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Historical Events

e First human subject

e Vaccination trials in the
1700's.

e Edward Jenner (1749-1823)
first tested smallpox
vaccines on his son and
on neighborhood children.

e Johann Jorg (1779-1856)
swallowed 17 drugs in
various doses to record
their properties.




San Antonio Contraception Study

e In San Antonio, Texas, a number of
Mexican-American women participated
In a 1971 study to determine side
effects of an oral contraceptive.

e 10 of the 76 subjects became pregnant
while using placebo.




Tea Room Trade Study

e The study planned first to obtain information
about homosexual practices in public restrooms
and then to conduct further investigation on the
men who took part in the acts.

e The researcher went undercover and gained the
confidence of the men by acting as a "look out.”

e The researcher identified 100 active subjects by
tracing their car license numbers. A year after he
completed the initial study of direct observation of
homosexual acts the researcher distributed a
"social health survey" throughout the
communities where he knew the subjects lived.




The Public Health Service
Syphilis Study (1932-1971)

e Initiated by the Public Health Service, this
study was designed to document the natural
history of syphilis in African-American men.

e At the time the study began there was no
known treatment for syphilis. Hundreds of men
with syphilis and hundreds of men without
syphilis (serving as controls) were enrolled into
the study.

e The men were recruited without truly informed
consent. They were deliberately misinformed
about the need for some of the procedures.
For example, spinal taps were described as
necessary and special "free treatment."




e Even after penicillin was found to be a
safe and effective treatment for syphilis in
the 1940's, the men were denied
antibiotics. The study continued to track
these men until 1972 when the first public
accounts of the study appeared in the
national press.

e The study resulted in 28 deaths, 100
cases of disability, and 19 cases of
congenital syphilis. [Levine]




Ethical Problems with Past Studies

e Lack of informed consent

e Coercion or undue pressure on
volunteers (or on a parent to
volunteer their child)

e Use of a vulnerable population

e Exploitation of a vulnerable
population

e Withholding information




e Withholding available treatment

|khhold|ng Information about
® ris

e Putting subjects at risk
e Risks to subjects outweigh benefits
e Deception

e Violation of rights




Principle, Regulation and Guidance

e Ethical principles:

The Belmont Report =
Declaration of Helsinki
Nuremburg Code




Belmont Report

A. Boundaries Between Practice
and Research

. Basic Ethical Principles

» Respect for Persons *
e Beneficence
e Justice




Belmont Report

C. Applications

e Respect for Persons *

Informed Consent
e Beneficence

Assessment of Risk and Benefits
e Justice

Selection of Subjects
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Basic Components of Valid Informed
Consent

Compre- Voluntary

hension agreement

4 ) (their )
Prospective voluntary
subjects’ agreement,

c free of
ompre- coercion and

hension of undue

_the _ influence, to

INnformation research

\_ ) kparticipation)




Inform consent Is a process

Intial Conzernt Loss or (Gin of

Subject Capacty
to Conzernt i
Mew Rizk Information Studly Extenzion Ed d':'f Long
U Tam
Recrutment 2
Process '

Change in Research
.., Procedures,

Conzent Farm - Change in Drug Follor-Lig
Visis Status e.q., Lifetime for Gene
e.q. Approval Tranzfer or Cancer
Withdrawn from studies
harket

Ap— Cngoing dizcussion finteraction during study ity —
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A F AT T ~F = - 0f
( Declaration of Helsinki )




* 3%
® MAPNER e BT T ik T8 AR

eGP AMBWHEEN R LTS

\ B

e FRPBHEAMFAHL gem2 TEAR
o BiimPe o/ A MtESR® gk (TR 4
e RAA%AIE —Fp & £E

o %=




BR R ""~‘—
F’g//%‘/é" "L’Ll'—l—

SR B T ERR R

F’-ﬁ-?g '\4‘@7‘”



%%%ﬁ%%iT
’ ’;/\;J}'H‘J: HJ::‘%EJZ Pf?' B

G TEAEY - il
e SR aE N




e,

al,
M=

\
=4

[ TAR R Iy
DT AR

g &%@l.ﬁw

&

&
A

(\x.

2 Ll
~

(w.

A

&

Sl \‘..4

>~

. Em\:\v

Y



R E 2% (7 mB] %56
|

22~
,1‘
il

‘%%fﬁf#'i riE RS

BT e e R 2B

-1

24



—ng ]%‘/‘" 7 /, ‘H‘JE)J %56 l'+ (g)

CFRBIT CMERIE B
& X #‘“55?’*‘ AP I T LU
.1ﬁﬁ’%%”m4@$%w
2 %\0




7 m B %52 %

T L= f ‘LE.»'LB" F’;qu_/“ﬂé
X }'@/‘E'E\'%'

/r’]%‘-%/z_; F‘UFH o




R 2% (7 mp] %57 1%

o~~~%5 T A RUIEKEF » {7 PR

RRTE R E T A MRRE 0
s 7% Aick » F FREHELD
s FRIEE







y 4

v

>2Z 2 2
o ENIE%.%T’

o

o

Tev

’ \1

s N

R roul

o ¥ OE

R

~ B«

A0 a) = dp ool

ros B e A 3
I

=3 R ey o o~ o g

Bp o) S Bl oghop B OED
,m_ ~< 7\ N PN .

1 2%

7 i

5 8
s
1
¥

o 3




LR Y IRk 4p 5]
A

o ~ A §Y 2)’%*&,;‘:7 ﬁig-’iﬁ 7—“&3,&\»}:
bl BFRIE AR S
2 WEARY o e pidﬁpaﬂai:mfa%

BHECEF T ERE R LT

Poh e A S HWA L EAY Vo R

PERY S RS
i







'-.—;5]

I

o iy B
&EF%AA o I
Qo B 2 e | 55
MK ~ iﬁﬁ_&iﬂo
,l\iﬁmfa NW.M\IM,..F/J.._
ﬂﬁpﬁﬁﬁ%,%r
E -~ o A
#ﬂ.b@ﬂ.% \oﬁyim&mhn_.
2 oo B e
#&l.i\pnﬂ.‘ml}a&aa?
<N P SN
{RE o s 1 B ¥
m,mi.rﬂ..r,,fﬂlﬁ%
r Whfe X @2 | B
o FRE R e A
o







f%%ﬁ&ﬁﬁﬁi £ ha o
211121 % ?5 %04 =-0=0:= _‘{ O- =t

PR AHMBERIELYHES A
(/\>B&?E—T—; 7*\21%‘ PF".E,—»IH ﬁii

(1) HES Bax@ i?*m""”’ﬁ 35“1‘;?
%‘%°%€i—ﬂgﬁﬂ‘i B;P’T'UEF X R AL fE
27 a2 s REE BB MEEY 2
(‘L)«"!‘}%é_ég;h NIRRT ArE B2 R IR
FRF > LLPRAE Bﬂﬁ~¢»£f¢w«u@f@
S

(+-) ¥ wH R LI S o U T S
ﬂif%%@

(L= ) WWHIFTRREZR RG22 3P o

(L2) FAAZMERBLT 2 HF -
(v ) tp 0 HIZF° R824kt o




%‘ﬁﬁ’fﬁ-*%’pﬁ‘%i €z iTEAE
O- 5

21112F% F3 #0141 - O- 0= 1 X2

S FAERRIRETHAEP

() RFHFFL 5

1&@é$%%iiw%ﬁﬁo

2HESREANE LI AEL 22T g &
ids

’f] —%i'é??EML-#EFﬁ?’
SR F > X X 3FH ,.';31_/\133
FFB'\‘%"%T S w2 ﬁﬁﬁ;



V32X B AR AT FHEEERFL ZFE
e C:13 % ’ngxFi‘ﬂ prE2RIENEXBFHRLFTEE
2 F R R Aﬁﬁ%ﬁ%%~?§ﬂi‘
ﬁiw%W#ﬁﬁvfﬁﬁwOZf?%
i%%@ﬁﬁ(éé£$i$4
pra

iiil‘i’&ﬁﬁ;‘é.s{;wkiﬁv%;é ) R IR R
ARV REFRA R XFEERERE T ﬁ;éf*"éﬁ‘ﬁ‘ﬁfék’%\
R SRR FRARRERIC S AL R WY A
RWEELT S BF~ERFERM B P ECHE 2K
g An M FEARS o R k0 I f AL S g
A:REBRE 27 { IHfBREFIRIEL 2 TEM
B o HiFecd » #7 wd T3 LAt éﬂbi—%’! 0
(i) 1 REAMBRLA ML EE 2 WS A G AP
(NA) -




Reasons for PCF changes

01 Conform to federal regulations, ICH
guidelines, or state or local laws
02 Accuracy (to agree with protocol)

03 Coercive/reassuring language

04 Board-required words, phrases, paragraphs or
changes

05 Sponsor-required words, phrases, paragraphs
or changes

06 Duplication of information




07 Improve subject protection/safety
08 Clarity/ Correction/ Consistency

09 Created new paragraph

10 Moved from another area of consent form

11 Form changed from first to second person except
consent section in first person, as required by Board.

12 Required for investigator, institution, or
country (investigator’s location)
13 Submitted changes
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What you should know about a research study

»  We give you this consent form so that you can read about the purpose, risks and possible benefits of
taking part in this rescarch study. Please review it carefully.

¢ The main goal of regular medical care is to help each patient. The main goal of a research study is to
learn things Lo help future patients.

o We cannot promise that this research study will help you.

¢ Your taking part in this research study can result in harmful effects that may be minor or serious.

¢ Someone will explain this research study to you. Feel free to ask all the questions you want before you
make a decision,

* Aresearch study is something you volunteer for. Whether or not you take part in this research study is
up to you.

¢ You have the right to choose not to take part in the research study. Also if you agree to take part now,
you can change your mind later on.

+  Whatever you decide it will involve no penalty or loss of benefits that you would get anyway.
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Informed Consent Evaluation Feedback Tool
Dartmouth Hitchcock Medical Center, Le



Applying Research Ethics (1)
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