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1955 Wichita Jury Study

7_4v® ~ 5 % jury decision-making processes
> 454 @ jury deliberations
>F’“7L»/E’ %Pp‘g;ﬁ L]J é,:rf'

» Basic concern : deceptlon was used In a setting
where privacy and confidentiality were critically
Important.

12



1955 Wichita Jury Study
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1962 Thalidomide Experience

> Thalidomide : 1950# & #* K5 2 4% % i e
P pET LA s A iR B

>3F G ETA 08 4 s %

> ol = a g &8 % (The Kefauver-
Harris Bill)

1962#10* 10p +j B s g (Kefauver-Harrisi2

%) 2Ry & ﬁﬂﬁ'%@'»/E?FDAﬁ'—— ey Ly

ML TR o L. g‘z@,ﬁ-;% B2 /]m,,_?:%/ﬁwé%v‘ =gl

oo ERF X FF il & (informed consent) -
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Willowbrook Hepatitis Study

» Mid 1950s to early 1970s, New York City
> I Bi—i"(:}};‘si B AFIRDE RFF L RARE R w
» & »~ iWillowbrook State Mental Hospital 5 &

IR F R Rk B AV A AR T
> XRFEFRLE FEFEN T
FOAFALRFPER R RIA X2 T

i

Krugman S, et al. Infectious hepatitis: detection of virus during the incubation
period and in clinically inapparent infection. New Engl J Med 1959;261: 729-4.
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1960’s Chronic Disease Hospital Study

» 1960s > = 57 Jewish Chronic Disease Hospital
> A IF @M;}% G4 X m/}% 2

R LARS D :i&rfa B % ST

> B imie i~ X IRK X i ?
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1970°s Contraception Study

> 67" San Antonio— #T#F R AT 0 FRIFE T S G
B4 eP TR PRy R B 2

> Py LR RASEE B otk

> L84 fe ¢ active contraceptive pills vs. placebos

> AL iR~ & 0 F &3 Inactive medication

> % A& %25 3% 7 unplanned pregnancies
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Cincinnati Radiation Experiments

» 1960-72, Cincinnati

> F RE S TE L OH|
» Cancer patients : = % 2 2
iR R L KRR

X
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The Tuskegee Syphilis Study

> Tuskegee Study # % B 3 % 2 0 s
Belmontsg £ v %

» 1932+ Public Health Service¥z Tuskegee Institute
Afed = 8 U Macon County¥t 2 X & =483 p
2R AR e i

> & ¢ "Tuskegee Study of Untreated Syphilis
In the Negro Male."
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The Tuskegee Syphilis Study
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Maron County Health Department

Alabama State Board of Health and US Public Health Service Cooperating with
Tuskegee Institute

Dear Sir:

Some time ago you were given a thorough examination and since that time we
hope you have gotten a great deal of treatment for had blood. You will now be given
your last chance to get a second examination. This examination is a very special one
and after it is finished you will be given a special treatment if it is believed you are in a
condition to stand it.

If you want this special examination and treatment you must meet the nurse at
on at M. She will bring you to the Tuskegee

Institute Hospital for this free treatment. We still be very busy when these examinations
and treatments are being given, and still have lots of people to wait on. You will
remember that you had to wait for some time when you had your last good examination,
and we wish to let you know that because we expect to be so busy it may be necessary
for you to remain in the hospital over one night. If this is necessary you will be
furnised your meals and a bed, as well the examination and treatment without cose.

REMEMBER THIS IS YOUR LAST CHANE FOR SPECIAL FREE TREATMENT.
BE SURE TO MEET THE NURSE.

Macon County Health Department



The Tuskegee Syphilis Study

YV V

1972 First news articles condemn studies.

1972 Study ends and participants compensated
with cash and continued medical treatment.

1973 Congress holds hearings and law suit
Initiated.

1997 On May 16th President Clinton apologizes
on behalf of the Nation.
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The Tuskegee Syphilis Study

» May 16, 1997, one of the survivors , Mr. Shaw
says, “we were treated unfairly, to some extent
like guinea pigs.... The wounds that were
Inflicted upon us cannot be undone”

» May 16, 1997, President Clinton apologizes,
“What was done cannot be undone but we can
end the silence...We can look at you In the eye,
and finally say...what the United States
government did was shameful and | am sorry”
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Tuskegee Health Benefit Program

» A congressionally mandated program

» Provides comprehensive life-time medical benefits
to the affected widow and offspring of participants
In the Tuskegee Syphilis Study (> 3 million dollars,
fiscal year 2004)
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Tuskegee Trial e15% 58
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f& ]l\ (IRBFF % )

> 7 & ¥ F i3 L Multiple (Single)
PrOJect Assurance (MPA & SPA)

> 6472 kBl — Belmont Report (1974) : Ethical

Principles and Guidelines for the Protection of
Human Subjects of Research

(The National Commission for the Protection of Human
Subjects of Biomedical and Behavioral Research)
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IRB: institutional review board * %83 % % f ¢
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OHRP : Office for Human Research Protection
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WOHRP 257 5 2. % b

1999-3 : Greater Los Angeles Health Care System
1999-5 : Duke University Medical Center

1999-8 : University of Illinois, Chicago

2000-1 : Virginia Commonwealth University
2000-6 : U. of Oklahoma Health Sciences Center
2001-7 : Johns Hopkins University

C 0O 0O 0O 0 O
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Helen McGough, Director, Human Subject Division, UW
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{}TP:E{‘ Z_ 3¢ g’J”J:’}lJ—?-

> | agree that the medical center will not pay me for
any injuries that | might sustain as a result of
participating In this research

» | understand that the institution will not share with
me any profits received from the sale or
commercialization of any cells developed in this
research

» | understand that | will not sue the sponsor or the
Investigator for any negligence
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Milgram Study (Stanley I\/Iilgram,1963)
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Milgram Study
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= 2. % ; DHHS regulations
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> Research-related costs : 525 3
AE h’ﬂout-of-pocket expenses
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» We need to do a better job than we are doing today
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» You will not be charged, nor will your insurance
carrier be charged ...... The sponsor will pay

» The parts of your care that would normally be done
as standard treatment ...... will be billed to your
Insurance company
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