2009 RAPS HORIZONS CONFERENCE & EXHIBITION

CONNECTING BUSINESS AND REGULATORY STRATEGY

1-3 April 2009 -« San Francisco * www.raps.org/horizons2009

SESSION MATRIX

WEDNESDAY, 1 APRIL

7:30-8:30 am Continental Breakfast

7:30 am-5:00 pm Registration Open

8:30-10:00 am Keynote Address: Effective Innovation Management
10:00-10:30 am Refreshment Break

10:30 am-12:00 pm | Counterfeit Medical Products
The Challenges of Nano: Navigating the Field and the Regulatory Pathways
Telemedicine: Getting Connected

12:00-1:30 pm Lunch

1:30-3:00 pm Harmonization by Doing: Medical Device Development in Japan
Pharmaceutical Product Divestiture and Deletion: What You Need to Know
Health Hazard Analysis in the Global Marketplace: Advice from the Experts

3:00-3:30 pm Refreshment Break

3:30-5:00 pm EU & US Pharmaceutical Electronic Submissions: Experiences to Help You Develop Strategy
Regulatory Challenges for Pediatric/Humanitarian Devices
Emerging Markets: Medical Devices in Latin America and Asia

5:00-6:00 pm Exhibitors’ Reception

7:30-8:30 am Continental Breakfast

7:30 am-5:00 pm Registration Open

8:30-10:00 am Plenary Session: Connecting Business and Regulatory Strategy: The Key to Long-term Success
10:00-10:30 am Refreshment Break

10:30 am-12:00 pm | Business Community Management (BCM): The Role of the Regulatory Professional in Disaster Planning and Pandemics
Avoid a Warning Letter: Practical Solutions for Compliance Around Supplier Quality Management
Clinical Trial Registries and the Impact of FDAAA 2007: Insights and Strategies

12:00-1:30 pm Lunch

1:30-3:00 pm Regulatory Approaches to Combination Products Involving Medical Devices and Tissues/Cells or Blood Products
Crisis Management for Senior Level Regulatory Professionals
Risk Analysis in a Comprehensive Medical Device Risk Management System

3:00-3:30 pm Refreshment Break

3:30-5:00 pm Plenary Session: Future Forward: Health Technology Assessment

7:30-8:30 am Continental Breakfast

7:30 am-12:00 pm Registration Open

8:30-10:00 am Understanding the Line Between Regulatory and Legal...And What Happens When Your Cross It

Delving into the Regulatory Considerations of Targeted Therapy Innovation
The Impact of the Amended EU MDD and EC Consultation

10:00-10:30 am Refreshment Break

10:30 am-12:00 pm | Plenary Session: Corporate Social Responsibility

Program subject to change.



