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(1)Z £ p A BB (the principle of
respect for autonomy)

(2)* & % Rl (the principle of non-
maleficence)

(3)7 & & B (the principle of
beneflcence)

(4)*+ & & Rl (the principle of justice)



Bioethics

Zoplied Eiies
Bioethics

Animal welfare

Medical Ethics




Bioethics

» A science of survival in the ecological sense, an
Interdisciplinary study aimed at ensuring the
preservation of the biosphere.

~Van Rensseelaer Potter 1970~

» The application of the principles and methods of
moral philosophy to ethical issues arising in the
life science. ~John Harris & Soren Holm
2001~
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CONTROVERSIAL: Protests may shift stem- cell research from America (above) 1o Asia (lefr)




Special report: How political phobias
twisting research and technology.

Protest may shift stem-cell
research from America to Asia.



Media: Manipulate mind & :c L &

Genetic : Manipulate body & #z £ 4
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* 2 i T = (Nuremberg Code for Human
EXxperimentation)

+ A% B F Z8 ¥ 5 (Declaration of Helsinki)
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Public Responsibility in Medicine and Research
PRIMG&R | St fespoasioitiey in & g Y g

Home About Conferences Educational ARENA Resources Contact Us
Programs Membership
In the Spotlight

FRIMER celebrates Thirty Years of Connecting and Protecting in 2004
Come celebrate aur 30th Anniversary at our 2004 Conferences.

Contact Us: Mote our new 3-digit phone extensions

190%74.9004 Conferences ARENA

NG 30 1. Mar 28-30: 2004 Annual IACUC Conference g The Applied Research Ethics
Ny H_B_: HNational Association (ARENA)

A

May 3-5: Conflicts of Interest
Privacy/Confidentiality, and Tissue Repositories:
Protections, Policies. and Practical Strateqies

Membership:
% 5 Become an AREMA member today!
Pocting and PO < Reaister

PR TM &R ) . MEW Learning Packages:
: SRS Oct. 28-31::2004 Annual IRB Conference - The Art of Rurntintg a Successtfil IRB Meeting
- Tive Art of Rinninng a Successfil IACUC
Meetitngy will he available on CDROM soon.

Drder the At of Bunning
Conference Attendees save money until 4. 30.041

The time is Educational Programs About PRIM&R
always right
to do Bring PRIME&R's Educational Prograrns to your is dedicated to creating, implementing, and

what is right. institution. advancing the highest ethical standards in the
conduct of research. Through conferences,

Public Responsibility in Medicine and Research
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Tuskegee Trial

+ wIZ P - Belmond Report (1974) -

« ¥ > 7 5 F 22 ¢ Multiple
(Single) Project Assurance (MPA & SPA) o
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 Willowbrook hepatitis study - 1960s.
- Human radiation experiment -1944-74.
» Tuskegee Trial - 1932-72.
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(OHRP : Office for Human Research Protection)
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»1999-3 :
»1999-5:
»1999-8 :
»2000-1 :
»2000-6 :
: John Hopkins University

»2000-7

Greater Los Angeles Health Care System.
Duke University Medical Center.
University of Illinois, Chicago.
Virginia Commonwealth University

U. of Oklahoma Health Sciences Center



John Hopkins University % &
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Ellen Roche, 24 y/o, employed at JHU
Health volunteer in a asthma study.

Died on July 2, 2001. Inhalation of a
non-approved drug.

» Lung were destroyed.

A\

A\
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P TRk A B H R enim IR 4E(1/3)
EMEA

SEES 1 TR I I
Was there really a need for this clinical trial?
CHHR A s & A B 2
Best active control treatment or placebo group?

CEBTEA R LA AL P A LA
ﬁ,’l‘ o

Has the clinical trial eliminated obvious bias and
deception?



L IRk RS F B g 2R 42 (2/3)
EMEA
« B R OALEE 0 i BIRk A R A S
St T A A X REIRE K ?

Are sample size and statistical power adequate to
show an effect If present?

R RRE TR S A R0
Were patient’s chances of receiving an active
medicine acceptable?



i TRk iRk B F I eniG IR 4(3/3)
EMEA
C R B TR K2 R R 2 e 9

What was the safety of patients entering the
clinical trial?

s FEPTRERRIHER LT ?
What type of patients should have been entered?
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AAHRPP

Association for the Accreditation of Human
Research Protection Program, Inc

> 2001 & & *
> ZEc i E w-),;s ,\,z 3% i 4 OHRP -
> pd Shei@ED RSl EEN R
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AAHRPPRZER %

sz A & 7 #F(domain)
» 1% & (organization)

FeHANRERLIA eI R AE >
(Research review unit, including IRB)

»# % +# (Investigator)
» 3 £ - (Sponsor)
> % ;é—*ﬁ (Participant)
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