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Pharma Outsourcing -
Destination India

Indics has become a key destination for outsourcing for
countries such as the US as well as in European countries in.
the last few years. A dramatic growth.in outsourcing fo-India
s saen in all areas of technology, especially in the .
pharmaceuticls sector. The majority of leading
pharmaceutical companies all.over the world are focusing on
India s an cutsourcing destination with a view to bring down
their costs. It s estimated that a pharma company in the US
can save around 55% — 60% of its cost by outsourcing R & D
and other related services to India. It is believed that India
can offer outsourcing services fo the global pharmaceutical
industry, which is worth US $48 billion.

The post-2005 scenario in India i5 likely to witness an
ial increase in i ities, as India

becomes TRIPS compliant, with a product patent regime that
may laad pharma companies fo seriously consider the huge

benefils of o India. | | companies
would dlso consider establishing their presence in India. India
definitely has the twin advantages of lower costs as well as
compressed delivery fimeline.

Quisourcing is not just about cost-savings. Itis also very
essential to find the right partners. Indlia is fast emerging os

o most tive destination for ing dovel
services. Several infernational pharma companies are already
on the lookout for acquisition targets in India, sager to uiilize
the famed Indian skill sets. In addition, the outsourcing of
various functions and operations helps drug companies o
reduce the burden of investment.as well as avoids labor
problems.

As per the report on clinical research by the Confederation of
Indian-Industry (“ClI”}, the market for contract research alone
is estimated at around US $9 billion. The trand is towards
collaborations and partnerships. The market for the pre-
clinical work and dlinical research is estimated at.around US
$13 billion. Proximare Inc, a business consultant for pharma,
biatech and related companies, states that around US $200-
‘million worth of work is likely to be autsourced to India over
the next 12 months in the field of biotechnology and
pharmaceuticals.

Qutsourcing activities for the pharma industry in india will
include contract research, the creation of new pharmaceutical
products, bio-informatics and dinical rials. Indias is well
poised o become a specialized hub for outsourcing in the
pharma industry,

It would be worthwhile to have a glimpse of the statistics.
Between 1988 and 1997 the exports of Active

h ical Ingrediants {“APls”) and formulations from
Indier increased from INR {indian Rupses) 2.30 billion fo INR

41 billion and it is at INR 90 billion plus foday. The pharma
outsourcing business is growing annually at about 11% with &
market potential of approximately US$ 54 billion. Europe is
emerging as the biggest outsourcing market s European
companies are functioning under severe cost pressures. The
biotechnology industry in India holds a US $2 billion. market
potential by 2010 across various industry segments. The
industry is expected to grow at 25%-30% per annum from the
prosant lovel of US $400 million, as menfioned by Biocon's
Kiron Mazumdar Shaw.

The pharma industry the world over is o present looking
towards India for the supply of quality ingredients, clinical
development and. processes for early drug development.
Indic offers distinct advantages: skilled manpower,
competitive salary levels, well-quipped training centers and
insfitutions, a wealth of human resources, as well as
conducive policies and incentives by the governments both at
the Central and State levels. India also has sirategic
geographic locations and positive environmental and
infrastructural factors.

Indicr’s strongs human resource base includes o vast number of
English-spsaking graduates and one of the largest pools of
highly skilled doctors and engineers.in th world, Also the
difference in the time zones facilitates 24-hour operations, a
crucial factor in the outsourcing business. Anather of Indic’s
important strengths is the significant number of plants
approved by the US's Food & Drugs Authority [FDA”) and
other regulatory authorities. This has led to o noticeable
improvement in manufacturing standards, resulting in top
quality products delivered on o timely basis. It is hekioved that
it India can capture even 5% of the global contract
manufccturing business, it would more than double India’s
exports in the pharmaceutical manufacturing business.

However, there are inherent challenges fating the pharma
and biotech outsourcing business such.as the lack of
appropriote infrastructure, issues arising under-the Intellectual
Property Rights {“IPR"} laws, procluct |i¢iiliﬁes, ensuring
exclusivily and the need for increased industry-academia
parinerships. Other issues that require attention include but
are not limited to: Exchange Control regulations; labour faws;
conlract terms and conditions; mechanisms for dispute
resolution and the tax issues relating to withholding tax,
transfer pricing, tox holidays/exemptions, etc.

Itis imperative that India understands the opportunities,
chooses the right partners, and skillfully manages
relationships with them and closely monitors the progress and
quality of the services. It is also very essential o define
operating procedures and processes and deliverables, both
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intornally and with the service provider. It is vital that the
processes are transferred efficiently. The various models that
opsrate.in the process of oulsourcing, could be captive, joint
ventuge; third.party outsourcing, build-operate-transfer
{though not practiced commonly) as well as mergers &
acqisitions.

Various important issues

o Legol issues

* Contractual issues

o lIssues related fo Intellectual Property

* Labour issues

* Product Liability/Negligence

o Exchange Conirol issues

o Dispute Resolutions

o Tax issues relating to Withholding tax, .
Transfer Pricing, Tox Holiday/Exemptions efc.

Once a company completes the process of selecting  service
provider, it is extremely critical for the pariies to enfer info o
detailed Agresment, since a coniract forms the core of o
successful outsourcing relationship. The Agreement should be
drafted meticulously, copturing the unique business strategies
and concarns of the partnership, as wl as the commercial
understandirig of the parties. The Agreement must document
the nature of the outsourcing transaction, the type of business
processes that are being outsourced, the scope of services to
be re:\derod, responsibi!ililss of the parfies, performance

an

standards, o
pricing structure for the services, a schedule of deliverables
and other conditions concerning emplayment, confidentiality,
fermination, dispute resolution mechanisms, and governing
Jaw. The main agreement may olso contain schedules or
exhibits that specify some of the terms and conditions in
detci, Incomplete documentation of the supplier's obligations
can result in customer dissatisfaction. Inaccurate
categorization of the service volumes and charges can result
in disputes over payment as subsequent changes translete info
additional costs for the customer or exira expenses for the
service provider.

Also, in any outsourcing agreement, there could be several 1P
issues involved, such as the licensing or assignment of
copyrights, trademarks and patents.

The issues concerning IP wauld largely depend on whather the
service provider or the customer licanses the IP, or whether it is
developed by the service provider. Another issus, which may
aceur, may be related fo the developed 1P The service
provider while providing services fo the customer may
develop intellectual property. The Agreament should clearly
state the ownership of such inteflectual property. Such
intellectual property would normally vest with the customer
and an obligation is imposed on the service provider fo
assign such [P fo the customer.

The Agresment would have fo specify that the customer is not
under any obligation to make any additional payments for the
assignment of such intellectuat properly. Alternatively, the
patties could be co-owners of the intellectual property and
they could share the revenues received by ficensing such IP to
athird party. Contractual issues must be addressed to in the
agreement. These issues may be related Yo Scope of Activities,
Lichilifies and Indemnities, Adherence to Specificafi

bankruptey taws, cross-horder corporate structures,
infernational tax with regard to a branch, subsidiary or SPVs,
licensing, transfor pricing, double taxation and Inteflectual
property protection.

The conditions ars ripe for India to make the quantum leap
into becoming the fop choice as a global pharma cutsourcing
deskination. Deep understanding and inferprefation coupled
with skifful management of the issues, both with regard to the
market-or regulatory, could well b the keys 1o unlocking the
huge opporturiity that now offers itself to Indic to become the
premier pharma outsourcing hub of the world.
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Confidentiality, Damages and Termination. There must be
inclusions of Warranties ond Disdlaimers and Governing Laws
& Jurisdiction.

To understand and manage these issues it is essential o have
an und ding of the i ional legal dimensions relt
1o factors such as compliance with mulii-country laws,
common law vs. civil law, border enforceability issues,
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A brief background about Nishith Doun
Associates’ {NDA”):

NDA is a research based, multi-skilled international law firm
having offices in Mumbai, Bangolore and the Siicon Velley.
NDA focuses on information technology law, Biotechnology
and pharma law and Nanotechnology law and the legal and
regulatory regime for pharmaceutical companies,
infernational financial and tox laws, corporate and securities
laws, medliar and entertainment laws and telecom laws. NDA
has advised several foreign clients on setting up their Indian
operations including AyurCore, Rrudential, Exull, efc. as well
as Indian clients such as Zydus Cadilla and the Dishman
Group on their globalization strctegies. It has structured and
acted for a large number of private equity funds for India,

It has acted as underwriter's counsel in Infosys Technalogies

and Satyam Infoway’s American Depositary Recsipt {ADR}
offerings in the USA. It also represented Wipro, Rediff.com
and Silverline Tachnologies in their ADR listings. The firm has
also worked on several first-time transactions including the
first cross-border stock swap merger out of India - that is,
BFL's acquisition of MphasiS, besides Silverline’s recent
acquisition of Seranova Inc in an ADR stock swap deal. The
firm also has  dedicated pro-bono feam, which represents
several not-for-profit arganizations including American Indic
Foundation and Digital Pariners.

NDA was awarded “Indian Law Firm of the Year 2000” and
“Asian Law firm of the Year (Pro-bono)-2001“ by the
International Financiol Law Review, a Euromoney Publication.
NDA has also been ranked s having a leading practice in
Private Equity, Media and Entertainment and IT an
telecommunications law for 2001-02 by the Global Counsel
3000.




