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Life Sciences Value Chain
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- Brug desiE . gl;r:gg:em::]fupply management . « o-CME
= Bio signal processing . = Demand forecasting = e-Training

T _ * Clinical data « WMS _
= Application hosting and management system = Incentive management

single sign on = Thesaurus management " e-Pedigree » Performance analysis

* Pharmacogenomics system = SAP /Oracle = Bl / Data Warehouse
: . implementation, support
= Data annotation and * Pharmacovigilance/ IS D . -
i AERS & maintenance Sample accountability
. : .. . . ] i = [nventory management
= Virtual screening = Clinical informatics M;:lnufac;_turmg ntory 9
: : : i o IITE &S = Territory management
= Discovery informatics = Clinical adjudication « Plant automati . _
: L ez e * CRM implementation &
= Lab automation = Clinical imaging maintenance

= Clinical trial registries
management

Application Management Process Consultancy Enterprise Content Management
Portfolio Rationalization o Lifecycle Testing
Management System
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Research and Development Landscape

R& D 0 p eratl ons Therapeutic Area Strategy and Planning R&D Portfolio Management

Basic research Pre-clinical Clinical & Regulatory
Lead Identification Process R&D Submissions Management
Lead Optimization Pharmaceutical R&D Regulatory Compliance
Target Identification Drug Metabolism
Target Validation Bioprocess R&D Management Management

Ph armacovil g I I ance & Safety Assessment Adverse Event Product Safety Risk Quality Product
Risk Man agem ent & Management Management Management Lifecycle Management

common R&D Modeling & Simulation Specimen Handling & Management Licensing & Alliance Management

Ancillary Materials & Clinical Laboratory Animal Management Laboratory Info Management
Supplies Management

Bio-analytical Assay Data/Laboratory Workflow
Biostatistics Management Development & Management Management

Expert Relationship Management

Blomal’keI’S Expression Profiling Proteomics Biomarkers Imaging Metabolomics
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Growth in the Number of Studies Will Add Complexity

How many phase |, II, lll, 1V studies did you complete in 2006? What’s projected for the future? — AMR research

phase | )

|

2006 23%

I ‘

22% 7% a0

2007 K 29% 25%
mlto5 @6 to 10 O11to 15 016 to 20 @21 or more

phase Il )
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Geographic Spread of Clinical Trials — Going Global

In which countries did you administer clinical trails (directly or through partners) in 2006? What’s projected? — AMR research

2006 2010
North America _ 30% North America

Western Europe _ 25% Western Europe

19%

19%

Eastern E:Losi?;?therthan - 99, Eastern E;Losp;?a(;)therthan _ 1%
Central America - 7% SouthAmgr::;l()otherthan _ 8%
SouthAmgr:;:;l()mherthan - 6% Africa _ 8%
Afiica [ 5% china [ 7%
china [ 4% middle East [ &%
Asia(othg;it:;nlndia& . 39, India - 5%
India . 3% Asia (other than India & China) - 5%
Brazil l 2% Central America . 2%
Middle East [J] 2% Russia [l 2%
Russia I 1% Brazil I 1%
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Major Challenges to Conducting Adaptive Trials

What are the major challenges/barriers in conducting adaptive trials? — AMR research

Develop atech foundation to 39%

collect/manage/analyze data

31%

38%

Making mid-course 36%

corrections within the trial

40%

Making transition to EDC and 38% @

clinical data repositories 200

37%
Lack of clear regulatory ’

. . 28%

guidelines

Adjusting current processes 32%
to accommodate adaptive |G 3%
trials 31%
Implement holistic 28% All Countries
org/proc/tech to accomodate "Us
adaptive trials 24% Europe
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Clinical Trial Management Systems

Compliance - Submissions

regulatory agencies

ECTURE

FDA EMEA MHRA TGA MHLW
‘ Top level: Data Management, Control, Reporting ‘
SpOﬂSOI’ Daociiment
— Data 0 .
I Planning  Scheduling Monitoring Management Control  Financial  Reporting E Appllcatlon Impact:
= CTMS
O Middle level: Data Entry = |VRS
D: _ _ = Clinical Supplies
CRO/site/hospital = CDMS
E Investigators IRB/IEC CRAs AL Pharmacist = ERP
Nurse = B
U) Screening/ Protocol SAE/ CRF/Lab T
(/) Re-screening Enrollment Visit Activities Monitoring Deviation AEs Reports Management
LU ‘ Data Source: Study and Subject Data ‘
— Subj ects Gender, Age, Disease type, Therapeutic area, Population, Race
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I Clinical Data Management Business Process
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Current Clinical Trial Supply Chain Process

How would you describe your current clinical trial supply chain process? — AMR

40%
38%
31% 3% Many
companies are
o .
26% in the nascent
22% % 0 stages of
= o .
= a E Improvement
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<:E - -
Extremely effective. Continuously improving. In transition. Due to major Getting better. The team is

Meetings are well-attended The team has a clear shifts in the business, the slowly getting better, but
and schedules are closely roadmap to improve the process has undergone meeting attendance is not
monitored with high CTSC process with clear major changes. The team is consistent, and there is the
schedule adherence attainment of goals. working to redefine the lack of a clear goal and
process. sponsor
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Clinical Supply Management: Integrated Business
Process

Clinical Trial Management System

‘ ‘ monitoring & ‘
m

| | i

'—> Distribution
Common issues with multi-centric trial management:

Visibility in stock position of drugs v

= Shelf life / expiration status of drugs when systems are not integrated

BUSINESS PROCESS

= External manufacturing
= Labeling and traceability

, . : roduction
= Dynamic changes to subject recruitment plans lanning & —»
= Logistics of clearance of drugs in multiple countries :xecution

rial Supply Management

Material Patient Site Budget vs. Payment Material Material Product Adverse
Expiry Report Reports Actual Details Shipment  Reconciliation Recall Event
Report Report Report Report Reports

Reporting & Reconciliation
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Clinical End-Point Adjudication Solution

Paper Documents

l Syntel Operaﬂoes/ S)l/nDteI Opetratloni Center —
IVRS / e-Copy Center - - 332.2’;??51 (EEge]uliitei Adjudication Panel
& < F Data, indexing, version control Adjudicators

b Quality control

t TTeel - System upload ‘

Integrated Adjudication Platform

Create Events Adjudication End Point Confirmation

Create / Upload Event

Packages Translation Reporting

_ Third Party Data Translator Services Data Storage/Archival

] : Integrates with
Features: ([ Ea
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Clinical Submissions

Create/

Approve Manage Publish D'Sttjlst;ute/

\\ Edit )
Project Y
Management Z
z
Digital Right - Multiple
>  Multiple Input Global Content outhut ,forms
Integrated @ Sources Repositor ' —
m . p y = Email
Systems = Web authoring Z
Z = Desktop MRCDR O LLJ
5 " gcan_lnec B Content Management Needs: >-
2o mal's *= Regulatory Compliance S 9
Automation = Data Integrity o
8 » Records Management . LLl
> = Periodic global audits (I)Vsee/ @)
_ — » Single Repository for Trials P
Lifecycle
Py
s |3
Repositor
positoy | CONTENT TYPES
- - )
== > 5"y
= > v
= Single = Virtual = Rich media = Records = Structured = Integrated
documents documents = Graphics = Reports documents documents
* Imaging = Web pages = Audio = Email = Online forms (data + doc)
= Drawings = Project » Video = Componentized
folder XML
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Strategy Areas

Drug Safety & Pharmacovigilance Landscape
° y J P

AE Collection Case Report Writin Report Proactive
& Follow-up Processing P g Development PV & E

= Process Re-engineering & = Recommend & Implement Innovation = IT Strategy Development
Optimization in Process, People & Technology = Strategic Decision Support

= Offshore Process Transition = Process Automation Support » COTS Evaluation

Voice-Based Call Non-Voice Knowledge Process | = Global Safety Knowledge Process
Center Business Outsourcing Warehouse Outsourcing

Processing + Custom
development
* Maintenance &
support
Knowledge + Enhancement &
Process integration of

i ; itional
Outsourcing Non-Voice zgﬂnrtcugsa data

Business = Data Migration = Signal Detection
Processing = E2B Gateway System

gnowledge Implementation : dcé‘\féforzmem
rocess =L

\ ocal Regulator .
OQutsourcing - ’ e

Dictionary * PSUR Workflow Compliance [ GAISHET
Management Tool Support * Enhancements &

- customization
System = Report Submission
OCR System Management Tool

Non-Voice
Business
Processing

= Adverse Event . = Enhancements &
Reporting System Custom Development COTS Implementation Customization

= System Maintenance
& Support

= Application

= COTS Upgrade Helpdesk

= Data Migration = System Upgrade
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Strategy Areas

Drug Safety & Pharmacovigilance Landscape

IT Areas

AE Collection Case - Report Proactive
& Follow-up Report Writing Development PV & E

PARTNER FOR BUSINESS
TRANSFORMATION

DELIVER BUSINESS
PERFORMANCE

REDUCE OPERATING COSTS

Concerns:

Dependency on Information thru IVRS
integration

Support for multiple languages
Adherence to external submission
schedules

Diverse Regulatory guidelines in
different geographies

Need to integrate and track AE across
different geographies and manage
timely submissions

) healthcare & life sciences



I Potential Clinical Development Integration Needs

focus areas

Architecture

Regulatory Issues
Geographical

Data Issues

Decision support
Application Issues

Bl / Reporting Capabilities
Portal Capabilities

P2P Integrations
Web Services
Clinical Trial Exchange Platform

existing technical approaches
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The Cost of 1 Day

B Total cost of project staff and operations, internal and external
= $70,000 per day (average)
Advance 1 day towards expiry date (risk further delay)
Advance 1 day further through seasonality of indication (risk full
year delay)
B Delayed revenue in patent life
= $500 million drug: 1 lost day costs $1.3 million+
= $1 billion drug: 1 lost day costs $2.7 million+

The cost of delayed revenue is

unrecoverable at end of patent life

Source: Rockwell Automation, Inc.
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Integrated Clinical Development Landscape

Biomarker Vendor
Imaging Management
Specimen
Handling & < Pharmacovigilance
Management | v & Risk Management — ]
Patient Data Mgmt - Early Stage
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Management . :
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R & D Portfolio Regulatory Compliance < Submission
Management Management < Management
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Expert Relationship Product Labeling
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Integrated Clinical Development Framework: A Best
Practice Approach

Clinical Investigators, CROs, Labs
Development Development Partners and
Management Regulatory

Field Monitors Product Safety Biometrics Research

and Site Managers | and Epidemiology

Scientific Programming

Identification and Authorization Management (IAM)

Security Services
(eSig & Account Provisioning / Entitlement)

Information Service Documents Common Forums / Q&A Report Portals and
Distribution Requests Authoring Calculators Distributions Collaboration (PAC)
Business Solutions Common Solutions Analysis and Regulatory
- - : Reportin
» Clinical, Non- Clinical Supply « Workflow reviews Automated b J

Management Tracking, Electronic e Authoring — XML, Labeling
« Site and Trial Management Signatures * Analysis — Dashboards, Solutions
i - Predictive Exploration

« Patient Data Acquisition and * Operational Reporting i

. o * Publishing — Reporting, Analytics
ARG * Review and Monitoring . FiluingI]s ;n?j RegtFJ)If:lth)r)g/l Repo?,ttilng
.

Enterprise Integration
Event Management & Monitoring Secure Data Management Services

Information Content Clinical Data BSWARP / BEia Salliees
Repositories Management Repository BSWEP

Service Brokers, System Secure Internet,
Management and Directory Mobile, Wireless
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Potential Benefits

B An integrated approach to manage clinical development needs
B Data security, visibility and integrity
B Strict adherence to regulatory compliance and patient safety

B Reduced timeframes for CT and Increased ROI
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Syntel Fast Facts

@lolpplerz A S EE G ITEREESR S Troy, Michigan, USA
Founded: 1980

SYNT: NASDAQ since 1997 - Adherence to SEC norms and NASDAQ
listing requirements

2009 revenues: $419 Million

Exchange/Symbol:

Revenue: Zero debt, Profitable since inception in 1980
Financials audited & certified in US
Employees: 12,500+
Global Presence: Global Development Centers: India (8) and US (3), 15 sales offices

ISO 9001 [Quality Assurance], CMMi Level 5 [Process Excellence],

Corporate Governance: ISO 27001 [Information Security], SOX compliant, SAS Type Il Audit
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