Bl =B P il < 8 TRk FE AL TR R



= =] BT 2
ﬂFﬁ£ 7

Py A FRESPHFIEAR
G oa s SALEI R ~ p AR %2 BB e
R - i B EIFAR
f'x;ﬂ;g RN A I Y E . e
Ao B e 4 B B AR o
Ly e vl 2dse o 7 &
H4%ﬁ@wmpikﬂw4%$$ R TR R



Research

A systematic Investigation, including
research development testing, and
evaluation, designed to develop or
contribute to generalize knowledge.

* The major goal of research : benefit
other than research subject

 NOT research (No IRB review)




Practice vs. Research

Shere
Ll

* Practice: interventions that are designed
solely to enhance the well-being of an
iIndividual patient and that have a
reasonable expectation of success.

* Research: an activity designed to test
an hypothesis, permit conclusions to
be drawn, and thereby to develop or
contribute to generalized knowledge


http://ohsr.od.nih.gov/guidelines/belmont.html
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Four Levels of Ethical Practice

Ethical exemplar & # admirable® % ¥
Good practice B % passable & ¥
Substandard practice =¥  vulnerable 7% 33
Unethical or illegal i ;= culpable 3% < &



Bioethics

Science asks “Can we?*
Law asks "May we?”
Morality asks “Should we?”
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RESPONSIBLE CONDUCT OF RESEARCH
(RCR) . F T 7 {7 &

Data acquisition, management, sharing, and ownership &
Mentor/trainee responsibilities & fF fo 3 4 i ix
Publication practices and responsible authorship ¥ i & {-
i/

Peer review fr #:¥ iz

Collaborative science & 3% ¥

Research misconduct* % #= 3 = %

Conflict of interest{] z =%

Human subjects 4 %885 %3 7 B

Animal subjectd =& & 1= 454k
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Significant RCR Events

1989 NIH set Office of Research Integrity (ORI) to
promote RCR.

1990 NIH RCR training required

1999 HHS Review Group on Research Misconduct.
2000 PHS Policy on Instruction in RCR

2001 RCR Educational Consortium

2002 RCR Program for Academic Societies

2004 Council of Graduate Schools RCR Project
2009 NIHE 37X 3"e= 3 A B en& RKp 3
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Thompson DF. Understanding financial conflicts of interest. N Engl J Med
1993; 329: 573-576
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» Three Primary Interests i & 1 &
— Patient Health and well being
— Clinical Research
— Education of future health professionals

- Secondary Interests =% & 1| &
— Financial gain
— promotion
— grants for research
— publication of research results
— desire of fame
— family obligations
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