of the other two ailments—diabetes and heart
disease—b u t there aren‘t many
effective treatment of cancer.

—T her e -4midionalreédy detected cancer patients
in India, and four million could be the number of the
undetected <cases, | sai d ae
Cancer Patients Aid Association (CPAA), a non-profit
organization.

Patients of the disease, whose incidence is growing at a
yearly rate of 20 %, ar e
fully neglectedl due t o
pati ent sy to dffard the dxpemsive therapies, said
the person, who didn‘t want

There are about 18 small, medium and big drug makers in
the Rs1,660 crore local cancer therapy market. While the
top four—Roche, Novartis India Ltd, Aventis India Ltd and
Pfizer Ltd—mostly import their brands from foreign
facilities of their parent companies, their local market
prices include customs duty and other logistics costs in
addition to research and manufacturing costs.

Their prices, fixed in line with their international pricing
policy that applies to markets where healthcare costs are

borne by the government or insurance firms, are
unaffordable to most Indian patients.
Some, including Roche, Novartis and Pfizer, offer

discounts for selected patients through their patient
access programmes.

OPPlI Welcomes The Introductions Of

GST: Rate Of GST For Pharma

April 16-30, 2010, Express Pharma
http://www.expresspharmaonline.com/20100430/manag
ement01.shtml

Tapan Ray, Director General, Organisation of
Pharmaceutical Producers of India (OPPI)

The Discussion Paper Draft Direct Taxes Code Bill, 2009
has highlighted the possibility that the GST regime could

have multiple rates based on classification of goods that

d r uagesto de¢ liseed unelex the rereimpted categery, .gdods

which would attract lower rate and another category of
goods qualifying for standard rate.

This concept of multiple rate of tax under GST regime

me a n scoufd hinapact the pharmea/health sciénce indusory am dahe

business models followed by the said industry typically
involves import/manufacture and sale of life saving
drugs, medical devices and formulations which are
presently either attract NIL rate of duty under central
excise/VAT or lower rate of excise duty and at four
percent. Presently clinical trial services/R&D services etc
attract service tax at 10.30 percent.

Healthcare is an important thrust and focus area, both for
the Central and State Governments and it a feasible
groposition ta expact! thét | under ftheer proposed GST
model, the pharma/healthcare products should be
classified under the lower rate category/zero rate
category, as applicable.

p dnrcase the alzoge Lands iget tlassified wridér hhe stahdard

rate category under GST, it could have a negative impact
on the industry given that the applicable GST rate (both
CGST and SGST) could be higher than the present indirect
tax rate on the said goods. It would, therefore, be critical

mo s t florythe industty lhoeensurepthat & flaworabte rtax areéaemeént
| a c ks appli€abledar thegmaods. di agnosi s

and

t Poesehtly, lifeasavingldrugs are notified under exempted
category both for levy of central excise duty and VAT on
sale thereof resulting in a break in the credit chain. Thus
we recommend an area based exemption scheme.

Area based exemption scheme
Concern: GST rate (both CGST and SGST) could be higher
than the present indirect tax rate on the goods

The Discussion Paper has mooted the idea that area based
exemption scheme (as presently enjoyed under central
excise legislation by industries in notified areas such as
Baddi etc) would be discontinued under GST regime and
be converted into a refund based scheme. In effect, it is
proposed that GST paid at the time of supply of goods
would be provided as refund to such industries.

Also, with the dual structure of GST which as been
proposed, it will be essential for the States to recognise
the exemption granted under the central excise
legislation so that the exemption is not restricted to the
'‘CGST only and also covers the 'SGST' component of GST.

This could have substantive cash flow impact on the
industries located in the said areas. Also, past experience
of the industries in getting refund from the department is
clearly not encouraging. Thus we recommend the existing
tax advantage availed by units availing 'area based
exemptions' over units in other States should be
appropriately protected under GST regime; the protection

on

or
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mechanism should be such that it should not lead to any
adverse cash-flow implications for these units; to the
extent possible, the basis for quantification of the
existing incentives, as well as the mechanism for claiming
the same should be continued under GST with only
essential minor modifications; and all area based
exemption schemes in the form of output duty exemption
such as Uttaranchal and Himachal Pradesh should be
converted into a refund based tax exemption scheme.

If for any reason the Government is unable to continue
these incentives in the same form, then the estimated
value of the incentive forgone as per the existing
framework should be appropriately compensated to the
impacted units, either in cash or through any other
mechanism.

Refund mechanism under GST

Solution: Government should ensure refund mechanism in
place before roll out of GST

The Discussion Paper has highlighted the need for refund
in cases where accumulation of credit could be possible
(higher input tax rate vis-a-vis the output tax liability).
The pharma industry has been grappling with this issue
given the inverted tax rate structure under the present
system (excise duty at eight percent on API' and four
percent on finished formulations. Efficacy of the refund
mechanism is an area of concern as past experiences of
the industry and trade alike in getting refunds from the
department (especially Central levies) have not been
encouraging.

It is pertinent to note that conversion of exemption
scheme into refund scheme could have substantive cash
flow impact on the industries located in the said areas.
Also past experience of the industries in getting refund
from the department is clearly not encouraging.

Thus, to ensure uninterrupted credit chain link, it
becomes pertinent to have a robust refund mechanism
clearly laying out the time frame for refunds and
necessity to strictly adhere to the same, with reduced
interaction between the industry and officers for the
refund.

We recommend that the Government should ensure a
robust refund mechanism which would not be plagued
with delays and issues currently faced by the industry.

Compliance system under GST

One area of concern that the Discussion Paper has
brought to light is the possibility of different SGST
legislation for each state, which would have jurisdiction
and administrative role of SGST in their states and CGST
to be monitored/administered by the Centre.

This could imply the present multiple compliance system
of filing returns in each state would continue in the
proposed GST model. We, therefore, propose for a
centralised system of filing returns with a single return to
capture GST related compliance of the industry/trade for
their pan India operations. A single window system for
compliance and refunds should be put in place to
effectively reduce the compliance hassles under multiple
states and legislation.

The Indian Pharmaceutical Industry o

An Overview

2010 Health & Youth Conference

Organised by Korea Biotechnology Industry Organisation,
Organised by LG Life Sciences Ltd. Seoul, Korea

Mr. Tapan Ray, Director General, OPPI

April 15, 2010, Seoul, Korea

Strong growth of the Indian economy has helped fueling
the growth of the pharmaceutical industry of the country.
I ndi a‘ s ingrecentv yehrs has been driven by its
expanding middle class, increased literacy rate & slowing
down of the population growth. All these have made the
country the fourth largest economy in the world, which is
expected to overtake Japan by 2014.

A growing economy combined with IT enabled
technological prowess, competitive mindset, cost
arbitrage coupled with fast changing demographic profile
are some of the key factors responsible for India being
second fastest growing emerging market of the world.
With robust resilience and domestic demand across the
healthcare value chain, comprising of Pharmaceutical,
Hospital Care, Medical Tourism, Medical Devices, OTC and
Health Insurance have kept India relatively insulated from
the recent global melt down.

Highly-competitive market in India continues to be
dominated by Indian pharmaceutical companies, but
remains fragmented, with over 60,000 brands from over
23,000 manufacturers with top 35 companies contributing
to 75% of the industry turnover. The domestic market is
doubling in size every 6 years. The major growth drivers
are rising income level, private investments in medical
services, insurance coverage and increasing incidence of
chronic ailments. The industry is being regulated by five
different ministries and influenced by three major
government policy directives.

Innovation through R & D, recognized as the life blood of
Pharmaceutical Industry, is undergoing a paradigm shift
from process research to discovery research and from
generics to NCEs. Leveraging cost advantage Indian
companies are gradually getting engaged in various types
of collaboration with the Multi-National Companies
(MNCs) to create a win-win situation in various
outsourcing initiatives. The top Indian Pharma Research
companies are now concentrating in key therapeutic
areas like oncology, cardiovascular, metabolic and

32]




OPPI IN MEDIA

infectious diseases and spend around 5% of their turnover
on such initiatives.

Increasing costs of research and manufacturing in the
developed market of the world and the cost
competitiveness of India has helped the country to
emerge as a major global outsourcing hub. The
manufacturing costs of drugs in USFDA approved plants in
India are 50% less than the developed markets of the
world. Clinical Research, Contract Research,
Collaborative Research, Contract Manufacturing and other
global supply chain related initiatives are the key
opportunity segments in the country. With Intellectual
Property Rights (IPR) in place, the highest number of US
FDA approved plants outside USA, maximum number of
approved DMFs and ANDAs filed with US FDA, India is
poised to become a major force to reckon with in the
global pharmaceutical industry.

With all these and a large number of public — private
partnership in the healthcare sector of the country, as
the Government of India changing its role from healthcare
provider to healthcare facilitator, India is poised to rank
within Top 10 Pharma Markets of the world by 2015, as
forecasted by McKinsey & Co.

Industry Consensus Still Eludes On

UCMP As Biggies Press For Old Draft

April 12, 2010, Pharmabiz
http://www.pharmabiz.com/article/detnews.asp?articlei
d=54916&sectionid=

With the industry yet to reach consensus on the pending
Uniform Code of Pharmaceutical Marketing Practices
(UCMP) aimed at reigning in the pharma companies
involved in unethical trade practices, the fate of the issue
still hangs in balance even as a section of the industry
wants to go ahead with the same code.

Though the pharmaceutical department took the
initiative one year back to bring all associations round the
table and hammer out a uniform code to be followed
strictly by the member companies, a final document still
seems to be distant as differences persisted between the
associations even now.

The last meeting chaired by the Pharma secretary in
December, 2009, discussed a draft UCMP but the SME
Pharma Industries Confederation (SPIC) had objected the
same which did not have any legal binding. "SPIC had the
following two different views: (i) all medicines where
ingredients are changed, same brand name should not be
allowed. (ii) all the medicines which are on shelf for more
than five years should not be allowed promotional
expenses,” according to the minutes of the meeting.

The Secretary had asked the associations to settle the
differences through mutual consultations and come out
with the uniform code, but it is learnt that no effort had

been made yet in this regard. SPIC which chose to
disapprove the UCMP, was yet to be contacted by other
organisations like IDMA or OPPI which was entrusted with
the task of framing the UCMP. A SPIC leader said they did
not get any communication from any other organisation
for consultations.

However, it is learnt that the IDMA and OPPI had
approached the Pharma Department saying that the vast
majority of the industry supported the UCMP and sought
the approval from the department to the same. The two
major associations claimed that they had circulated the
copy of the minutes of the meeting and the UCMP for the
comments and they were yet to get any response from
the SPIC or IPA.

"Since there had been no communication from SPIC
disagreeing with either the minutes of the meeting or the
joint working group plan or the draft of UCMP, IDMA and
OPPI proceeded in good faith on the assumption that SPIC
was in agreement with the process and the draft. We are
still hopeful that SPIC will come around to the common
position of the majority of the associations and we seek
your intervention in the matter,” according to a letter
sent by the two organisations to the department.

"More over, the fact that IDMA, OPPI, CIPI and FOPE are in
agreement with the UCMP which recognises that the vast
majority of the pharmaceutical industry is in favour of
such uniform code. Hence we humbly request you to
support the UCMP and give the industry associations an
opportunity to voluntarily practice the self regulatory
mechanism for their respective member companies,” the
letter said.

Reacting to this development, a senior SPIC leader said
his organisation stuck to the earlier stand and it could not
support the draft code in its current form as it had no
legal validity. He also expressed apprehension that the
organisations representing the large scale sector were
trying to bypass others to impose the voluntary code on
the entire industry, so that nothing really could change in
arresting the growing trend of illegal trade practices.

Pfizer, Novartis And Eli Lilly Got Bulk
Of Contentious Patents

April 7, 2010, Mint
http://www.livemint.com/2010/04/06214301/Pfizer-
Novartis-and-Eli-Lilly.html

Rules against protection being granted to already known
and long-ago patented drugs were allegedly violated

Three top multinational drug makers—Pfizer Inc., Novartis
AG and Eli Lilly and Co.—won almost one-third of the 81
contentious drug patents granted in alleged breach of two
i mportant rul es contained
regime.
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The three firms were together granted local patents for
25 products that were otherwise considered non-
patentable in the country. Fifty-one were given to other
foreign drug makers, including F Hoffmann La Roche AG,
Schering Corp., Merck Patent GmbH; the remaining five
went to local drug makers.

The patents were granted in the first four years of the
patents regime that took effect in 2005. They were
allegedly issued overlooking section 3(d) and (e) of the
amended intellectual property law, which restrict
protection being granted to already known and long-ago
patented drugs and their combinations.

—Pfizer believes that these p
A domestic industry lobby, the Indian Pharmaceutical Indian Patent Office, after full examination of the merits,
Alliance (IPA), last year demanded a review of these constitute appropriate and patentable subject matter
patent grants. Neither the names of the drugs granted the under the I ndian pat entspersenw, I
patents nor the identity of their makers had been made from New York in an email response.
public.

An email query sent to Eli Lilly did not elicit any response
Now, a report endor sed by astits eorpoate communigdtiens adviset Lauren R. Cislak
enforcement authority, the department of industrial was travelling. A Novartis spokesperson said he needs
policy and promotion (DIPP), has made public the data more time to reply as many of his team members were on
compiled by the industry lobby. Easter holidays.
The report prepared by former DIPP director T.C. James —l ndi a‘s patent system curre

also said during the first
regi me, t he ¢ ou n tfficgs ‘grantefl geveral
patents for incremental innovations or modified forms of
long-existing drugs.

The restrictions were incorporated in the law when it was
amended in 2004, before the country introduced a new
product patent regime for pharmaceuticals and
agricultural products as a signatory to the Trade Related
Intellectual Property Rights Agreement of the World
Trade Organization.

These rules were introduced as a precaution against
possible grant of frivolous patents for products claiming
incremental innovations.

James said in a phone interview on Tuesday that the
report was prepared in response to a demand by the US-
India Business Council (USBIC) that section 3(d) of the
Indian patent law be abolished.

Data showed that the patents had been granted to the
drugs for
who is currently director of the National Intellectual

—mer e i ncrement al

By patenting essential drugs that do not actually qualify
for such protection, companies could potentially misuse
the monopoly provision, said an industry consultant who
didn"t want to be named
interest and client confidentiality.

Mint has in the past reported about patents being granted
to both foreign and local drug makers for already known
drugs with incremental innovation. Indian patent law
allows protection of incremental innovations only in some
cases where the efficacy of a newly claimed innovation is
proved to be superior to the older drug forms.

wr o MagdnyRayll direcéor general of
the Organisation of Pharmaceutical Producers of India,
an industry lobby that represents foreign drug makers in
India.

One practical difficulty that opponents face is the vague
description of patent details published by the patent
office before and after the grant of product protection.

—There wer e rwrpeoduced byntlese patent
applicants that the modified forms of old drugs are
superior in efficacy to
Dilip G. Shah, secretary general of IPA, who compiled the
list of patents granted to modified forms of existing
drugs.

IPA had appealed to the controller general of patents and
James, when he was director of DIPP, for a review of the
patent approvals.

—An investigation
the nroutey aft the rrivglous spatend grdnts,meand ,the
situation has improved a lot now due to a strict vigil while

citi

wa s on at

f oopportuyity torctmllengé patemtgdthat Have beereallegadly t e n t
p gtramtt ed

qgual i

t

Property Organisation, the only non-governmental scrutinizing patent applicatio
organization in the field of intellectual property

recognized by the United Nations-affiliated World I ndia‘s controller gener al o}
Intellectual Property Organization. trademar ks P. H. Kurian said: —

no provision to review already granted patents by the
A patent right gives its hol gatent officeroae the gost-gnanthappgogtiory periotl ¢orte’ s
actually meant to compensate the inventor of such year after the grant) is over. But it can be revoked by
products for a certain period—typically 15-20 years. moving the Intellectual Property Appellate Board or
courts of |l aw against the wron
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Reform Healthcare To Reduce Disease

Burden

April 7, 2010, Hindu Business Line
http://www.thehindubusinessline.com/2010/04/07/stori
es/2010040750020800.htm

Ranjit Shahani

Commemoration of the first World Health Day in 1950
coincided with the year India became a republic. Since
then, World Health Day has been celebrated on April 7
every year. As we mark the day today, it provides us an
opportunity to critically evaluate where we as a nation
stand in providing healthcare to our people.

The numbers do not seem too comforting. While we have
seen a reduction in mortality and morbidity rates, the
overall healthcare scenario in the country is not very
encouraging. A WHO study in 2008 ranks India 171 among
175 countries in public health spending!

Reach out to villages

India's healthcare system rests on a primary healthcare
system that is grossly inadequate and falls woefully short
of what it should be to ensure that our people have
access to at least basic healthcare.

According to the Economic Survey 2009-10, only 13 per
cent of the rural population has access to a primary
healthcare centre with 33 per cent having access to a
sub-centre, 9.6 per cent to a hospital and 28.3 per cent
to a dispensary or clinic. We as a people need to wake up
to the fact that India lives in its villages and if we cannot
reach basic healthcare to these people, then no matter
how much we progress in the urban and semi-urban areas,
our overall growth as a nation will be retarded.

Anaemia, infant and child malnutrition, malaria,
tuberculosis and diarrhoea remain widely prevalent,
despite being preventable and curable. Rapid population
growth has led to a dramatic increase in unhygienic
surroundings which, in turn, has given rise to vector-
borne and water-borne diseases. Many of these can be
easily prevented by providing access to clean drinking
water and improving sanitation facilities.

We need to focus our attention on preventable rather
than curative measures where the costs are higher. The
World Health Organisation estimates that overall disease
burden would fall by 15 per cent with improved access to
clean water and sanitation facilities, while the World
Bank estimates that 21 per cent of communicable
diseases in India are water-related.

Multiple challenges
Of course, doing this is a challenge but not an

insurmountable one. It calls for sustained efforts and
planning, as well as coordinated action from public and

private players to overcome various constraints. The
Prime Minister, Dr Manmohan Singh, has acknowledged
the dominant role of the private sector in healthcare
delivery, ranging from popularising alternative medical
systems to establishing hi-tech specialty hospitals, and
has spoken about the need to develop a new pattern of
public-private partnership in healthcare delivery.

General lack of awareness on healthcare issues and the
low public consciousness of hygiene and sanitation norms
will need to be addressed as a starting point and with it
the lack of accessibility to healthcare services.

India’s health problems are two-fold:

Inadequate and inaccessible healthcare services and
infrastructure;

Non-utilisation of available healthcare services due to low
awareness and poverty.

We need to appreciate the tremendous magnitude of
India's healthcare needs and the immense investments
required to improve the health status of people from all
parts of India and across all strata of society. There is
also an urgent need to raise the availability of qualified
doctors, nurses and paramedical staff and to create an
infrastructure and a system for them to work in rural
areas. To tackle these multiple hurdles, the public
sector's efforts must be supplemented by the private
sector, since reducing disease burden needs coordinated
efforts and massive inflow of funds. Private donations,
tiered pricing and partnership funding are some initiatives
undertaken by private sector companies and other
entities.

The Confederation of Indian Industry and the
pharmaceutical industry in India are already working on a
major healthcare collaboration with a focus on five key
pillars:

raising the standard of healthcare;

developing new treatments and cures;

ensuring access and affordability;

getting medicine to patients;

corporate social responsibility.

These efforts are channelled with specific emphasis on
improving the situation in rural and semi-urban areas
where the majority live and the health needs are the
greatest.

It is imperative that India initiates healthcare reforms
urgently, ramping up healthcare investment from the

current 1 per cent to 3-4 per cent of GDP. As per the
WHO projections, India’s GDP may suffer a 5 per cent
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decline by 2015 due to all disease-related deaths. In
other words, while the cost of reforms is high, the cost of
not reforming will be higher.

It Does Not Adequately Address The

Healthcare Needs Of The Nation
March 16-31, 2010, Express Pharma

http://www.expresspharmaonline.com/20100331/manag
ement01.shtml
Tapan Ray, Director General, OPPI

Overall, there is nothing significant in this budget for the
healthcare sector, as such. However, healthcare
allocation increased to Rs 23,000 crore. A significant part
of which, we hope, will be utilized to build appropriate
healthcare infrastructure. The industry expected that by
eliminating duty, all life-saving drugs will be made more
affordable to the patients. Unfortunately, this has not
come true. The other benefits include, tax incentives for
the business of setting up and operating 'Cold Chain’
infrastructure, which is an integral part in the logistics for
vaccines and many biotech products. In our view, the
Union Budget Proposals 2010-11 do not adequately
address the healthcare needs of the nation.

A Balanced Budget, But Not Much For

Pharma

March 16-31, 2010, Express Pharma
http://www.expresspharmaonline.com:80/20100331/man
agement01.shtml

Budget 2010 seems to have maintained the gulf between
the government and the pharma industry. Of the many
things that the industry has been asking for from the
Finance Minister, few seem to have fallen on track, feel
industry veterans. A spectrum of post -Budget reactions
compiled by Arshiya Khan

It does not adequately address the healthcare needs of
the nation d Tapan Ray Director General, OPPI

At present, the import duty on finished product is lower
than the duty applicable on its raw materials and
components. Overall, there is nothing significant in this
budget for the healthcare sector, as such.

However, healthcare allocation increased to Rs 23,000
crore. A significant part of which, we hope, will be
utilized to build appropriate healthcare infrastructure.
The industry expected that by eliminating duty, all life-
saving drugs will be made more affordable to the
patients. Unfortunately, this has not come true. The
other benefits include, tax incentives for the business of
setting up and operating 'Cold Chain' infrastructure, which
is an integral part in the logistics for vaccines and many
biotech products. In our view, the Union Budget Proposals
2010-11 do not adequately address the healthcare needs
of the nation.

Ending The Nexus
March 10, 2010, Pharmabiz

http://www.pharmabiz.com:80/article/detnews.asp?arti
cleid=54449&sectionid=47&z=y

The Department of Pharmaceuticals has been trying to
curb the practice of bribing doctors by the
pharmaceutical companies for more than three years now
but with no success. It had called two meetings of the
industry associations last year and OPPI was asked to
draft a common code of marketing practices for the
entire industry. Nothing could be finalised in those two
meetings. Even in the meeting called by the Department
in December last year, no decision could be arrived at as
major differences cropped up among the industry
associations, especially between the big and small
players. It is not totally unexpected. The main reason
why the pharma companies are not cooperating is the
intense competition amongst themselves to push each
one' s product s and t hat i
support of doctors.

The practice of bribing doctors to create more
prescriptions has been going on for many years and it may
be difficult for the Department alone to eliminate the
practice that fast. It is well known that a major part of
the cost of prescription drugs is due to the loading of the
promotional expenditure on their prices. That needs to be
controlled for the public good. Today, more than 80 per
cent of the drugs marketed in the country are outside the
purview of the DPCO as production of a large number of
the 74 controlled drugs has been discontinued by the
pharma companies since 1995. Hundreds of drugs
subsequently approved by the DCGI for marketing in the
country also remains outside price control as there was no
serious attempt on the part of the chemicals ministry to
evaluate their essentiality and include them under DPCO.

Ban On, But Pharma Firms Still Send

Docs On Junkets

March 3, 2010, Hindustan Times
http://www.hindustantimes.com/rssfeed/newdelhi/Ban-
on-but-pharma-firms-still-send-docs-on-junkets/Article1-
514629.aspx

Despite the Medical Counci
2009 notification banning doctors and medical
associations from accepting gifts, hospitality and travel
from the pharmaceutical industry, little has changed on
the ground.

Piramal Healthcare took 200 doctors from India to
Istanbul for a diabetes conference between January 22
and 26. Dr Reddy " s
hospitality of another 200 doctors in Hyderabad in
January.

Laboratori e
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The industry claimed the doctors were participating in
Continuous Medical Education (CME) programmes to
update their knowledge. Medical experts wonder why
doctors do not pay for their own training and education
like everyone else.

—Yes, we did take the
holiday but to train them in treating severe complications
of di abetes. A year ago,

Joslin Diabetes Centre (USA) for training doctors, and we
could not change the decision as we had already paid
them. We want to follow rules but the MCI should give us

ti me, | said Dr Swati
Healthcare.
I n response to a mail

claimed the Organisation of Pharmaceutical Producers
of India (OPPI) has urged pharma firms to honour existing
commi t ments to doctors tild]l
will, now and in future, do whatever is prudent for our
key stakeholders, I said

OPPI president Ranjit Shahani, however, denied the OPPI
had urged firms to violate the MCI code.

Breaking Through The

Hurdle?
February 27, 2010, Financial Express

http://www.financialexpress.com/news/breaking-
through-the-sisyphean-hurdle/584916/

Sisyphean

Finance Minister Pranab Mukherjee has attempted the
breakthrough by creating the right balance between
politics and economics.

He has done a good job on expectation management. The
key question ahead will of course be not only the
implementation but the efficiency of implementation.
Equally important is the fact that the Budget now seems
to be a tool of strategic policy implementation and not an
annual standalone exercise which is very clear from the
effort to quickly get to the trajectory of 9% GDP growth,
fresh impetus on inclusive growth including development
of infrastructure in rural areas and finally the most
important—governance—particularly in the bottleneck of
our public delivery mechanisms.

The calibrated exit from expansionary fiscal stance of the
last two years to control of fiscal deficit from current
6.9% to 5.5% and then to 5.1% are steps in the right
direction. In its pre-budget memorandum Organisation of
Pharmaceutical Producers of India had suggested
budgetary/fiscal measures in the following five key areas:

doctor % Inf:e(')"twi?j'hglREkDe y . It

we ‘ d

from HT, Dr

t he sTagah eRag n Director

1. Infrastructure building
2. Improving access to medicines

3. Reduction in transaction costs of medicines and
medical devices

wasn't for
5. Reduction in tax burden
decided to tie up with

The Social Media Super Market: Pharma
Still Plays Safe

Pi r amabryary H6i-28e Express, Pharfriar a ma |

http://www.expresspharmaonline.com:80/20100228/man
agement01.shtml

Reddy's Laboratories
—n this much uncharted territory, as there are not
enough foot-steps follow, the pharma companies are now

Mastr'testing thé watertWe wi I I do so an

General, Oraganization of
Parmaceutical Producers of India (OPPI)

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

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

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

To Docs
February 1, 2010, The Times of India

http://lite.epaper.timesofindia.com/getpage.aspx?pagei
d=17&pagesize=&edid=TOIBG&edlabel=TOIBG&mydateHid
=01-02-2010&pubname=Times+of+India+-
+Bangalore&tedname=Bangalore&publabel=TOI

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

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

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

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

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

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

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

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

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

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

In The Centre Stage
Tapan Ray, Director General
Organisation of Pharmaceutical Producers of Indi

January 2010, Modern Pharmaceuticals

Phar maceutical
wor king for the welfare of
matter of pride that many SMEs of yester years have
become national companies now. We coordinate with the
government, especially the Department of Pharmaceuti-
cals and MSME Ministry on the various support initiatives
that need to be taken for the progress of the SME sector.
We have also raised our voice whenever government
organizations have imposed unfair limitations to their
procurement policies, such as a minimum turnover of Rs
100 crore, top 100 rankings, etc.

Also, the Competition Commission of India is trying to
ensure a level playing field. We have proactively
submitted detailed representations to the MSME Ministry
and Planning Commission for providing subsidies under
the CLCSS scheme for machinery, equipment & tools as
required by Schedule M. I

The Department of Pharmaceuticals has organised a
detailed list of 179 items along with the MSME Ministry to
provide subsidy under the CLCSS. Also, the Department of
Pharmaceuticals, MSME Ministry officials, bankers and SSI
Manufacturers are working together to provide subsidy to
SSI units. Keeping in view the difficulties experienced by
SMEs in the pharmaceutical sector, the Department has
also proposed a Pharmaceutical Technology Upgradation
Assistance Scheme (PTUAS).

Implementing the measures under the Schedule M to the
Drugs and Cosmetics Rules, WHO-GMP and other
international norms relating to good manufacturing
practices and requirements of premises & equipment
causes additional financial burden for SMEs. The proposed
scheme will help SMEs for technological upgradation. The
scheme provides for interest subsidy in respect to 5 per
cent of the loan taken by the SMEs for implementing
Schedule M. The Department is in the......
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