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	FDA's Clinical Investigator Training Course 2011

Draft Agenda




	Monday, November 7, 2011

	7:30 – 8:20
	Registration, distribution of course materials, breakfast
	National Labor College

	Session 1: FDA and the Regulation of Clinical Trials

	8:20 – 8:30
	Welcome
	Leonard Sacks MD (OC, OCPP)


	8:30 – 9:00
	FDA Structure and Mandate (Regulations-intro to CFR, statute, brief history, Centers functions and duties)
	Jarilyn Dupont (OC, OP)

	9:00 – 9:45
	Good Clinical Practice, New Regulations for Expanded Access and Compensation
	Jean Toth-Allen, Ph.D. (OC)


	9:45 – 10:15
	Investigator Responsibilities - Regulation and Clinical Trials (Part 1)
	Leslie Ball, MD (CDER)

	10:15 – 10:30
	Break

	10:30 – 11:00
	Investigator Responsibilities - Regulation and Clinical Trials (Part 2)
	Leslie Ball, M.D. (CDER)

	11:00 – 11:45
	Informed Consent and Ethical Considerations in Clinical Trials
	Dale Hammerschmidt, M.D. (University of Minnesota)

	11:45-12:00
	Discussion and Questions
	Session 1 Presenters Panel

	12:00– 1:00
	Lunch 



	Session 2: The Investigator Brochure - Non-Clinical & Phase 1 Studies

	1:00 – 1:30


	CMC and the Investigator Brochure (Drugs): Ensuring the Quality of a Drug used in a Clinical Trial
	Jeffrey Medwid, Ph.D. (CDER)

	1:30 – 2:00
	CMC and the Investigator’s Brochure (Biologics) 
	Robin Levis, Ph.D. (CBER)

	2:00 – 2:45
	Pharmacotoxicology in the Investigator Brochure
	Haleh Saber, Ph.D.  (CDER)

	2:45-3:00
	Discussion/ Questions
	Session 2 Afternoon Presenters Panel

	3:00 – 3:15
	Break
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FDA's Clinical Investigator Training Course 2011 (cont)

Draft Agenda
	Session 3: Early Clinical Studies Session

	
3:15 – 4:00
	Clinical pharmacology 1:  What to look for in drugs being studied in Phase 1 studies and Early Drug development
	Gerlie Gieser, Ph.D. (CDER)

	4:00 – 4:45
	Clinical pharmacology 2:  Phase 2 and Beyond
	Kellie Reynolds, Pharm. D. (CDER)

	4:45 – 5:00
	Discussions/Questions
	


	Tuesday, November 8, 2011

	8:15/8:30 – 9:00
	FDA Perspective on International Studies
	Murray Lumpkin, M.D. (OC)

	Session 4: The Clinical Trial Protocol

	9:00 – 10:00
	The Design of Clinical Trials (Part I)
	Robert Temple, M.D. (CDER)

	10:00 – 10:15
	Break

	10:15 – 10:45
	The Design of Clinical Trials (Part II)
	Robert Temple, M.D.  (CDER)

	10:45 -11:00
	Discussion/Questions
	Robert Temple, M.D. (CDER)

	11:00 – 11:30
	Clinical Trial Endpoints
	Eugene Sullivan, MD (United Therapeutics)

	11:30 – 12:00
	Issues in Clinical Trial Designs for Devices
	Bram Zuckerman, MD (CDRH)

	12:00 – 1:00
	Lunch



	1:00 – 1:30
	Issues in Clinical Trial Designs for  Diagnostics and Combination Products
	Sally Hojvat, Ph.D. (CDRH)

	1:30 – 2:15
	The Analysis of Investigator Data, Sources of Bias and Error
	David DeMets, Ph.D. (U. of Wisconsin)

	2:15 – 2:30
	Discussion/Questions
	Session 3 Afternoon Presenters Panel

	2:30 – 2:45
	Break
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FDA's Clinical Investigator Training Course 2011 (cont)

Draft Agenda
	Session 5: Putting it all Together - Application and Compliance Issues

Breakout Sessions for Drug/Device/Biologics
(Same topics offered simultaneously specific to each product type)

	2:45 - 3:15
	Overview of Phase 1 Studies: Purpose, guidance, design 
	Sumathi Nambiar, MD (CDER)

	3:15-3:45
	General issues in the Safety of Clinical Trials
	Yulia  Yasinskaya, MD (CDER)

	3:45-4:15
	Clinical Discussion of Special Populations 
	Ryan Owen, Ph.D. (CDER)

	4:15 – 4:30
	Discussion/Questions
	Session 4 Presenter Panel

	Wednesday, November 9, 2011

	8:30 – 10:00
	How to Put Together an Application  
	Judit Milstein, Michael Marcarelli, Pharm. D., Donald Fink, Ph.D., Patrick Au, Ph.D., Rachel Witten, MD (CBER)

	10:00 – 10:15


	Break

 

	10:15 -11:15
	Ensuring the Safety of Clinical Trials: AE Reporting, DSMBs, IRBs
	Tejashri Purohit-Sheth, MD (CDER), Patricia Holobaugh (CBER)

	11:15 – 11:45
	Discussion/Questions
	

	11:45 – 12:45
	Lunch

	Session 6: Safety of Clinical Trials and Special Populations

	12:45 – 1:15
	Special safety concerns: CV safety issues: QT prolongation and valvulopathy
	Shari Targum, M.D.

	1:15 – 1:45
	Special safety concerns: hepatotoxicity and life cycle safety analysis (including hepatic biomarkers).
	John Senior, M.D.

	1:45-2:15
	A Patient Advocate’s Perspective on Clinical Trials
	Jane Reese-Coulbourne

Reagan-Udall Foundation

	2:15-3:15
	Roundtable : A Pharmaceutical Industry Perspective on the Clinical Investigator’s Role in Drug Development
	Elliot Levy, MD (Bristol-Myers Squibb)
Yvonne McCracken (Carolinas Research Assoc.), John Orloff, MD (Novartis), Barbara Tardiff, MD, MBA (PAREXEL)

 Associates)

John Orloff, MD (Novartis)

Barbara Tardiff, MD, MBA (PAREXEL



	3:15 – 3:30
	Explain Evaluation Process, Wrap up and Adjourn
	Leonard Sacks, M.D. (OC)
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