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Growth in the Number of Studies Will Add Complexity
How many phase I, II, III, IV studies did you complete in 2006? What’s projected for the future? – AMR research
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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
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Major Challenges to Conducting Adaptive Trials
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What are the major challenges/barriers in conducting adaptive trials? – AMR research



Confidential ©2010 Syntel, Inc.

subjects Gender, Age, Disease type, Therapeutic area, Population, Race

CRO/site/hospital

Screening/

Re-screening Enrollment Visit

Protocol

Activities Monitoring Deviation

SAE/

AEs

CRF/Lab

Reports

IP

Management

Investigators IRB/IEC CRAs Pharmacist
Bio-

Statistician

Practitioner/

Nurse

Clinical Trial Management Systems

regulatory agencies

FDA EMEA MHRA TGA MHLW

sponsor

Planning Scheduling Monitoring

Data

Management Control Financial Reporting

Document

Control/

Management

Data Source: Study and Subject Data

Middle level: Data Entry

Top level: Data Management, Control, Reporting

Compliance - Submissions

B
U

S
IN

E
S

S
 A

R
C

H
IT

E
C

T
U

R
E

Application Impact:
 CTMS

 IVRS

 Clinical Supplies

 CDMS

 ERP

 BI



Confidential ©2010 Syntel, Inc.

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
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Common issues with multi-centric trial management:
 Visibility in stock position of drugs

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

 Dynamic changes to subject recruitment plans

 Logistics of clearance of drugs in multiple countries

 External manufacturing 

 Labeling and traceability
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Drug Safety & Pharmacovigilance Landscape
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Drug Safety & Pharmacovigilance Landscape
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Potential Clinical Development Integration Needs
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The Cost of 1 Day

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)

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+

Source: Rockwell Automation, Inc.

The cost of delayed revenue is 

unrecoverable at end of patent life
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Integrated Clinical Development Landscape
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Solutions
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Potential Benefits

An integrated approach to manage clinical development needs

Data security, visibility and integrity

Strict adherence to regulatory compliance and patient safety

Reduced timeframes for CT and Increased ROI
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Company Headquarters: Troy, Michigan, USA

Founded: 1980 

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

Revenue:
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Corporate Governance:
ISO 9001 [Quality Assurance], CMMi Level 5 [Process Excellence], 

ISO 27001 [Information Security], SOX compliant, SAS Type II Audit

Syntel Fast Facts
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