
8:00 REGISTRATION AND CONTINENTAL BREAKFAST

9:00 CHAIRPERSON’S OPENING REMARKS

9:15 TAKE A NONTRADITIONAL APPROACH DURING CLINICAL STUDIES AND ANALYZE GDPR 
DIFFERENTIATORS AND PITFALLS
 Î Gain insight to properly establish patient data with contracts, IT, vendor relationships, and CRO relationships
 Î Examine the EU regulation processes that will ultimately pave the way for future global GDPR trends
 Î Ensure compliance while considering additional privacy concerns related to processing data

Jeppe Manuel, Specialist in Clinical Reporting, NOVO NORDISK

10:15 GRASP WHAT GDPR MEANS FOR LIFE SCIENCE ORGANIZATIONS
 Î Maintain consent throughout the entirety of the clinical trial to ensure all data being shared is monitored
 Î Understand the struggles when working with vendors to establish responsibilities between all parties involved
 Î Recognize circumstances that allow for GDPR exemption

Sameer Thapar, Adjunct Professor, Drug Safety and Pharmacovigilance, TEMPLE UNIVERSITY

11:15 NETWORKING BREAK

11:45 RECOGNIZE SPECIFIC GDPR REQUIREMENTS TO PROPERLY MAINTAIN A RECORD OF ACTIVITY 
UNDER ITS RESPONSIBILITY
 Î Demonstrate how other organizations utilize compliance for research and development
 Î Establish best practices for both the controller and processor in order to properly document activity
 Î Review Article 30 Data Protection Regulation

Igor Chechelnitsky, Sr. Manager, U.S. Data Protection and Privacy Program, MEDTRONIC

12:45 NETWORKING LUNCH

1:45 GDPR ROUNDTABLE DISCUSSIONS
Interact with other audience members and delve into the most pressing issues revolving GDPR. It is crucial for those 
involved to understand the successes and failures each organization has gone through when setting a precedent 
for data privacy and security. These processes include a specific policy related to data that can be used to directly or 
indirectly identify a person.

Each conference participant selects one topic from the following list to discuss in an intimate setting. You’ll be asked for 
your topic selections via email a few weeks out from the conference and will have the opportunity to also sign up onsite.

1. Best practices when ensuring intelligible consent from a global perspective
2. Establishing robust internal and external standard operating procedures to ensure compliance
3. Recognize data privacy frameworks when conducting a gap assessment
4. Discuss the timelines for notification processes and reporting
5. Establish the evolution of cyber security when dealing with data privacy
6. Mitigate risk when collaborating with a third party to streamline GDPR processes

3:15 PROVIDE A DATA PROTECTION COMPLIANCE PROGRAM WHEN RUNNING CLINICAL TRIALS
 Î Collaborate to better use tools to streamline the enrollment process
 Î Recognize contributing factors that patients and investigators need to take into consideration
 Î Leverage the use of social media to successfully remain compliant while recruiting patients

Francis Crawley, Director Executive, GOOD CLINICAL PRACTICE ALLIANCE - EUROPE

4:15 REMAIN COMPLIANT WITH GDPR PRINCIPLES DURING CLINICAL RESEARCH
 Î Circumvent restrictions when processing personal research for sensitive data
 Î Understand exemptions and how specific values will allow researchers to streamline data
 Î Revolutionize the industry by applying pertinent protection of ethical standards and the research for individual rights

Anne Bahr, R&D Privacy Officer, SANOFI

5:15 END OF CONFERENCE
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