


AGENDA
Monday, September 22
	
	
	

	8:00 – 8:45 AM
	Registration –Refreshments – FIREBIRD Registration
	

	8:45 AM – 9:00 AM
	Welcome – Opening Remarks
	Peter Greenwald, MD, DrPH

Leslie Ford, MD

	9:00 AM – 9:30 AM
	FIREBIRD – The Federal Investigator Registry:

An introduction to electronic investigator registration
	David Loose, BA
Margaret Scheitrum, BS, RAC, CIP

	9:30 AM – 10:15 AM
	REGULATORY UPDATE

FDA Amendment Act of 2007 - Clinical Trial Registries

Statement of Investigator Draft Guidance

Q & A  
	Margaret Scheitrum, BS, RAC, CIP

	10:15 AM – 10:30 AM
	Break - Education Exhibit – FIREBIRD Registration
	

	10:30 AM – 11:15 AM
	Botanical Product Pathways: Food? Supplement? Drug?

[It’s Not Easy Being Green]
	Linda Doody, PhD, DABT

	11:15 AM – 12:00 PM
	Adverse Event Reporting
Adverse Events

What’s old?  

- CTCAE/Verbatim terms

What’s new? 

- CTCAE Revision

-  caAERS
	Anne Tompkins, RN, MSN

	12:00 PM – 1:15 PM
	Lunch
	

	1:15 PM –3:15 PM
	Data Management and Remote Data Capture

Exploring Participant Level Data using the
Patient Data Report (PDR)
Review and Use of Reports from RDC 

Panel Discussion:

Developing Strategies to Encourage Data Submission by Participating Organizations
	Beverly Meadows, PhD, RN, OCN

Emily Hudak
Amy Biggi, BS


	3:15 PM –  4:00 PM
	Attended Poster Session
Break– FIREBIRD Registration
	

	4:00 PM – 4:30 PM
	NCI-DCP Phase I/II Cancer Prevention Clinical Trials Program Update
	Eva Szabo, MD




AGENDA

Tuesday, September 23
	
	
	

	8:00 – 8:30 AM
	Registration – Refreshments – FIREBIRD Registration
	

	8:30 AM – 9:30 AM
	What’s New! 

Study Closeout Procedure

Consortia Intergroup Study

Publication Policy

PDQ Updates: FDAAA Compliance for NCI Trials 
Standard CRFs
	Juanita Kim, RN, BSN, OCN
Judy Smith, MSN, RN, AOCN
Kara Smigel-Croker, MS
Lakshmi Grama, MA, MLS
Brenda Maeske



	9:30 AM – 10:00 AM
	The Research Team 
	Tammy Neseth, BS

	10:00 AM – 10:15 AM
	Break - Education Exhibit- FIREBIRD Registration
	

	10:15 AM – 12:15 PM
	Recruitment and Retention

Introduction

Public Awareness and Perceptions

Barriers to Participation in Clinical Trials and 
Health Disparities
Chemoprevention Trial Participation Recruitment: 
Participant Perspective
A View from the Principal Investigator

Successful Phase II  Study Recruitment


	Ellen Richmond, MS, RN, GNP

Ken Getz, MBA

Nadarajen A. Vydelingum, Ph.D 

Kevin Lewis, MBA

Howard Bailey, MD

Barbara Woodhouse, RN 



	12:15 PM – 12:30 PM
	Workshop Wrap-Up
	

	12:45 PM – 1:30 PM
	Lunch 
	

	1:30 PM – 4:30 PM
	Consortia-sponsored Sessions 
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