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GVI Clinical Development Solutions

An Innovative CRO
Better Quality in a Shorter Time at a Lower Cost

Quality, Timeliness and Cost Consciousness
� Skilled Team with > 200 Years Combined Experience
� Direct Access to Key Opinion Leaders and Investigators
� Unique skills in Cardiovascular and Metabolic Disease
� Efficient Operations and Canadian R&D Tax Credits
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The GVI-CDS Advantage
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Exceptional Team

� Passionate, responsive and dedicated 
� > 200 combined years in clinical experience
� Strong track record of results
� Diverse core with broad talents and capabilities
� Committed to excellence in clinical and regulatory services
� Integrity and pride in our work
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Strong Networks
� Solid relationships with opinion leading investigators
� Senior leadership with strong industry networks 
� Collaborative agreements for flexible complementary services

� Rapid Scaling Up
� Other Geographies
� Prominent Academic Research Organizations

� Cardiology and Oncology
� Ancillary Vendors, including:

� Phase I Units
� Central laboratories
� Clinical supplies manufacturing & packaging 
� CanAm Bioresearch – preclinical CRO
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Geographic Location

� Central in North America
� Ease of travel and time zones 

� Cost Competitive
� Canadian and Provincial tax credits
� High standard of living for low cost

� Labour Force
� Low turn-over/high loyalty
� High level of education

� Advanced IP laws compared to emerging markets
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Entrepreneurial Approach

� Born from development stage life science companies
� Agile and active participation in the critical stages of the 

regulatory and clinical development planning process
� Problem solving to find the right solution
� Sensitive to the unique needs of development stage life 

sciences companies  
� Understanding of the distinct challenges of investigator 

initiated trials

� Understanding the Importance of Cost Control
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Core Services

� Clinical & Regulatory Strategy Development
� Project Management
� Clinical Trial Monitoring
� Drug Safety Surveillance
� Clinical Site Support
� Clinical Document Control 
� Regulatory Affairs
� Clinical Data Management
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Broad Experience

� Phase 1 – 4 Trials 
� North American and Global Trials 
� Clients include:

� Major Pharmaceutical Companies
� Small, Medium and Large Biotechnology Companies
� Academic Research Organizations
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Key Cardiovascular Therapeutic Areas

� Acute Coronary Syndrome
� Coronary Artery Bypass Graft 
� Coronary Artery Disease
� Cardiovascular Outcomes in Diabetes
� Heart Failure
� Hypertension
� Hypercholesterolemia
� Percutaneous Coronary Intervention
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Clinical Trial Experience

15

12

12

42

12

41

139

1

3

No. Sites

PM400Phase IICognitive DeficitsCardioprotective Agent

PM, SS, SM, Mon160Phase IIHypertension & Type 2 DiabetesACE Inhibitor + 
Cardioprotective Agent

N/A

Phase II

Phase II/III

Phase II

Phase III

Phase II

Phase II

Phase

PM, Mon64Type 2 DiabetesInsulin Sensitizer

PM, SS, SM, Mon3025CABGCardioprotective Agent

PM, SS, SM, Mon902CABGCardioprotective Agent

PM, SS, SM60PCICardioprotective Agent

PM, SS200Cancer Biomarker Research Medical Device

PM, Mon20Type 2 DiabetesInsulin Sensitizer

PM40Type 2 DiabetesInsulin Sensitizer

ServicesNo. PtsIndicationDrug Class

Selected Trials Conducted by GVI-CDS Team since 2002

PM – Project Management, Mon – Monitoring, SS – Site Selection, SM – Site Management, LCRA – Lead CRA
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Clinical Trial Experience con’t

150

5

35

38

27

10

25

No. Sites

Global PM300Phase IICABGKallikrein Inhibitor

LCRA1700Phase IIIAcute Coronary SyndromeChelating Agent

Phase IIa

Phase II

Phase III

Phase III

Phase III

Phase

Global PM344CABGKallikrein Inhibitor

Mon300High Risk Acute Coronary SyndromeCholesterol Lowering Agent

PM, SS, SM120PCICardioprotective Agent

Mon150Non-ST – segment Elevation 
Acute Coronary Syndrome

Thrombin Receptor Agonist

LCRA, Mon500Cardiovascular Outcomes 
in Type 2 Diabetes

DPP-4 Inhibitor

ServicesNo. PtsIndicationDrug Class

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

PM – Project Management, Mon – Monitoring, SS – Site Selection, SM – Site Management, LCRA – Lead CRA
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Case Study – Global CABG Trial
Full Service for North American Biotech Company

� 3,000 Patients enrolled in 11 Months (One Month Ahead of Schedule)
� Over 200 Sites Identified and Screened in US, Canada and Europe
� High Data Quality Confirmed by Sponsor and Academic Collaborators 
� Trial Cost 2/3 of Comparative CABG Trials

• Conscientious Investigator Grant Negotiations
• Meticulous Selection and Negotiation with Ancillary Vendors

� Organization, Responsiveness & Communication praised by 
Investigators & Ancillary Vendors

Additional Case Studies and References Available on Request
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Case Study – Proof of Concept Trial
Phase IIa Proof of Concept Study

� Engagement of Key Experts for Therapeutic Area
� Determining Best Model for Study
� Shaping Regulatory Strategy

� Protocol and CRF Development
� Resource Needs and Logistics Planning (incl. ancillary vendors)

� Regulatory Submissions
� Investigator Selection and Contracting
� Project Management and Site Monitoring

Additional Case Studies and References Available on Request
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GVI Clinical Development Solutions

4-1250 Waverley Street 
Winnipeg, Manitoba 
Canada R3T 6C6
204.477.7597
www.gvicds.com

For additional details, contact:

Jan-Ake Westin, President
Phone: 416.357.6454 
jwestin@gvicds.com
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Appendices:
Services
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Core Services
� Clinical and Regulatory Strategy Development

In the early stages of plan development, the involvement of an experienced 
expert can often prevent costly delays. Even more importantly, it helps to 
ensure that the program has the greatest opportunity for success. 
Identification and engaged discussion with industry experts, KOLs and 
regulatory agencies is critical to arriving at the optimal protocol for a given 
product at a given stage of development.  

� Project Management

GVI-CDS’ experienced project managers ensure smooth execution of the 
clinical trial, anticipate delays, schedule resources and develop detailed 
plans and timelines for successful completion.  This includes tracking and 
quality, risk management, clinical document managemnt in accordance 
with ICH/GCP guidelines, and facilitating full team communication.
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Core Services
� Clinical Trial Monitoring

GVI-CDS’ team of monitors are experienced in the oversight of clinical 
trials in accordance with regulations and ICH/GCP guidelines. Critical to 
the successful performance of this function is the combination of 
interpersonal skills and technical knowledge.

� Drug Safety Surveillance
Safety is a critical component of all clinical trials. The GVI-CDS team is 
experienced in reporting to and complying with the requirements of trial 
specific Drug Safety Monitors Boards and regulatory agency 
requirements.
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Core Services
� Investigator Site Support

The entire team is adept at managing communications with sites and 
providing services that include ethics committee submission 
preparations, regulatory document completion, identification and
recruitment of sponsors (business development for the sites) and site 
management support such as clinical research coordinator staffing.

� Clinical Document Control 
GVI-CDS is able to offer a full range of clinical and essential document 
management, including document collection, review, audit, electronic 
cataloging, filing, retention schedules, and archiving. Other services 
include trial supply management, ICF review and approval, ensuring 
Investigator compliance through IRB submission and approvals, IVRS 
activations, and communications/liaison with investigator sites. Through 
liaison with the assigned project managers, GVI-CDS trial record 
specialists will track the contract/site agreement process, to ensure 
timely access to essential documents.
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Core Services
� Regulatory Affairs

GVI-CDS offers experience in ensuring compliance to regulatory agency 
requirements for investigational drug and market approval submissions. In 
addition, GVI-CDS has established collaboration relationships with 
industry partners which provides access to full spectrum regulatory 
services.

� Clinical Data Management
GVI-CDS offers a highly cost-effective and flexible solution for 
management of clinical trial or registry data. Our system supports data 
collection by both EDC (electronic data collection over the internet) and 
Fax in the same study. Collection by fax is automated by optical character 
recognition software in order to achieve the same efficiency as the EDC 
method. This gives clinical sites the flexibility to work via the web or paper 
depending on their current working practices or preferences. The two data 
collection methods are completely integrated and designed to make it 
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.
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Additional Competencies
� Strategic planning for better decision making

� Reducing duplication of efforts and costly mistakes

� Design and Conduct of Various Types of Trials
� Initial Proof of Concept
� Phase I in Healthy Volunteers or Patients

� Phase II and III Regulatory Trials
� Phase IIIb Pre-market Familiarization Trials
� Phase IV Surveillance Trials

� “Real World” Pragmatic Health Outcome Trials
� Chart Reviews
� Long-Term Registry Data Collection 
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Appendices:
Experience
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GVI-CDS Team – Additional Trials

Leader/sponsor120CMV ProphlaxisCMV Immune Globulin

Project Leader/sponsor540HemophiliaHuman Factor VIII

Project Leader/sponsor540HemophiliaHuman Factor IX

Project Leader/sponsor120HIV treatmentHIV Antisense

Project Leader/sponsor120Glioma treatmentHuman MAb

Leader/sponsor110Sepsis (shock and burns)Human Albumin

Leader/sponsor120Zoster ProphlaxisZoster Immune Globulin

Leader/sponsor240Rabies ProphlaxisRabies Immune Globulin

Leader/co-sponsor20400Pituitary DwarfismHuman Growth Hormone

Sr. Scientist/sponsor4200Immune Thrombo-cytopenia (ITP)Rh Immune Globulin

Sr. Scientist/sponsor31200Rh preventionRh Immune Globulin

Service/RoleNo. SitesNo. PtsIndicationDrug Class

Selected Previous Trials of Individual GVI-CDS Team Members
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GVI-CDS Team – Additional Trials

CNS Project Leader60600Depression5-HT reuptake inhibitor

Sr. Scientist12242SchizophreniaDopamine D2 receptor antagonist

Project Leader30300Skin & Soft Tissue 
Infections

Cephalosporin antibiotic

Sr. Scientist120Crohn’s Disease
Formulation Dev’t

Glucocorticosteroid

Canadian Program Leader10100Phase 1 PD/pKProton Pump Inhibitor

Project Director652,500CABGACE Inhibitor

Service/RoleNo. SitesNo. PtsIndicationDrug Class

Selected Previous Trials of Individual GVI-CDS Team Members
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GVI-CDS Team – Additional Trials

Global PM35344CABGKallikren inhibitor

Global PM35300CABGKallikren inhibitor

Project Manager448CHFHNO donor

Regulatory Scientist112Breast CancerRecombinant Antibody

Regulatory Scientist110CancerRecombinant Antibody

Regulatory Scientist120AIDSAntisense Oligonucleotide

Regulatory Scientist115MelanomaAntibody vaccine

Service/RoleNo. SitesNo. PtsIndicationDrug Class

Selected Previous Trials of Individual GVI-CDS Team Members
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GVI-CDS Team – Additional Trials

Clinical Safety Officer257000SmallpoxImmunoglobulin

Clinical Safety Officer10300Hepatitis BImmunoglobulin

Clinical Safety Officer7125AnthraxImmunoglobulin

Clinical Research Associate25300DepressionSSRI

Clinical Research Coordinator125400RSVAnti-Viral

Clinical Research Coordinator160Hepatitis A and BVaccine

Clinical Research Coordinator10325PertussisVaccine

Service/RoleNo. SitesNo. PtsIndicationDrug Class

Selected Previous Trials of Individual GVI-CDS Team Members


