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: Biotech Development
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Market Launch

ndla's Blggest Biotech Show

Regulatory”Approval
of label claim

Development | Licensing

First in Man
Proof of concept
Phase Il
Phase Il

Five to Six years Six to eight years ... and beyond

2 Smart strategies for Development
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Key Issues in Development
Global Quality and Indian Capability in Clinical Davelopment

ACUROVA

ndla's Blggest Biotech Show

Quality of Data

Acceptable to Regulator

Speed
Which Market?

Demographics
First in Man Guidelines
Proof of concept Audited
Phase Il

Phase Il Need Personalized
Service

6-8 years too long! Market visible
beyond Ph II?

How to get Quality data Faster at
Competitive Cost?
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'ACUNOVA Y Quality | EEEEER
Quality of Data
Quality of CRO
Trial Geography
Systems, process, peopl
Prevalence, Std of care : _
Pl, Site, Governance Regulator’s audit
First in Man _
Proof of concept Need _Personallzed
Service
Phase Il
Stemcell Therapy
East Europe, India
A Few luminary sites in West and

Quality fast sites in India, East Europe optimal
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ACUMNOVA Key Issues in Speed

Study Management

ndla's Blggest Biotech Show

Full Service CRO
Geography
Talent Retention
East Europe

India
Latin America

Region Knowledge

EDC Imaging, Bio

Marker end points
Prevalence

Logistics

Right Study Design, Right Geography
And Right CRO !
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ACUNOVA Key Issues in Cost §
Study Management
High Speed
CRO Cost
High Quality
IN House
Global CRO
Region Expert CRO
6 Right geography, Region expert CRO

High Speed/Quality lead to lower cost



ECRON ACUNOVA ‘ CRO PARTNER OF CHOICE

{ Full Service
—CRD—

21

YEARS
Track Aecord

L A

Deep Regional

Competence and y i3 .‘
Multinational r Access To Patients in «
Presence EUROPE India & East Europe
Helps Recruitment INDIA ,
\‘-ﬂj |

Client Benefit by

Combination of

Cultures and

Capabilities
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el

Harmonized Central Lab
India, EU (Biomarker Dev)

Protocol Development
ORACLE’ Gsas

[
WHO Drug Dictionary Enhanced

ADVANCED AFSEARCH KONSOLE

neween  Pharsight (K423 Monitoring & Project
Management

CDM, BS, Medical Writing Regulatory Consulting

Full Service Regional Expert CRO
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Global Quality and Indian Capability in Clinical Developmant

Quality Infrastructure, Systems, Process §
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India's Bigest Biotech Show

Manipal Acunova
lelted

ISO 9001:2000

M ANSUASD Q90013000

& 1SO 27001 certified

NAaBL

National Accreditation Board for
Testmg and Calibration Laboratories

ent of Science & gy, India

CERTIFICATE OF ACCREDITAT |()~

MANTPAL ACUNOVA PVT. LTD. - CENTRAL REFERENCE LABORATORY

has been assessed and accredited in accordance with the standard

ISG 151892003

Wostical Laboratories - Particular requisements for quality i
for its facilities at

BANGALORE
in the field of

MEDI CAL TESTING
s eremvivemadsg i inibisiag & Sbgy

(Clmeal Mochemiary, Clincal Parhoiogy, Havaatugy

At Relin DrSetbi M. Guptn

1st CRO in India ISO 9001:2000 Only Lab with Molec Diagnostics NIH,

ISO 15189 accredited & CAP Certified

AUDIT CERTIFICATE

An o < ol ECHDN(_, uH was conducted 1o doberming whether the requirements of the BYMA e\
nal reguisiony requirements ane met to obtain o penmit continued membership

ok
It BVMA 2 . G
Thar CRO audit was: conducted at.

ECRON GmbH
o

oucted on 16 July 2006, 1t wes conducied by ADAMAS Cansuiing on behall of

sEed (e following areas a3 identiied besow

0. pharmacovigilance. subjact protection)
jonal Product Managoment and Storge

Reguistory Aairs

Data Management

Statistics

Biolagical samphe processing procedurs
Biological sampie handing

Biological sampla Analysis

Biological sample resull reporting

Clinical equipment maintenance and calibeation
Emegegency procedures, equipmant and medicines
Pharmacy

Medical cower when subjectsipationts are housed
Suitabiity of tncilty for housing subjectsipatients
Cther sorvices offorod by the CRO (detail)

OOO00OO0OC0OD00DOBEOOOOEEEEEEEE §

The audi report was issued on 18 August 2006 and the action plan 10 address the audit lindings was
rrrrr wed on 12 Seplember 2008

T e iy
i A e T Pt
Signed : 7 € = Dats L ==
Namalie Trstem
Auditor

P332 ECRON Aot Carsicate vl Tageet.0
www.adamas.co.uk

ECRON audited thrice since 2000
by ADAMAS & Certified
2 FDA Audits, 61 Sponsor &
16 System Audits

9 Audits with no Major Observation
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2005 Bio Similiar Center 2006 Research Center Dedication 2007 Stemcell Discussion 2008 Convocation Manipal
Dir. Kiran Mazumdar Shaw Sir William Castal, Mr. Amar Lulla University
Chairman, Biocon Chairman, Wellcome Trust Joint MD, Cipla Dr. Ajit Shefty

Chairman, Janssen Cilag

Leveraging Asia’s Largest Medical Network

150 15189
MANIPAL ACUNOVA LTD
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bal Guality ar
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Our recent Biotech Projects

PO
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Indication Product No. of Projects
Immunology Vaccines 3
GVHD Stemcell 1
Cardiovascular Stemcell 2
Solid Tumors Monoclonal AB 2
Breast Cancer Bispecific AB 1
Rheumatoid Arthritis MAB ik
Soft Tissue contour deficiency | Collagen based Biomatrices 1
Respiratory Immunomodulator 1
Cardiology Monoclonal antibody 1
Alcohol Addiction Amino Acid 1
Multiple Sclerosis Recombinant Humanized MAB 1
Diabetes Botanical Bioactive 1

Significant Experience in Biotech
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Global Quality =~ 1

Partnerships Partial List

OST & SULLIVAN

""'d:“,. CRAMS SUMMIT 2007

1 Bl phdlis Awwrdn 7

Avasthagen, CRO Partner Univ. of Utah, CRO Partner The Partner of Choice BA/BE Ecron GmbH, Europe

Dr. Villo Palel, Feunder Jon M Hunlsman, Governor Benchmarked by Dr. Klaus Wiedey al
hands over agresment State of Utah, signs Mol Frost & Sullivan, India launch conference

Delivering Value to Biotech Sponsors

CLIENT PROFILE

Bio Pharmaceutical Herbal Medicine
Bio Medical Bio Marker
Bio Supplements Stem cell Therapy

12 Conducting Trials for DBT funded Sponsors

And leadina Sponsors in India and West
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As an Expert CRO in Europe and India
Deliver
High Quality Data
Compliant to EU, US and Asian Regulators

Faster and at
Competitive Cost
With Personalized Service
Superior to a global CRO
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Thank You
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