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GVI Clinical Development Solutions

An Innovative CRO
Better Quality Shorter Time Lower Cost




The GVI-CDS Advantage




Exceptional Team

Passionate, responsive and dedicated




Strong Networks

Solid relationships with opinion leading investigators

CanAm Bioresearch — preclinical CRO



Geographic Location

Central in North America

Advanced IP laws compared to emerging markets



Entrepreneurial Approach

Born from development stage life science companies




Core Services

Clinical & Regulatory Strategy Development




Broad Experience

Phase 1 — 4 Trials




Key Cardiovascular Therapeutic Areas

Acute Coronary Syndrome




Clinical Trial Experience

Selected Trials Conducted by GVI-CDS Team since 2002

PM — Project Management, Mon — Monitoring, SS — Site Selection, SM — Site Management, LCRA — Lead CRA



Clinical Trial Experience con't

Selected Trials Conducted by GVI-CDS Team since 2002 con't




Case Study — Global CABG Trial

Full Service for North American Biotech Company

Additional Case Studies and References Available on Request



Case Study — Proof of Concept Trial

Phase Ila Proof of Concept Study
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Additional Case Studies and References Available on Request






Appendices:
Services




Core Services

Clinical and Regulatory Strategy Development
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with ICH/GCP guielines, and facilitating full team communication.



Core Services

Clinical Trial Monitoring




Core Services

P .
timely access to essential documents.



Core Services

Regulatory Affairs

-CDS Of1€ oxperience 1N ensuring compliance to requlato

easy to select the method that works best for different users or data forms,
and to switch methods if necessary at any time during a trial.



Additional Competencies

Strategic planning for better decision making

Long-Term Registry Data Collection



Appendices:
Experience




GVI-CDS Team — Additional Trials

Selected Previous Trials of Individual GVI-CDS Team Members

Drug Class Indication No. Pts | No. Sites Service/Role

Human Factor I1X Hemophilia 40 5 Project Leader/sponsor
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