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Where are Sponsors heading for Clinical Development?
What is the opportunity and Challenge?

Can one global solution fit all?

What can Regional Expert CRO’s bring to table?

Can a string of Regional Expert CRO’s deliver better value?
Case Study

Takeaway

Questions
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) Interested to conduct trials? ACUl |OVA

America China

EU Directive Govt. Support Patent law chang

CUNOVA

EDC adoption Genetic diversity

Access to better

care through trials

Biomarkers 4B population

Pl's value

Pharmaco Vigilancg relationship

Growing Pharma

market

i 0]
Trials 30% AAGR US Time zone

Spain/Portugal in EU and SEA in Asia are also
Ing as Clinical Development
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Large patient pool

Wide spectrum of diseases

Drug Naive patients

Investigators & Hospital Sites are qualifying for doing trials
Cost advantage of over 30%
Global trial in region reduces local Market registration time.

Local market for Pharmaceuticals is growing
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Language
Medical Education System

Regulation for clinical research

Health system (s)

Standard of care
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Getting Drugs into India/China, delivering to site, IVRS and drug
accountability is a challenge.

Need CRO with local CTSM Service.

Higher loss of lab data reaching global central labs.
Need Central labs in Regions.

Delay with health Authority
Latin America...less predictability of authority
China IPR issues
East Europe Diversity of languages

Regional CRO’s have better knowledge of requirements and
relationships
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L Global Regional
In House

Trials: Type/No. Global Phase Il Ph I, Il, Ph llla

Except Quintiles) Strong
weak presence
Management Central Central Local

Registration in f§ Done on priority Not keen as budget@ Registration trials
Local Market. Is modest conducted
Speed Slow Good / Surprises Excellent

Cost Indifferent Global rates Economical

Quality Good Indifferent Excellent

Regional CRO's
Deliver Quality, Speed and Cost Advantage
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Regional CRO'’s
offer advantages
not only in cost
but higher speed

compared to
Global CRO’s or
doing work in house.




Case Study of a Regional CRO
Spun off from a University Health System

NEPAL
Beds : 1125

MELAKA,
MALAYSIA
Beds : 1280

MANGALORE

set for Research
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MANIPAL ACUNOVA LTD
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Manipal Acunova
lelted

Mo owe S.J—'{I Pa

ﬂ‘ 1st CRO in the country to receive

1ISO 9001:2000 Certificate

§l~ 1st CRO in the country to receive
ISO 27001:2005 Certificate

National Accreditation Board f
Te: tng andC lbratonL borat

aaaaa

CERTIFICATE OF ACCREDITAT 1O~

MANTPAL ACUNOVA PVT. LTD. - CENTM REFERENCE LABORATORY

has been assessed and accredited in aco with the standard

ISO msma i

Our Labs at Bangalore & Manipal are

in the field of

 ooomesssse=e 1130 15189 accredited By NABL

Quality — Our Key Differentiator

Cv2
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MANIPAL ACUNOVA LTD Regional CRO

EEEEEEEEEEEEEEEEEEEEEEEEEEEEEEEEE

Central Lab

ORACLE Gsas

Client facing
Personnel in
NJ

STARLIMS /@ ClinOne ik 4

53 E
Ngﬁ%m Pharsight [}

......

CDM Regulatory Consultlng FDA/EU

Ay Soon Recruiting Patients in Latin America
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MANIPAL ACUNOVA LTD

Selected by Govt. as CRO to conduct 5 out 7 clinical trials under govt. funding
Submission of 30+ PK/PD studies for to US, EU and Indian Regulators
Completed multi centric Ph 2 Recombinant Cancer drug trial which got MAA
End to end CRO service for a Phase Il trial for a VC funded US Company
Completed three trials for FDA submission for a EU Co.

Conducting 27 CRO trials and 71 SMO trials

Repeat study award from leading global sponsors in Pharma, Biotech and
Device Co’s

e 174 professionals on Board with excellent regional knowledge to deliver
studies for global submission 30% faster and at 30% less cost

e Winner of Proximare 2005 award amongst 33 Indian CRO’s as
‘India’s No.1 Emerging CRO’

AcuNova has access to Academic Hospital sites and f@l
Credibility with Indian Regulatory Authorities -

=
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Kiecana Clinical Research (KCR) is a European Contract
Research Organization which offers a complete range of clinical
development and consulting services to the pharmaceutical,
biotech and medical devices industries

» Founded by Marek Kiecana in 1997 as one of the first CROs
In Central and Eastern Europe,

» KCR specializes in conducting
Phase lI-IV clinical trials in Europe,
particularly in CEE regions

» At present KCR belongs to the leading
CROs in CEE regions.

Expert in CEE we understand you better




Where we operate

Central and Eastern Europe . Western Europe

Expert in CEE we understand you better
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KCR has performed over 150 studies involving
7.182 centers in the following therapeutic areas

Other (Gynecology, Transplantology) Dermatology
Neurology Psychiatry

Diabetes

Oncology

_ _ Internal Medicine
Infectious diseases

Cardiology R=ogy

)

Expert in CEE . we understand you better
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The KCR’'s Quality System is certified by D.A.S.
CERTIFICATION Ltd. using ISO 9001:2000

Our dedicated QA professionals make sure
that clinical studies are conducted Iin
compliance with ICH GCP, local regulations,
Sponsor and KCR SOPs and study
contracts

Expert in CEE we understand you better
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QUALITY MANAGEMENT SYSTEM
Certificate of Approval

This is to certify that the Quality Management System of’

Company name: Kiecana Clinical Research Sp. z o.0.
Registered Address: ul. Locji §
04-098 Warszawa

The First CRO in the

Site Address: ul. 17 Stycznia 56
00-146 Warszawa

C E E r e g I O n t O has been assessed and found to meet the requirements of:

EN ISO 9001:2000

= Clause 7 permissible exclusions: 7.3 Design and development
r e C e I V e 7.6 Control of itoring and ing devices
The certificate is valid for the following scope of operations:

I S O 9 OO 1 i 2000 Clinical trial preparation, monitoring, management

and result analyses.

. .
C e rt I f I C at e Nace / EA: 34K: 73.1 Research and experimental development on natural sciences and engineering

Date of Certificate Issue: 12" March 2007
Certificate Valid until: 12" March 2010
Certificate Number: P 076

T
Authorized: \&Q %
Date: 12" March 2007

DAS CERTIFICATION Litd.

Company Number: 1384516

1 Wellington, Close, Horndean,
Hampshire POS OUR UK

TellFax Bi{44) 1391 S9TERR
www.dascertification.co.uk

© mail: officei dascertification.co.uk

Expert in CEE we understand you better
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KCR received accreditation
of
French Ministere Education
Nationale Enseignement
Superieur Recherche

The First & only CRO In
the CEE region to receive
Status of R&D Company

DiFgcting ginirals
di In recharche
et de linnevalion

Baviza da Resewil beh
ol e Faclian riglansls

Hursid 56 8 ncfwrte

Lot Ple P

e
CEEERLL EL
el
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ket guakr

© ot Desciies
TAIE Pirk Cartien B

Paris, la 210032007

HIECANA CLINICAL RESEARCH
KR

Loocd, 5

0Z-828 WARSOVIE

POLOGME

A lalierlion da Maderne KANSKA Edva

CREDIT DIMPOT EN FAVELR

DE LA RECHERCHE

L Minisire da 'Education nalionale, de IEnseignomant supérinur ot de s
Rachercha,

Wi Fartice 244 guarter B Il du Coda Général des impots

Wu fanneae I, ertickes 49 septies F & 48 seplies M du Code Général des inpdis,
décite :

Lin pgrésment st accondd & Forganame KIEGANA CLINICAL RESEARCH- KGR
A ce tire, of sous resEn des dEoosione de lanice 244 gualer B ef de Nanneos
I, articles 44 septos F 2 48 septes M ou Code Ganérel das Imoiie, les dépenses
por |a réalsston dopérations de recharche of de développement al conlides &
ferpanieme KIECANA CLINICAL RESEARCH pewront ouvrr droil @u crédii

dimpl an tavanr fa la recherchs

Cel aprément est scoondd au {itna deds) {'lenndeds) | 2006,2007,2088

Le Chef du Servios oa Nnnavation
o de "action réglanae

il

QBu=son

Expert in CEE

we understand you better
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Our Mission Statement

“We understand you better”
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How KCR “understands you better”

Understanding Customer: Understanding Investigators:
Each customer, regardless of size, is Our Investigators are experts in health
important to us care systems in CEE
1. We are flexible — we can adjust 1. We are strongly connected to health
promptly to customer’s needs care environment
2.  We make decisions fast 2. We help the investigators to resolve
3. We are experts on CEE clinical the research related issues
research mkt 3. We cooperate with the investigators on
4. We know CEE local conditions providing patients with safe and
ethical examination and treatment

Understanding KCR Team
we listen and talk with our employees
we discuss our short and long term objectives
we set career paths to meet their aspirations
we invest in personnel development

- N P

Expert in CEE we understand you better
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.KCR seems a well managed CRO company, with highly qualified staff. We have never
experienced any problems with schedules and timelines. | would not hesitate to recommend
Kiecana Clinical Research as reliable CRO, capable to work even on complex clinical studies.”
Medical Director MSD

“We admire a lot the job done by KCR due to excellent quality, open attitude for innovative
solutions and commitment to common objectives.”
Lilly Medical & Regulatory Director

“KCR is a well managed CRO, with qualified personnel and appropriate
Standard Operating Procedures.”
Scientific Director of Bayer CEE

‘KCR appears to be a reliable company that always keeps to the schedules and timelines
KCR is strongly focused on good contact with the investigators.

The work done by KCR with our studies is really impressive, both as far as quality, time
and recruitment of subjects are concerned”

Medical Scientific Affairs Manager Schwarz Pharma

-We are fully satisfied with the professionalism of services offered by KCR. In particular,
their flexibility despite still changing legal and economic conditions, as well as their
creativeness and board-mindedness to new ideas are really impressing.”

Medical Director of Sanofi

Full text of references and list of our clients available on request

Expert in CEE we understand you better
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Why KCR ? The answer is... cumicat| KIQRfIR2

= The most effective CRO in CEE regions

= 10 years of experience in clinical trials

= Access to wide number of sites and patients

= Deep knowledge of local regulatory process — faster study registration
= High quality, confirmed by references and I1SO certificate

= Verified strategies for fast and targeted recruitment

By choosing KCR you can speed up your
product development and
lower R&D expenses

Expert in CEE we understand you better




Quality Leadership

OUR EXPERTISE
+ CNS - 44 trials

ana Ul

INova Lite ocien

Your Regional Expert CRO For Quality Trials, on Time at Competitive Cost

in India, East Europe and Latin America

ACUNOVA

Life Sciences

DISCOVERY - DEVELOPMENT- THERAPEUTIGS

+ Cardio Vascular - 26
* Oncology - 22
+ Endocrinology - 16 .

* in Patients

+ Project Management
« Central lab, Core Imaging

* Medical Device

SERVICES OUR SPONSORS ¢ P
Ph |, Ph ib, PK/PD Ph 11V * Pharma | P
« in Healthy Volunteer - Regulatory - Biotech

* Internal Medicine - 103

* Imagini d.j}pag‘ Jnastic - 10
AcuMova is ICH-GCP Compliant E - e ol
DCGI Inspected | 25 client audits S X

NIH Accredited IRB !

F. MO, A15169 150 9001:2000
FNO.AISITO R 45 150 27001:2005

' TERED o
150 15189 By MABL

Proximare Award
India's No. 1 Emerging CRO

www.acunovalife.com
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We Understand You Better & —3

Kiecana is ICH GCP Compliant U=
1SO Compliant —e5

Sites Inspected by Polish Regulator
EU and FDA

www.kiscana.com

+ CDM, Medical Writing
* Bio Statistics, CSR

International network of sites
developed by Kiecana and
AcuNova spans Eastern Europe,
South Asia and Latin America

Access to Patients in

Fast Recruiting geogrophy:
Europe: 470 Million

South Asia: 1.2 Billion
Latin America: 200 Million

\ 4

Clinical trials conducted:
Kiecanna:150
AcuNova: 75 [in 2 years)

LY s Padlo

ARGENTINA,
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Or a Necklace of Excellent Regional CRO’s ? 2o
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+ Regional CRO’s can contribute Quality data 30%
faster at 30% lower cost

<« Make a choice...Global or Regional CRO




