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MEMORIAL SLOAN KETTERING CANCER CENTER IN PARTNERSHIP WITH THE CLINICAL
& TRANSLATIONAL SCIENCE CENTER IS SPONSORING AN ALL-DAY SEMINAR

Conducting Clinical Investigation in the Modern Era:
Ethical Conduct, Regulations Involving Human Subject
Research, Data Management, Reporting Responsibilities

and Institutional Oversight

Monday, October 18, 2009
8:00 am —4:30 pm

Rockefeller Research Laboratories Building
Auditorium
430 East 67" Street
New York, NY

This event is free and all CTSC investigators and staff are highly encouraged to attend.
Registration is required. Please contact Cheryl James (jamesc@mskcc.org) to sign-up.
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Conducting Clinical Investigations in the Modern Era: Ethical Conduct, Regulations Involving Human
Subject Research, Data Management, Reporting Responsibilities, and Institutional and Cooperative

8:00 AM

8:15-9:00 AM

9:00-9:30 AM

9:30-10:00 AM

10:00-10:30 AM

10:30-10:45 AM

10:45-11:30 AM

11:30-12:15 PM

12:15-1:15 PM

1:15-2:00 PM

2:00-2:45 PM

2:45-3:00 PM

3:00-3:45 PM

3:45-4:30PM

Group Oversight

Rockefeller Auditorium
October 18, 2010

Opening Remarks

Oversight in Clinical Research: Institutional
Responsibilities and the National Context

The Institutional Review Board and Privacy Rule
Regulations in Research

The Role, Function and Processes required to
Conduct Clinical Research at MSKCC

Reflections on an FDA audit

Break

What's in a Clinical Trial Agreement and Why?
Legal Issues Governing Intellectual Property

Roles and Responsibilities
Reporting Requirements for Adverse
Events: What, When, How

Lunch

Bioethical Considerations of Genetic Testing

IND Office: Regulations for Clinical Trials

Break

Cooperative Group Mechanism for Clinical Trials:

The GOG experience

Clinical Trial Funding: IIT vs CTEP vs Cooperative
Groups

Dean F. Bajorin, MD, FACP
Dept of Medicine

Robert E. Wittes, MD
Physician-in-Chief

Collette Houston, BA
Office of Clinical Research

Ann Rodavitch, MA
Office of Clinical Research

Dean F. Bajorin, MD, FACP
Dept of Medicine

Viviane Martin, PhD Office of
Research Resources
Management

Paul Sabbatini, MD Dept of
Medicine, Clinical Trials Office

Mark Robson, MD Clinical
Genetics, Dept of Medicine

Manish Shah, MD, Dept of
Medicine

Martee Hensley, MD Dept of
Medicine

Maura Dickler, MD Dept of
Medicine






