	INVESTIGATIVE MEDICINE PROGRAM 
                                                     SPRING 2008

	IMED 680  Topics in Human Investigation                                                               

	Course Directors: Karen Anderson, Ph.D. and Joseph Craft, M.D.

	Dates: January 17 – May 8, 2008 
	     Day/Time:  Thursdays, 3:00 PM to 4:30 PM             Location:  TAC N223

	Format – 1st Half:  Background Lecture/Discussion/Lab and Computer Tutorials
Lab Assistants:       Chris Bailey, Jiae Kim, Eddie Martucci, Melissa Vargo, Julien Valton

	Format – 2nd Half:  Lecture and Discussion

	Course Description: This course will teach students about the process through which novel therapeutics are designed, clinically tested, and approved for human use. It will be divided into two main components, with the first devoted to moving a chemical agent from the bench to the clinic, and the second to outlining the objectives and methods of conducting clinical trials. The latter section will also include a discussion of the FDA approval process.   

	DATE
	TOPIC
	CONVENER

	January 17
	Overview of Drug Discovery-Structure-Based Drug Design/ X-ray Structure Determination/Protein Crystallography
	Karen Anderson, Ph.D.
Professor of Pharmacology

	January 24
	Introduction to molecular modeling/computer tutorial for Swiss PDB Viewer
	Karen Anderson, Ph.D.
Professor of Pharmacology

	January 31
	Overview of Clinical Examples using Structure Guided Drug Design/ Computer Tutorial #1
	Karen Anderson, Ph.D.
Professor of Pharmacology

	February 7
	Computer Tutorial #2/ Examination of protein crystal growth
	Karen Anderson, Ph.D.
Professor of Pharmacology

	February 14
	Computer Tutorial # 3/Examining Protein Structures of Individual Interest
	Karen Anderson, Ph.D.
Professor of Pharmacology

	February 21
	 Computer Tutorial # 4/Examining Protein Structures of Individual Interest
	Karen Anderson, Ph.D.
Professor of Pharmacology

	February 28
	Basics of X-ray data collection/Trip to X-ray facility to observe data collection
	Karen Anderson, Ph.D.
Professor of Pharmacology

	March 6
	Overview of Design of Clinical Trials
	Eugene Shapiro, M.D.                        

Professor of Pediatrics, Epidemiology and Public Health, and Investigative Medicine 

	March 13
	Spring Recess
	

	March 20
	Spring Recess
	

	March 27
	Taking New Chemical Entities into Human Volunteers  
	Howard Uderman, M.D.      
Assistant Clinical Professor of Medicine

Medical Director, Pfizer Clinical Research Unit, NH 

	April 3
	Introduction to HIC applications and Processes
	Sandra L. Alfano, Pharm.D.
Chair, Human Investigation Committee

	April 10
	Navigating the Role of an IND Sponsor-Investigator
	Sandra L. Alfano, Pharm.D.
Chair, Human Investigation Committee

	April 17
	A View from the FDA 
	Lee S. Simon, MD                           

Associate Clinical Professor of Medicine
Harvard Medical School

	April 24
	Tour Pfizer Clinical Research Unit, New Haven
	Howard Uderman, M.D.                     

Assistant Clinical Professor of Medicine

Medical Director, Pfizer Clinical Research Unit, NH

	May 1
	Developing and Running a Multicenter Clinical Trial 
	Walter Kernan, MD                             

Professor of Medicine 

	May 8
	Lessons from Vioxx 
	Harlan Krumholz, M.D.                      

Professor of Medicine, Epidemiology and Public Health, and Investigative Medicine 
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