October 2009
VOL. 2 ISSUE 3

Biopharmaceutical Outsourcing Opportunities and Challenges

DuBiotech:

Dubai 6s Life Sciences Hub
At the cross -roads of
Asia, Europe and Africa

A
Global Strategy to Attract the
Best to Dubai

The MiIi ddl e E
Biotech Potential

Spotlight on PAREXEL.:

Guiding Biopharmaceutical
Companies through the
Challenges of Entry into
Asian Markets



Bio Outsourcing Asia©
TABLE OF CONTENTS
October 2009
Vol. 2 Issue 3
© CanBiotech Inc.

BIO OUTSOURCING

™

Formats: Online, Digital, and Prin
Subscription: 25,000
Content:

Feature Stories,

Trends and Analysis,

Case Studies,
Technology Profiles,
Company Profiles,

News,

Events

Access: Free

UPCOMING ISSUE:
Opportunities in Asia Pacific

Contact the Editor at
editor@canbiotech.com to
participate in this issue.

t

Spotlight on Dubai

DuBiotechDubai Biotechnology and
Research Park
A Life Sciences Hub
Page 4

Companies Located at DuBiotech
Page 5

5dz. A20SOKQa
Dubali
Page 8

{GNF UGS

Perspective on Opportunities Across As
From BioPlan Associates Inc.

aARREfS 9l aigQ:
Faiz Kermani, PhD
Page 10

¢ KS

Companies Continue Outsourcing
BioManufacturing:
Singapore the Top Foreign Destination f
US Biomanufacturers
Eric S. Langer
Page 13

Company Spotlight:
PAREXEL

Guiding Biopharmaceutical Companie
through the Challenges of Entry into Asi
Markets
Page 17

UPCOMING BIOASIA EVENTS
Page 4

BIOASIA INDUSTRY NEWS
Page 16



mailto:editor@canbiotech.com

Book aanly and

save up 1.0
USD 250

Until 14 November 2009

Hear from

Theodore Torphy

Chief Scientific Officer and Head,

External Research and Early
Development
Johnson & Johnson
Pharmaceuticals, USA

Murtaza hurakiwala,
Managing Director
Wockhardt, India

¥
Tsutomu Une
Chairman of the Board
Ranbaxy Laboratories
Member of the Beard, Senior
Executive Officer of Corporate

Strateqgy
Daiichi Sankyo, Japan

M.K. Bhan
Secretary, Ministry of Science
& Technology, Department of

Biotechnology
Government of India

Rayasam Prasad
Chief Operating Officer,
Global Biologics
Biological E, India

Produced by:
terrapinn

use Your braiw

C

>

s bioLOGIC

India 2009

1 -4 December, 2009, Grand Hyatt, Mumbai, India

Flourish

The most strategic and comprehensive conference for
India and global biopharmaceutical industry

Meet ALL the major players from INDIA's biopharmaceutical
industry
Meet the Chairman, CEOs, SVPs and VP level from the top INDIAN players as

they discuss their business plans in expanding locally and globally

Join 35+ GLOBAL biopharmaceutical key leaders and 20+ India
biotechs as they discuss future collaborations

Discover the most attractive business opportunities in India as 20+ biotechs and
institutes present their latest innovations

Find out what India’s top CROs and CMOs have to offer to suit your
business needs in Asia

Meet India’s leading CROs and CMOs who have the expertise to boost your
operations in Asia

www.terrapinn.com/2009/bioindia

Book before 1 November 2009 and save up to USD 250

Silver sponsor:

GE Healthcare

Legal sponsor: International marketing partner: Official business newspaper:

Session sponsors:

Cata|e!1t/ Life Sciences  #PW 'I'@@b

GROUP emanses

Media partner:

' ; BIO QUTSOURCING
cp P ij‘ Global Information, Inc. THE“M*]-EEEETJQURT\ML "

Eatey Fnel e man & P 2

BOOK NOW! online www.terrapinn.com/2009/bioindia | email candy.tan@terrapinn.com | phone +65 6322 2770 | fax +65 6223 3554




DuBiotech-Dubai Biotechnology and Research Parkife
Sciences Hub Proximity to customers and suppéBxsBiotech is geograp

cally near to Middle East, Central Asia, Africa, the Asian

Dubai Biotechnology and Research Park (DuBiotech), a member of TE- continent and the Eastern Mediterranean. These regions
COM Investments was officially launched in February 2005 by His Highness ~ Population of over 2 billion people and a combined GDP
Shei kh Mohammed bin Rashid Al Makt oudfPundyss7giliony ¢ pubaiss 20
to establish a knowledgased economy. DuBiotech is a-he®e dedicated T Strong regulatory frame wo@onsulting services are pro-
to the life sciences. The park accommodates the entire life sciences value vided by the DuBiotech Regulatory & Science Affairs de
chain by providing key facilities, investing in infrastructure, and creating a ment.

unique free zone that incorporates industrial, academic, commercial and res}- ~ EXcellent networking opportunities in the hub.
dential projects. 1 Single window services for licensing,fvipasvided by the

Government Services Office.

The park includes the BIO headquarter towers, the Nucleotide Lab Complex] ~ Commercial, residential, educational, and recreational 2

and warehousing facilities to support research and development, manufac- : i .
turing, distribution, and ot he rtocatedaiihe cressads ofjAsia, Eugoge; apd;Afiica, Duhgai is;wgligpo
infrastructure, DuBiotech also offers services such as regulatory affaifl@fgghto attract tourists, businesspeople, and families looking for a
agement, partner development, registration and licensing, governme Wy safe and business centered destination.

vices and leasing services. : b.fai O0s str Al B¢ lc 1 og
bility; more than 135 airlines operate thro

"5 the Dubai International Airport, linking it tc
% 210 destinations worldwide with direct co
B nections to the main global cities. As the

Beyond its infrastructure, DuBiotech is actively building alliances with
guished universities, specialist hospitals, world regulatory bodies and
research parks to link the DuBiotech community with the global life sl X X i S
industry. Keeping in line with its goal to be the major life science hubi: jor business and financial link between the

Middle East, DuBiotech includes companies such as Pfizer, Amgen, Merck , East and the West an increasing number
Serono and Genzyme. international businesses continue to base their regional operations i

The friendly policies of the Dubai Government and the superior infra

DuBiotech offers these companies a unique business environment thidifgiagllities provide all the essential components for a successful b

mixture of incentives such as advanced infrastructure, support servic¥SNH&:
dom of capital movement, thige income and easy access to different mar- ) )
kets. Companies operating within the DuBiotech community are offere@ce:DuBiotech, www.dubiotech.ae.
unique set of commercial benefits and incentives as a result of their free

zone status. These include:

100% tax exemption.
100% repatriation of capital.
Tax free salaries for all employees. Upcom|ng B|OAS|a Events
100% foreign ownership.
Easy incorporation with minimal formalities.
Guaranteed 380 years exemption from personal, income an
corporate taxes

T Long term land leases.

th Annual Conference on Drug Discovery and Clinical Developmen
ndia: Scientific and Regulatory Advances Across Borders
New Delhi, India
15/11/2009- 18/11/2009

Phase 1 bioLOGIC India 2009

Spread over an area of 22 mil|l

% OGir?lnz I—('IJ}(/)zgt '\fgulrg%egsgﬁd@s infrastr
prises the headquarter towers, the Nucleotide Lab Complex and the_

housing facilities. DuBiotech collaborated in the initial phase with th

vant government bodies to establish the regulatory framework essentj . :

facilitate biotechnological and pharmaceutical research in the region. LB ”:.EST.’ BT Medlpal &_Healthcare Techno Trade Event
: S . ragati Maidan, New Delhi, India

park further benchmarked its regulatory framework with international

: : ) 009- 13/12/2009
practices to ensure that the correct business ecosystem was established."The
first phase saw over 50 reputed international life sciences companie j

with DuBiotech as business partners. 2nd International Conference on Drug Discover

Therapy

Dubai, UAE

Phase 2 01/02/2010- 04/02/2010

Asia Pharma R&D Leaders 2010 Summit
Intercontinental Hotel, Shanghai, China
04/03/2010- 05/03/2010

Now in its second phase of development, DuBiotech continues to dra
strong interest from the international community of life science comp
DuBi ot echos pafthegad imfeastroctuie bnd distirgytishe
community of international business partners, have earned the park
reputation of being the premier destination for life science companies.

BioMalaysia 2009
: - . . . Kuala Lumpur Convention Centre, Malaysia
The second phase will specifically involve the relocation of the exsE 17/11/2009- 19/11/2009

sciences companies to the new DuBiotech headquarters and labs.

ships have also been finalized with investors to execute additioNAl ( n——
ments as per the master plan including laboratories, office building, resiaen-

tial, hotels, retail areas, schools and other services. At completion, th

investment of DuBiotech is estimated to be around $400 million excl

third party investments.

The 1st DIA Regulatory Communications Works
in Japan
Tokyo, Japan

During the second phase, DuBiotech will strengthen the partnership ATA LY

governmental bodies in key areas such as regulatory affairs and aca

: Partnerships in Clinical Trials Asia Pacific
projects.

Singapore

Life Science Cluster Benefits - 01/12/2009- 03/12/2009

DuBiotech offers an industrial cluster environment for life sciences compa-
nies including:




Companies Located at DuBiotech

Al Zahrawi Group
www.zahrawi.com
Distributor of medical and laboratory equipment

Alliance Global FAZLC
www.alliancagbl.com

Laboratory Automation Services Middle EastIEZ
www.tecan.com
Laboratory automation services

LifeCell International Private Limited
www.lifecellinternational.com

Distributor for medical diagnostics and life sciences industriegvate stem cell bank

Amgen (Middle East FEZLC)
www.amgen.com
Biotechnology company

Aspen Healthcare LLC FZ
www.aspenpharma.com
Distributor of MNC and branded generics

Biomedix FZLLC
www.biomedixllc.com
IVD kit and related chemical reagents producer

BioPharma Middle East & Africa{EZC
www.biopharmanea.com
Specializes in biotechnology and pharmaceutical products

Boston BioCapital FELC
www.bostonbiocapital.com
Venture capital firm

CryoSave Arabia FELC
WWW.Cryesave.com

Maquet Middle East FIZLC
www.maguet.ae
Leader in medical systems

MerckSerono Middle East HA.C
www.merckserono.com
Pharmaceutical and chemical company

Natrol Global FZLLC

www.hatrol.com

Subsidiary of Plethico Pharmaceuticals; Global healthcare
pharmaceutical company

NeoBiocon FZALC

www.biocon.com

New joint venture between Biocon Limited and Neopharmé
vides specialty biopharmaceuticals

NewBridge PharmaceuticalsIHZAC

Nbpharma.com

Specializes in providing innovative healthcare products; Re
partner

Collection, isolation, and storage of stem cells from umbilical

cord blood

Dimensions Healthcare H#4.C
www.dimensionkealthcare.com
Healthcare Consultancy

Eastern Biotech & Life ScienceslHL
www.easternbiotech.com
Biotechnology company

Eppendorf Middle East FELC
www.eppendorf.ae
Distributor of laboratory equipment and consumables

Genzyme Middle East H4.C
WWW.genzyme.com
Biotechnology company

Getz Pharma International £2.C
www.getzpharma.com
Specializes in pharmaceutical and biotechnology products

Greenrain FALC
www.greenrain.biz
Developer of clinical decision support software

Gulf Specialty Pharma #Z.C
www.gulfspecialtypharma.com

Orla McLarney Consulting #2.C
www.omepharma.com
Marketing services for the pharmaceutical industry

Pfizer International Corporation
www.pfizer.com
Researchased biomedical and pharmaceutical company

Pharma Plan Middle EastHEEC
www.pharmaplanmde.com
Healthcare management services

Pharma Affair FZ LLC
www.pharmaaffair.com
Outsourcing researtiased service provider

PHILIPS Respironics
www.philips.com/respironics
Leaders in sleep and respiratory markets

Richard Wolf Middle East
www.richarelvolf.com
Leader in medical endoscopy

Viacentra FALC
www.viacentra.com
Medical supplies company

Markets novel oncology products and services in the gulf r&gmenLife Science FZ.C

Laboratoria Qualiphar
www.qualiphar.com
Familyowned pharmaceutical company

WWW.VINSbio.in
Developing country drug manufacturer
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dollars

Hone staff performance and relationships with your CRO and sites to avoid , ' o
quality concerns savvyindustry,thereis noend in sight for the
Maintain control of IP and settle accountability disputes without disrupting Asia- Pacific region’s growth in clinical

your trial "
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full spectrum of CROs '

challenges being addressed by an increasingly
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Focus on Asia

W 4th Annual Conference on Drug Discovery
and Clinical Development in India

Scientific and Regulatory Advances
across Borders

NOVEMBER 16-18, 2009 | NEW DELHI, INDIA

B st DIA Regulatory Communications
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B 2nd DIA China Annual Meeting
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DuBi otechds Strategy to At tficasandthe MidiiiedastBraserd it DuBiggech acilifesa (Dubai He

and News, 2009) Since establishing its regional headquarters in DuE
Currently, the Dubai Biotechnology and Research Park (DuBiotech) iSfiegh&as achieved measurable growth in Africa and the Middle Eas
to some of the worlddés top biopHadrcma Beawiciachd!li cExXmepraintii evse, D celc
Genzyme, Merck Serono, and Pfizer. Intellectual property legislationdNéhéfe sciences cluster, DuBiotech will play a critical role in providin
governmentds approach to cliniddldhttyr irgIsOurgLed reOw SHPWRP Nrte Pifst
dures, have enabled DuBiotech to establish itself as a globally recogiigtly positioned to help companies such as Pfizer sustain their pio
centre for the life science industries. (Dubai Health and News, 2009) status at the forefront of biotechnology."

In 2006 for example, Amgen Inc. announced it would open its MideasteaMi c hel Hal fon said, oPfizer
headquarters in a Dubai free trade zone developed to attract biotechf@igfycorporation such as Dubai Holding and its entities to build our
research and development firms. Amgen was one of the first biotechigidgptablished operations. A base at DuBiotech will facilitate our e
companies to establish operations in the Middle East. This site focus&3®® t i ng our | ong term objectiv
selling cancer and arthritis drugs to an estimated 300,000 patients throuaha
the Middle East and Africa. Amgen also indicated that it could move DuBiotech is actively
of its research and development work to Dubai in the future. Amgen building affiliations ant
attracted t efrieidly betingdnsludibgirgeilesteaspsope alliances with distin-
protection, no taxes or restrictions on foreign ownership, expatriate e ‘ guished universities,
ees or sending profits outside | 'L speciglist&igspitaism g
office acts as the regional hub for the Middle East, Africa and Turke G world regulatory bodie
commercial and medical activities, providing all functional and mana ‘ ‘ ‘ ‘ and other research
support to the region including marketing, medical, finance, supply ¢ : | parks to link the DuBic
and regulatory affairs. (UAE, 2009) - ™ D tech community with

: w I AN the global Biotechnol-
In2009,ahighevel meeting was held t | o (Il =Ry || a@y industsyl Gompa-
park and the potential of expanding regional presence. Rolf Hoffman Al O Bl ||| |oR || nies incorporated by t
Vice President Commercial Operations, Amgen International, expreSEEss 7PN - park or located within
terest in clinical research, and developing clinical trials in collaboratic g8\ SO ‘ are offered a set of
DuBiotech and local clinical research organizations (CROs). Amgen ¥y R o ol| | commercial benefits a
exploring the possibility of developing a logistics centre in DuBiotech e e B | incentives as a result
connected to its main logistics platform in Europe to serve the entire m WE| IR their Free Zone status
East and African markets from Dubai. (UAE, 2009) ' ' 3 | il (Wikipedia, 2009)

Dr. Marco Baccanti, Executive : — The latest deadisignals
| eged that the devel opment str dtheegy edfi oMPOBi AtCed v € sp Uff aScuji Itj todf t
gional expansion plans. The biotechnology cluster gains significance #ignpwiss Biotech Association to promote collaboration between the
the infrastructure point of view because of its laboratories, warehousé¥gdantgations. (Amelnfo.com, 2009) In addition to collaboration bet
offices. Its cluster composition with the presence of pharmaceutical cBiag#o0 biotechnology organisations, one of the initiatives under the
nies, research institutions, CROs, and strong affiliations with the UAE"Wit-includes a campaign to raise awareness among the Swiss biot
istry of Health and local health authorities, further serve as strong inc@fflv@€dical technology companies about the Middle East's growing
for companies seeking a pr es e n ccae mapketangd @e benefysioibered by DyBigtach as a fifg sgienges
zone. (Amelnfo.com, 2009
Ashraf Al Il am, Regi onal Managing Director of Amgen, said: o0Our
become the best human therapeutics company in this part of the world.ln Mar co Baccanti, Executive D
an area with a population of over half billion people, there is immensesfategic importance and the technology advancement of the Swiss
tential for Amgen to serve a range of patients. We chose the park as B8l@@sand medical technology sectors, and the benefits the DuBiots
location to accommodate the entire life sciences value chain. It provideg1kejfers to these industries, the agreement is an ideal move to e
facilities and incorporates specially tailored amenities to support the rigat@gyantages to the UAE and Swiss biotechnology compa-
requirements of research and development, manufacturing, distributitegnaAmelnfo.com, 2009)
highvaumdded services. 6
Domenico P. Alexakis, CEO of Swiss Biotech Association likewise e
Similarly in 2006, Genzyme Corporation announced the official openiiggof S sed, o0We are actively supp
its Middle East office based in Dubai. The new office established at DUgigess opportunities. With the collaboration between DuBiotech a
tech, expands Genzymeds gl obal natienglipdustly assogiatipnpihe awaiesessdeyepvylldnereaseraadr
and the medical community in that region. (Amelnfo.com, 2006) The ®sbh& i t i onal value for the indus
office specifically provides regional sales and marketing support to custom-
ers and distributors for its enzyme replacement treatments for Gauch&he mixture of incentives that DuBiotech provides creates a unique
MPS |, Fabry and Pompe, and four Lysosomal Storage diseases. It agftv§gpment for companies to start operations at the park. Besides t
ports activities for Renagel, a treatment to reduce the phosphorus levigggignvironment, DuBiotech has set up the necessary infrastructure
chronic kidney disease patients on hemodialysis, Thymoglobulin, an Bi@ace companies to conduct activities within the park including haz
nosuppressant for treating and preventing acute rejection in renal traMé&figghtnanagement, custom support services for logistics and distril
patients, and Thyrogen, an adjunct to thyroid cancer disease manage¥i@yities, and centralized facilities for research and development act
designed to aid in the treatment and earlier detection of recurrence. (Wikipedia, 2009)
(Amelnfo.com, 2006)
References:
The Dubai office will represent Genzyme in Bahrain, Egypt, Iran, Iraq, Jor-
dan, Kuwait, Lebanon, Libya, Malta, the Sultanate of Oman, the Kingdlom #fmgen International Explores Expansion Plans With DuBiotec
Saudi Arabia, the United Arab Emirates and Qatar. Further activities are afAE Today, August 22 2009.
ticipated in Yemen, Syria, and Sudan. (Amelnfo.com, 2006) Genzym@-alsd>enzyme inaugurates Middle East office in Dubai,
anticipates adding staff for administrative, regulatory and customer servicevVww.Amelnfo.com, November 09 2006.
functions in the coming years. 3ArKrang 4 Pfigarheimprging markets president meess Pubri &g
tor for the Middle East from t he afigiysdqdisagsfegional strategy San franciscqehroniclee
ward to expanding our services in the area so we can build a closer relatio”006.
ship with our stakeholders and so more patients with serious medicalheeddf i zer 6s emer ging markets pr
can benefit from our specialized dispusstregipnalstegiegy, DubaikiealthrapddNews olune 16 2@
5. Wikipedia, Accessed November 2009.
JearMi chel Halfon, President and General Manager of Pfizerds E
Markets Business Unit, similarly met with-ragking officials in the sum-
mer of 2009 to discuss the expansion of their regional headquarters for







