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Risk Based Outsourcing and Procurement Management
Thursday 24th October
Millennium Hotel Knightsbridge, 
17 Sloane Street, London 
AGENDA

08.30


Registration, tea & coffee
09.00
Welcome and Introduction and Review of Workshop Objectives 

PCMG committee Olena Goloborodko, Associate Director Global Site Contracts Celgene; Laura Lulli, Strategic Partners & Resourcing Strategy Manager, GSK Vaccines; Gill Slater Strategic Sourcing PRO R&D Development, Bayer 
09.15
Risk Management Programs Implementation
Michael Arlotto, Founder and CEO, Remarque Systems
· Discuss centralized analytics and their multiple benefits, including improved quality of operations and patient safety.

· Understanding how to work within the new ICH E6 guidelines 

· Finding the risk based monitoring platform that works best for your needs
10.00
Risk Based Monitoring – Experience from the Industry post ICH E6 (R2) Implementation
Panel discussion 
Michael Arlotto, Founder and CEO, Remarque Systems
Susan Romberg, Senior Vice President, Global Clinical Operations, Premier Research
Andy Lawton, Chief Executive Officer, Risk Based Approaches Ltd (UK)
· Explore multiple monitoring processes and technologies 

· Discuss practical approaches and maneuvering the challenges of the system 
· Understanding the Transcelerate recommendation
· How RBM impacts on outsourcing

10.45


Refreshments
11.15
Risk Due Diligence Programs
Helen Wood, Risk Due Diligence CoE Quality and Risk Management- Third Party Resourcing (TPR), GSK
· What is Risk Due Diligence?
· How we can define & mitigate risk
· Discussion of the benefits of a structured Risk Due Diligence process
12.00
Lunch and networking 
13.30
Working in High Risk Countries
Sandra Johnson, Director, Outsourcing and Relationship Management, Medicines for Malaria Venture (MMV)
· Risk Mitigation on the Edge! 
· Running clinical trials in high risk countries: managing and mitigating outsourcing procurement risks
14.15
Refreshments
14.15
Interactive Session
Let’s build tools together:
· Risk mitigation - Business continuity plans (i.e. shipping lab samples across countries) 

· 4th party contracting risks management

· Tripartite Agreement on QTLs sponsor outsourcing managers, Sponsor Clinical Operations and CROs

15.40
Meeting summary and close 
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