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The 3 I's and BIOETHICS: IACUCs, IBCs & IRBs
ANIMALS, HUMANS, SCIENCE & SOCIETY ... Building a Culture of Trust and Shared Responsibility

THE CAROLINA INN
CHAPEL HILL, NORTH CAROLINA

Monday - September 19, 2011 CONFERENCE AGENDA
8:00 am - 9:00 am REGISTRATION & BREAKFAST
8:30 am WELCOME & INTRODUCTION - AM GENERAL SESSIONS
8:45 am - 9:45 am "Is There Time for Bioethics to Save Biomedical Research? Or why, as

Benjamin Franklin said, we must all hang together or most assuredly we shall
all hang separately.”

Jerrold Tannenbaum, MA, JD
Professor of Animal and Veterinary Ethics and Law
School of Veterinary Medicine, Adjunct Professor, School of Law
University of California at Davis

KEYNOTE
CHANCELLOR’S BALLROOM

This talk will identify the most serious ethical problem facing biomedical research today, will explain

why the research community is not confronting this problem, and will suggest what must now be
GENERAL SESSION done.

9:45 am - 9:55 am BREAK

10:00 am - 11:00 am Jerrold Tannenbaum, MA, JD continued ...

11:00 am - 11:15 am BREAK
11:15am - 12:15 pm Ain’t Misbehavin’... Research Integrity
PLENARY

Miriam Kelty, PhD
Consultant in Bioethics and Research Strategy
Bethesda, MD

CHANCELLOR’S BALLROOM

Dr. Kelty will address the ethical underpinnings of responsible science, describe the elements of
responsible science and address scientific misconduct and misbehavior. She will share her experiences
dealing with allegations of misconduct as a former NIH Associate institute Director
Closed cases will be presented and discussed. The session will conclude with a discussion of changes in

GENERAL SESSION science and some implications for education in appropriate conduct of research.

12:15 pm - 1:00 pm LUNCH - Old Well Room




1:00 pm - 1:45 pm

PM Breakout Sessions

1:50 pm - 2:35 pm

2:35 pm - 2:50 pm

2:50 pm - 3:35 pm
CHANCELLOR’S BALLROOM

GENERAL SESSION

3:40 pm - 5:00 pm

CHANCELLOR’S BALLROOM

GENERAL SESSION

5:00 pm - 6:00 pm

AFTERNOON SESSIONS

IACUC - IRB
ALUMNI ROOM

Conflicts of Interest in Research:
Ethical, Regulatory, and Practical
Considerations

Suzanne Rivera, PhD, MSW
Associate Vice President for Research
Case Western Reserve University

IACUC - IBC
CHANCELLOR’S BALLROOM

Addressing the Challenges of Dual
Use Research

Kathryn Harris, PhD
Office of Biotechnology Activities
National Institutes of Health

AFTERNOON SESSIONS

IACUC - IBC
CHANCELLOR’S BALLROOM

SCIENCE, MEDICINE &
ANIMALS...

Does the End Justify
the Means?

Ronald Banks, DVM
Director, Office of Animal
Welfare Assurance
Duke University

IBC - IRB
ALUMNI ROOM

The Future is Here! IRB/IBC Oversight of Research
Using Emerging Technologies

Ellyn Segal, PhD
Biosafety Manager
Stanford University

BREAK
Connecting the I's: The Challenge of Novel Biotechnologies

Nancy King, JD
Department of Social Sciences & Health Policy
Division of Public Health Sciences
Wake Forest University Health Sciences

This presentation will use several examples (such as iPS cell research and synthetic biology) to explore
the relationships between laboratory, animal, and clinical research and the complementary,
collaborative roles and ethical perspectives of IACUCs, IBCs, and IRBs.

INSTITUTIONAL JEOPARDY!

Marcy Brown, BS, MA, CPIA
Regulatory Compliance
Worldwide Comparative Medicine - La Jolla
Pfizer Global Research & Development

Robert Hashimoto, MS, RBP, CBSP, SM (NRCM)
Biosafety officer
University of California, Berkeley

Get ready to test your knowledge of IACUCs, IBCs and IRBs! Compete against your colleagues in this
“Regulatory” version of Jeopardy! Lightning fast skills, correct responses and wise wagers will give
you the lead! Respond incorrectly and you'll need quick wits to rebuild that bank and jump back in

command before you find yourself in .... JEOPARDY!

Networking Reception! Bryan Courtyard - cash bar
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General Session CHANCELLOR’S BALLROOM

The 3 I's and BIOETHICS: IACUCs, IBCs & IRBs
ANIMALS, HUMANS, SCIENCE & SOCIETY ... Building a Culture of Trust and Shared Responsibility

TUESDAY, September 20, 2011 CONFERENCE AGENDA

8:00 am - 9:00 am

REGISTRATION & BREAKFAST

8:55 am

WELCOME & INTRODUCTIONS - GENERAL SESSION

9:00 am - 11:00 am
CHANCELLOR’S BALLROOM

GENERAL SESSION

IACUCGs, IBCs & IRBs ... ETHICS

Marcy Brown, BS, MA, CPIA
Regulatory Compliance
Worldwide Comparative Medicine - La Jolla
Pfizer Global Research & Development

Robert Hashimoto, MS, RBP, CBSP, SM (NRCM)
Biosafety Officer
University of California, Berkeley

Jeffrey Cooper, MD, MMM
Huron Consulting Group | Life Sciences Advisory Services

Attention to ethics and the responsible conduct of research is an essential part of the work of IACUCs,
IRBs and IBCs. The first part of this joint presentation will discuss the key research integrity and
ethical issues involved in each of the three institutional compliance committees as well as provide
information to enable the “3 Is” to function together responsibly and in a self-regulatory manner
when research activities require cross-committee review. The second part will be an “audience-
participation” discussion of case studies that are designed to illustrate the importance of institutional
committee interaction in the review of research.

IACUCs, IBCs & IRBs ... ETHICS continued

11:00 am - 11:15 am

BREAK

11:15 am - 12:15 pm

AM SESSIONS

Crossing all T’s & Dotting all I’s: Committee Ethics and Science

Robert Cook-Deegan, MD
Director, IGSPS Center for Genome Ethics, Law & Policy
Duke Institute for Genome Sciences & Policy

12:15 pm - 1:00 pm

LUNCH




1:05 pm - 1:50 pm

PM SESSIONS

. IACUC - IBC IACUC - IRB
BREAKOUT Sessions CHANCELLOR’S BALLROOM ALUMNI ROOM
Beyond Being Essential for a Quorum: -
Roles and Responsibilities of the Integratmg.your LEAE G [l
Community Members on the Connect, Coordinate & Collaborate
IACUC and IBC Debra Hunt, DrPH, CBSP
Michelle Keys, BS, LATG, CPIA , Assistant Professor
IACUC Manager and Grants Specialist _ Director, Biological Safety .
Office of Animal Care and Use (OACU) Occupational and Environmental Safety Office
University of North Carolina-Chapel Hill Duke University / Duke University Health System
Deborah Howard, CBSP This session will initiate discussion of methods
Biological Safety Officer used to integrate the IBC and IRB, including: 1)
University of North Carolina-Chapel Hill Committee membership, 2) notification of the PI
and the Committees of research needing mutual
This session focuses on the importance of review, 3) checks and balances to insure review,
community members on both the IACUC and IBC, and 4) education of IRB members regarding IBC
including a discussion of the utilization of oversight of human subject research.
community members on the IBC at the University
of North Carolina at Chapel Hill and the benefits
and challenges of working with community
members.
1:55 pm - 2:40 pm PM SESSIONS
BREAKOUT Sessions IACUC - IBC IACUC - IBC - IRB
CHANCELLOR’S BALLROOM ALUMNI ROOM
Training Scientists: Research
Building Connections- Coordination Management Why and How
and Communication between
IACUCs and IBCs Ellyn Segal, PhD
Biosafety Manager
Mary Beth Koza Stanford University
Director of UNC Environment Health and Safety This session will discuss the Why of Research
University of North Carolina-Chapel Hill Management and the How of getting buy in and
providing the resources for an academic
institutions.
2:40 pm - 3:00 pm BREAK

3:00 pm - 4:30 pm

GENERAL SESSION

CHANCELLOR'’S BALLROOM

GENERAL SESSION

Biosecurity & Ethics
Can There be Balance Between Security & Science?

Round Table Discussion

Edward H You
Supervisory Special Agent
Federal Bureau of Investigation
Weapons of Mass Destruction Directorate

Claudia Mickelson, PhD
Deputy Director, Environmental Health & Safety Office
Special Advisor to the Vice President for Research
Institutional Biosafety Officer
Massachusetts Institute of Technology

4:35 pm

Closing Remarks




EVALUATIONS




