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Responsible Conduct Research




Significant RCR Events

1990 NIH RCR training required

1999 HHS Review Group on Research Misconduct and
Research Integrity

2000 PHS Policy on Instruction in RCR

2000 Online Instruction in the Responsible Conduct of
Research

2001 RCR Educational Consortium
» 2002 RCR Resource Development Program
+ 2002 RCR Program for Academic Societies
» 2004 Council of Graduate Schools RCR Project




Why Research Ethics?

It's not only about research misconduct — It’s
about the responsible conduct of research.

Everyone Is vulnerable

It's not always straightforward
It's survival skills

“Ethics Is Integral to good research.” (michael

Zigmond, co-director, Survival Skills and Ethics Program at the
University of Pittsburgh)




RESPONSIBLE CONDUCT OF RESEARCH (RCR)

- Data acquisition, management, sharing, and
ownership

- Mentor/trainee responsibilities

- Publication practices and responsible authorship
» Peer review

- Collaborative science

» Research misconduct

» Conflict of interest

- Human subjects

- Animal subject
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» % i5 B T % (Nuremberg Code for Human
Experimentation) 1948 % 7 % o

+ A% B F 28 ¥ 5 (Declaration of Helsinki)
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» Willowbrook hepatitis study - 1960s.
- Human radiation experiment -1944-74.

» Tuskegee Trial - 1932-72.




Willowbrook Hepatitis
Experiments

» 1960s -

ey were likely to get it anyway™ !!!




Tuskegee Trial
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Tuskegee Trial
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Tuskegee Trial

o 1972 A bl 525
« 1973 # =+ o
- 1997 £57% £ W& LiClinton = B i 41 o

“....what the United States government did was
shameful and | am sorry.”




Tuskegee Trial
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- %22 kB ¢ Belmond Report (1974) o
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Assurance (MPA) -
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The main tasks of the IRB/EC
WHO qguideline

1. To assess the scientific merits of the research

2. To verify that the research Is in conformity
with the laws and regulation, especially In

relation with the protection of human
subjects

. To evaluate the ethical acceptability of the
research
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(OHRP : Office for Human Research Protection)
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»1999-3:
»1999-5:
»1999-8 :

»2000-1

»>2000-7

Greater Los Angeles Health Care System.
Duke University Medical Center.

University of Illinois, Chicago.

: Virginia Commonwealth University

»2000-6 :
: John Hopkins University

U. of Oklahoma Health Sciences Center
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The Collaborative Institutional
Training Initiative

(CITI Program)

Called The Collaborative IRB Training Initiative before




e 80% of AAHRPP accredited Institutions
utilize the CITI program as a

component of their HSP educational




Biomedical research

History and Ethical Principles

Basic Institutional Review Board (IRB) Regulations and
Review Process

Informed Consent
Conflicts of Interest in Research Involving Human Subjects

Records-Based Research

International Research

HIPAA and Human Subjects Research
Genetic Research in Human Populations

The IRB Member Module - ""What Every New IRB
Member Needs to Know"'

Social and Behavioral Research for Biomedical
Researchers
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» (0 percent of pharmaceutical trial are
conducted outside of US in 2006.

» About 40 to 45 percent of foreign data
are used by FDA to approve medical
product.
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SIDCER

Strategic Initiative for Developing Capacity In
Ethical Review (SIDCER)

2t & TDR™

—Special Programme for Research & Training In
Tropical Disease, UNDP/World Bank/\WHO
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SIDCERT™ z_# % #3

- FERCAP E'f = b ¥ Forum for Ethical Review Committees in Asia
and the Western Pacific

« FLACEIS if'_ﬂ i ‘;""" Latin American Forum of Ethics Committees
In Health Research

* PAB|N ?k«-‘/“’"" Pan-African Bioethics Initiative

* FECC | S i %T Forum of Ethics Committees in the Confederation of
Independent States

* FOCUS i 4y i*" ?\2 Forum for ERCs/IRBs in Canada and the United
States.
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- WHO : Operational Guidelines for Ethics
Committees That Review Biomedical Research

WREMETE AEE
- WHO : Surveying & Evaluating Ethical Review Practice
- AAHRPP : Association for the Accreditation of Human
Research Protection Program, Inc

- NHRI Forum-- X 8¢5 % | ¢ Pk







