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Five to Six years ... and beyondSix to eight years

First in Man
Proof of concept
Phase II
Phase III

Regulatory Approval 
of label claim

LicensingDevelopment

Market Launch

Discovery
Target Identification
Pre clinical

Biotech Development

Smart strategies for Development 
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Market visible 
beyond Ph II? 

6-8 years too long!

First in Man
Proof of concept
Phase II
Phase III

Acceptable to Regulator

Which Market?
•Demographics
-Guidelines
-Audited

Need Personalized 
Service

Speed

Quality of Data

Cost

Biotech Fund crunch!
Modest budget critical
Use global CRO?

Key Issues in  Development

How to get Quality data Faster at
Competitive Cost?
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Prevalence, Std of care
PI, Site, Governance 
• First in Man
• Proof of concept
• Phase II
• Stemcell Therapy
East Europe, India

Quality of CRO

Systems, process, people

Regulator’s audit

Need Personalized 
Service

Trial Geography

Quality of Data

Market

EU Regulation mature
Market access US/ EU 
Trial Demographics

Key Issues in  Quality of Data

Few luminary sites in West and 
Quality fast sites in India, East Europe optimal
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East Europe
India
Latin America

Prevalence
Logistics

Full Service CRO

Talent Retention

Region Knowledge

EDC Imaging, Bio 
Marker end points

Geography

Study Management

Regulatory

Defect free submission
Translation
CRO Credibility 
Site and EC Processes

Key Issues in  Speed

Right Study Design, Right Geography
And Right CRO !
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IN House

Global CRO

Region Expert CRO

High Speed

High Quality
CRO Cost

Study Management

Site costs

Investigator fees
Type of Site
Efficiency of Site

Key Issues in  Cost

Right geography, Region expert CRO
High Speed/Quality lead to lower cost
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Presence in Value Chain

Phase I Harmonized Central Lab
India, EU (Biomarker Dev)

CTSM

Regulatory ConsultingCDM, BS, Medical Writing

Monitoring & Project
Management

Protocol Development

Full Service Regional Expert CRO



9 Audits with no Major Observation

Only Lab with Molec Diagnostics NIH,
ISO 15189 accredited & CAP Certified

1st CRO in India  ISO 9001:2000 
& ISO 27001 certified

Quality Infrastructure, Systems, Process

ECRON audited thrice since 2000 
by ADAMAS & Certified 

2 FDA Audits, 61 Sponsor & 
16 System Audits 
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Our recent Biotech Projects 

Indication Product No. of Projects

Immunology Vaccines 3

Alcohol Addiction Amino Acid 1

GVHD Stemcell 1

Cardiovascular Stemcell 3

Solid Tumors Monoclonal AB 2

Breast Cancer Bispecific AB 1

Soft Tissue contour deficiency Collagen based Biomatrices 1

Rheumatoid Arthritis MAB 1

Respiratory Immunomodulator 1

Cardiology Monoclonal antibody 1

Multiple Sclerosis Recombinant Humanized MAB 1

Diabetes Botanical Bioactive 1

Significant Experience in Biotech
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Partnerships Partial List 

Conducting Trials for DBT funded Sponsors
And leading Sponsors in India and West
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Why ECRON AcuNova ?

Thank You

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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