RESEARCH PROFESSIONALS
Circle City Chapter Fall 2011 Symposium

Excellence in Clinical Research:
Issues in the Ethical Conduct of Research

Saturday, October 29, 2011
University Place Conference Center-lUPUI Campus
850 West Michigan Street
Indianapolis, Indiana 46202

AGENDA
7:30am  Registration and Continental Breakfast

8:10 am Welcome and Introductions
Melissa S. Mau, President, ACRP Circle City Chapter

8:15am Ethics in Medicine and Research, Lessons from Dr. Mengele’s Lab
Eva Kor, Survivor of Auschwitz and Dr. Mengele’s Experiments on Twins

9:15am Break: Eva Kor will be available to meet with participants during the break.

9:45am  Bioethics in International Research
Dr. Michael Kowolik, BDS, FDS, PhD: Director of Graduate Research, IU School of Dentistry, Adjunct Professor
IU Center for Bioethics

10:25am My Brother’s Keeper: Healthy Siblings and Pediatric Research
Dr. Peter Schwartz, MD, PhD: Director, Translational Research Ethics Consultation Services, IU School of
Medicine

11:05am Research Participants Perception of Clinical Trials
Chair: David Shank, President and CEO, Shank Public Relations & Panel Comprised of Six Study Participants

12:15 pm Lunch at University Place Bistro, 2" Level

1:20 pm  Ethics in Clinical Research: A FDA Compliance Officer’s Perspective
CDR Kimberly Martin, RN, MISA, U.S. Food and Drug Administration

2:00 pm Investigator Liability and Informed Consent
Dr. Michael Hamrell, PhD, RAC: President of MORIAH Consultants/Regulatory Affairs

2:40 pm Break

3:00 pm Developing Accreditation Standards for Clinical Research Education Programs: Competencies Required
for Research Personnel
Dr. James Parmentier, PhD: Associate Professor, Biopharma Educational Initiative, University of Medicine and
Dentistry of New Jersey

3:40pm Informed Consent: How to Stay in the Clinic and Out of the Court Room
Jessica Cox, JD, Esq.: Baker and Daniels LLP, Indianapolis, Indiana

4:10pm Q& A Summary Wrap-up with Speakers & Attendees

4:30pm  Adjournment



Course Description ||

This symposium is designed for all personnel who are
involved in or planning to be involved in clinical
research. The pursuit of excellence in clinical research
will be presented from the perspective of each of the
major clinical research stakeholders. This conference is
targeted for both new and experienced clinical research
professionals including research nurses, clinical
research coordinators, investigators, site managers,
IRB members and Pharmaceutical & Medical Device
representatives.

Course Obijectives

> Attendees will gain a clearer understanding of
the ethical principles in biomedical research
and the context for the development of
research ethics at the international and local
level.

> Attendees will be able to describe key
concepts and competencies needed to
conduct ethical and responsible research.

> Attendees will achieve insights on the roles of
the research players, how these roles are
interconnected, and how both study
participants and ultimately patients are
benefited by their actions.

» Attendees will increase their ability to assess
protocols and informed consent statements
in order to anticipate and prepare for ethical
challenges

Accreditation

ACRP

RESTARCH PSSO

WhiiopreLog
(ACRP) provides 6.75 continuing education credits for the

The Association of Clinical Research Professionals

completion of this educational activity. These credits can be
used to meet the certification maintenance requirement.
(ACRP-2011-CPT-736)

g v The California Board of Registered Nursing (Provider
igRN Number 11147) approves the Association of Clinical
' Research Professionals (ACRP) as a provider of
continuing nursing education. This activity has been approved
for 6.75 contact hours (11147-2011-CPT-736).

Continuing education credits earned toward clinical research
professional credits will be provided upon request and are
granted based upon attendance for the entire program. Partial
continuing education contact hours are not available.

Please note that changes to the program or speakers may
occur due to unforeseen conflicts or obligations.

REGISTRATION

Name:
Address:

Email:

Online payments accepted:
http://www.acrpnet.org/GetinfoFor/USChapters/CircleCity.aspx
Online registration will be open mid September.

Confirmation will be sent to you by e-mail within 2 weeks of
receiving registration.

Checks payable: Association of Clinical Research Professionals

Mail payments to: ACRP Global
This form must 500 Montgomery Street
accompany check Suite 800

Alexandria, VA 22314
Attn: Brannan Meyers
Email questions to: circlecityacrp@gmail.com

Registration Fees

(Please circle appropriate fee)

Registration Fees ACRP Circle City All Others
Chapter Members
On or before 10/26/11 $160 $180
Please Note:

e Last day to register online or by mail is 10/26/11.
e On-site registration is available by cash or check at $190

Cancellation Policy

Cancellations must be made in writing and must be postmarked no
later than October 24, 2011. A $20 administration fee will apply to all
cancellations. No refunds will be made for cancellations
postmarked after this date.

Hotel Information

A limited number of hotel rooms are available at a discounted rate of
$149 plus tax. Reservations may be made by calling 1-800-627-2700
(select Option #1). Please identify the CC ACRP Fall Symposium.
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