AGENDA

8:30 — 9:00 — Breakfast/Sign-Up
9:00 — 9:15 — Introduction to Workshop
9:15—-9:30 — Scope of Cardiac Safety Studies

9:30 — 10:45 — Conducting A Cardiac Safety Study in Normal Populations
Review Pre-Clinical as well as Clinical requirements in an ECG Trial including:
S7B, Endpoints, Thorough QT Study Requirements, Phase Ill, Equipment Needs
and How is the Data Seen by the Regulatory Agencies.
Review additional Cardiovascular Study Modalities:
Echocardiography, Cardiac Event Monitoring (TTM), Holter Monitoring,
Impedance Cardiography and additional Imaging Modalities

10:45 — 11:00 — Morning Break

11:00 — 12:15 - Conducting A Cardiac Safety Study for a Diabetes Compound
Review Pre-Clinical as well as Clinical requirements in an ECG Trial including:
S7B, Endpaoints, Thorough QT Study Requirements, Phase Ill, Equipment Needs
and How is the Data Seen by the Regulatory Agencies.
Review additional Cardiovascular Study Modalities for Diabetes Trials:
Echocardiography, Cardiac Event Monitoring (TTM), Holter Monitoring,
Impedance Cardiography and additional Imaging Modalities

11:45—-12:45 - Lunch

12:45 — 2:30 - Conducting A Cardiac Safety Study for an Oncology Compound
Review Pre-Clinical as well as Clinical requirements in an ECG Trial including:
S7B, Endpoints, Thorough/Intensive QT Study Differences, Phase lll, Equipment Needs
and How is the Data Seen by the Regulatory Agencies.
Review additional Cardiovascular Study Modalities for Oncology Trials:
Echocardiography, Cardiac Event Monitoring {TTM), Holter Monitoring,
Impedance Cardiography and additional Imaging Modalities

2:30 — 2:45 — Final Questions and Answers
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