CLINICAL RESEARCH 101

LifeScience Alley

Clinical Studies Special Interest Group

February 17, 2010
Agenda

	7:30
	8:00
	Registration/Continental Breakfast/Networking

	8:00
	8:15
	Welcome/Introductions 

Co-chairs of the Clinical Studies Special Interest Group
Jessica Kleine, Clinical Research Coordinator, AGA Medical Corporation

Catherine Tautges, Account Executive, RCRI, Inc.


	8:15
	9:15
	Good Clinical Practices (GCPs) 

Debbi Lindgren-Clendenen

	9:15
	10:15
	Clinical Study Site Selection & Center Activation
Cassie Jacobson, Clinical Research Manager, 3M

	10:15
	10:30
	Break

	10:30
	11:45
	Protocols: Thoughtful Planning for Successful Trials

Sarah Moeller, CEO, The Greenlight Group

	11:45
	12:45
	Luncheon

	12:45
	1:45
	Informed Consent Rules for Clinical Trials

Lynne M. Rasmussen, Law Offices of Lynne M. Rasmussen, PLLC



	1:45
	2:45
	Adverse Events and Protocol Deviations 

Kimberly Oleson, Senior Director, Medtronic 


	2:45
	3:00
	Break

	3:00
	4:00
	Site Management and Study Close-out

Nancy Drake, Principal Project Manager, Alquest, Inc. 


	4:00
	4:15
	Wrap Up/Adjourn


__________________________________________________________________________

Objectives  

At the end of the Clinical Research 101 seminar, attendees will:

· Have a basic understanding of GCPs and why we need them
· Outline key sections of a clinical study protocol
· Understand the process of "informed consent"

· Understand the key considerations for adverse events and protocol deviations
· Have an understanding of clinical site selection and center activation issues
· Know what documents to review when monitoring a clinical study
