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The Public Health Service Syphilis
Study (1932-1971)

Initiated by the Public Health Service

Natural history of syphilis in African-American men

Hundreds of men with syphilis and hundreds of men
without syphilis (serving as controls)

Without truly informed consent. For example, spinal
taps were described as necessary and special "free
treatment.”




« 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.

« The study resulted in 28 deaths, 100 cases of
disability, and 19 cases of congenital syphilis. [Levine]
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1: susceptible to attack

2: susceptible to criticism or persuasion or
temptation;

3: capable of being wounded or hurt
4: susceptible to physical or emotional injury




i =EZ : Vulnerable

» The term vulnerability is widely used in the
conceptualization and study of psychological
stress and human adaptation.

(Lazarus & Folkman,1984)

- Individuals may lose this capacity because of
physical illness, mental disability or while
under circumstances that severely restrict
liberty.

(Cynthia & Gary, 2002)

» Those groups that may contain some
Individuals who have limited autonomy, i.e.,
they cannot give informed consent. g
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National bioethics advisory committee
(August, 2001)
Cognitive or communicative vulnerability
Institutional vulnerability (1##2)
Deferential vulnerability (T E&E)

Medical vulnerability

Economic vulnerability il
olicy Issves
in Research

Social vulnerability P i N s
Participants
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ASH = OHRP Home > Regulations = Human Subjects Research (45 CFR 46)
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About OHRP Code of Federal Regulations

Renulatinns

 Subpart B: Additional Protections for Pregnant
Women, Human Fetuses and Neonates Involved in
Research

« Subpart C: Additional Protections Pertaining to
Biomedical and Behavioral Research Involving
Prisoners as Subjects

« Subpart D: Additional Protections for Children
Involved as Subjects in Research




FoHLRS

B3

ﬁiﬁ%%ziﬁﬂﬁi
ZAEFENBIR -

= Z 7B

Fi/i 79111(

s IR BT ARG iRy - BERE

BEAmREEAL
» AEUEPR -

AR EEZZZHERERKREITTRE

EREARE ;

Sr 557 2
Z2h

7l B R

BRITRBEENA - [BEE

BENEZFE - LfE

*xalimEa AR R

MR ERERE R

ENIAN - BEEAANEE

UEEREARE -




%;"%'1%% 31

ERaMEBEREASGEEE (K

i

110 &£ 04 H 09 H)

F21%: HRBEE | FEFER - B BEE (£ ) iR
B %5 ,Jlféﬁ%j] Y APTEEIRIR « B2 et E&EAR LM
BHERAERE - BEAEZDBHERIFRESR -




9

(]

-

IZ24% - BA53 - HiLE 5
o REAMBLAZHE

.?' .

'8 ,. A 1\.‘_

. A2
i -'A .

' S
Woxdve |
| 1;.:‘

!-- g

£ o

LTSRN A
LN

WS

e P!
'”l ’




PI2Y%% - a5 ~ s
REARFELARHEZNR

R ENARRENIRAZE « IBE - TERREIAREL
EI’JiLs. - NSRRI R -

RERFRER KRB R EMEIERE
RERZRBRIAPELAESRIARZHE

=




2o BES
Phase Il BV =5l & ?

I
i (BRRABETNZ) | (REEBEENS)
BRI 0 ;
P [ & P O X
EREAR 0 0

X RMNaom A28 OFRKE ?%TL,("}‘Q

P ¥
"""

S i



PURBRMFEARREA




.m.m.hs»!v

15145
. BIEERRIRBHEEE - HAEZIBAR - RZHAEE DA
ERZE -
NEREERWNESN  BFEEZ=WENR -
RETIHEINESRER
HARBEMEBIR ZZG
BECHEZOsEERREAE
M EBENHNE




Z’]’J\B F!EEE‘EREE,J_I_ IEEEU (2-1)

EZHZEREDRHUBHE (BESNAEYC)
FEEEIERY - (T2 - B4R - RAZFmEM - B
588

. REE
A

HERAERE

. EREEEBRARFHENGR - RRZEE ~ %15 ~ A
i S A R ESRENBEEER L -

. BENEZESEBIEREM

. FPHAZ EmogelgES it B2 ERE HE 233 - BEfSEREA
—TERNEEHEZ I

= OH
Il‘r

]
Wrm

5. ERMBEEZEZERA - SEHM - FHAGNRENBE
. BEMEERIAZTHENBRNTE




/N EEx SR E R _IRRR ..

=EZENRUBHE(EBANAEYC)

7. RERTHMEBEEE - FSEEN - 1EmEESFEE
ER{CANGE - 1EMmiEE B BBt R AR LR

8. RMBBERANEERIARMIRENFE - SREEEEE
EEEEENEE R

9. EEBHEMNME - B - BRASFUEEREZAIHH
o] DUz & 3 R BV 1B 72

10.EREAKSRBEMAYRIG - WoJLIERFIAIEE: - HiE
kB2 R = IFREERSE - MItERESMABE—D

1L RENRESERNEESREELE . SUSEATH
MR RBBE

12 BEREDRE—BABOBEED - EUEED - M2
REM  WEEH - EEBRRWARH - TEERD

/.y?' o .
/:'f';’f,gkv = 3 3




AREAFACIESE ANRSEHER ?

*U/\ 53%*& Eitnuﬁ QEEAE,P:.EE:K %A
B | (SHEE | (BEHEAR)

- BRI ) o
SERR | BHEE

olDizEmlan | BISEHEES
EiSHES | Ril=

B =
= B [l b X/ 9 X X
o E 5 bz O X
(BEREN O O ?

XiE__R;,&%T_J;‘:QLi O%ﬁ%ﬁ%ﬂl}lé}? g T




[ ) -I )

[ J -I )

Agﬂﬁﬁj'bli 1217R(1)

rEzRREERERIN  UBREBENZRFARK - E

MAMAEREEA DG EEZUEMMFRHERICE - £

TEEltl:. PR -

REITEREFETEEFBZAEAANRAS - INSHIE

1y

nﬁi%ZﬂE °

- EEEXERBALASHENGRAEZMREHFEEE - FEU
PR -




{} Aﬁaﬁﬁnli 5121&2)

i AARE  S—IJEREERERSEA Y .

« BIRFITRENARRHNESZAR - BSEAARZEE
REASBWMAZEE ;

- REBITRENARREEESTZAR - BEHIZERNEAZ
B AZEE -




PURBFABZHEZIAR

(EF:

« BFFEACRELILAE
RAEAFARHFRER -
HY1
« ¥{IRFANERE - 2VHEE
ME -
- EEEHRMFABZZERE -

ﬁ

fth & im

TTRYRUR MRS -

N

IZHBBAAHEZER -
5 R ARYIBAE

4

H fE S (K

FRIERB O BRI

ik 5

ERRIEHVE RN A B R B kB RaRYAD & -
m O] = Z YIS &R

Fim
=Yl




URBFEARZHEZMRRE
- R RMEIB R R SPGB AR - WEEBEIMNY

{ReE -
o« Rim7BELZARRKE

S

=\ - EEEEEREARED

EREE -

« m/BRIAEZRREAN - BEERAREENEA

HEARSUHERRS -

» THE~12BZARRFAN - RIRREEREESE -




PURBFABZHEZIAR

o fl/NEFE(minimal rlsk)EI’Jm WEHBXEZH
—A*‘F_JEZIKAE’JH

- BB /) E BE (greater than minimal risk) -

- BIRGEAUEEEENES - fEEEBE g2/ EE i
HE ; Al RA=R% - 2V EREERREMER - %3
AXBZP—AFORBANEE -

« RAMABESINHET R ?%%UEI’J*IJ”  RBSNHMEAR
Mz - RAARKEHNEE  ERZHBEDARGRE - B
81T . BHIEBHER -




PURBFABZHEZIAR

e ok U (greater than minimal risk) -
ﬁiiEﬁ% EE&*U - E PRI FEE RS —
lkl=(m|nor increase) . - FEENEERESHER
,EEI’J ﬁﬂﬁ)ﬂ’l‘ﬁﬂ B ol sEF RItE A EEZAYAN
a R MBEAXBE AN R ERANE

EO
LN




\] B33 =
L ?—E 4| EIEIN*I




= it% 7y %E'@

. BEGALTIES - ATMABE
. AR D BB -

§5-|:

ETASHEA

Wl

- FRASERFHEANALR - FEEHEENZSHERRTZ
SERBFERIR
- ARBREAMEHEEANWAE - FEEEEAZSHARZ

BTHITERR -
- BERLBRSHIVET - AFLUERIER -




g ————— W ——————

'[F_)_lg | | %ﬁﬁamz
| ITHRAEEE &

99. 11. 17

AP HuhE T 10341 £ b BR 47365
% A& 125233303
BEEARTEE BFFE 8590666646856

112 : :

: BT HM44E 48 pashirle ZOV.Iw
SR E B B K — F 20138 spb 3 g
R 3E

- L — = =t

BEXBM: PERBE9EILALSE
BFW D FRAF 099141433158
A
FERETERESAFERR
it

EF  AMBRRFAZRE  FEBBAR IR/ AR AES
B® (IRB) FE ARSI EE > T ERBAENEX
AOBRBHREREEEREM B Z R 23R4
RREEARABENGTREAT R -

by R S BT, o L T - N R R - N A T O e T 7L R B ompkd omy e o s o g

60



ie B -

Elj $ AW
FTE R AT & oR

M0 sk C 10341 £ ab 70 MK 368

% K : 2787-7498

B eS ABLESE C HRAL  (02)278T7-BODOHTS92
25170 & #5448 # - pakanchif@fda gov.iw
&7 L7

&

Sxam: PEREIOFEIR128
B TFH - FE2BALTFHI0014015936F
i B

EHAMEESRREFENR -

4 -

I E FodMNIMAHTSTESPERSRBRERETERE
EiEtroL¥ LR RFEAFIECHOCBIHER T3
09603176375k 24 "HAMMTELIARERY ) F=1
ZHRE EBFEHFTLGT FrERS AAFATHE LA
BREEEREELE - AF o THYTLEMAfTZE
SEREBRLIMESTE  pHFAZTVESRFT2H
F-HFgEEFEErMm-F E8 -

W R AFOIFE 1281787 F B F F£09900319455% & @2 -

61



PUREBEN RERZRF A
‘ "%‘\l ‘-it%




PIRTEBEN RIRZAFEA BRSNS
. MEHREEOEER 2 AS EEHARMNER -
AIRBELUL BT RARERZHME -

- FEME MR ERTRRRENRERREN

- EEEHRHEABEZERE - HEEAK - B
B 2B AEBHEZER K -

W B EAREE ) EE TS EAA AR R

~




PUREBEN REAZ A FARZHE

- ERFHERBBEESER B /IRATHIBERZ
- AEHENZEENNFSERE  RElBZEERETUE

- IS EHAFT L RE BARVERAEE Y] - MEEERHERURE
RE I APl &R - Hﬂ?%}i"t%% R TR SRR -

- BEFEENEFMUEGREHEZERNEADEE
2EEANEE -

- QEBERREWONESZA
. EEK%‘HXEEE%:%ZA
SEaiafiEeEl - MEBZEETAERRNE







PUSHIARRSEZIRR
- BAEREIH A MR 2 ARESHER - 46

ae tH BE E L L R i S AT
- RRMANARSFERMARAEERE MRS
« MAMMZER - BARBEMABMINA -
s RBRFTRAEREEURERHBERINENHE

tiS= -
- FEZEEXHAZERESHEMFEMERSRIEIER
U= - HiE ZKEL,(?ﬁﬂ‘xﬁUAé,fiiniﬁ Z
/?E BN : —AREESEARS ~%Z§ﬂma§~ ¥ on
g - :_E B’tE?iTEE?IEkE:' RENEES -

E

\\




PUSHIABZEEZIRR

- EREETAR/RSMAEMIIAREZZ =R
- BURMABBSESHMSHIRAZEREER
- TR RAVEPREIE I A BB FIER E IZH S

ASRAENEFRYMBERAAMSAZ TS/
- ARERWESEMZHANEE TS

BRI E B IR F BHESRKREIR

- EHMERREZFAIHER - REEEHR
FIARISE 2z =AM R FHEEE - WSS HER
REAMBEEE -

- EERE TR XA




PINAE ~ SRIABBREE R 2R

o IRBEZV—RE W AEANILHANILBRIEA
0 SERANLBREA

0 EHEAIRAAL

0 B5J5K P J=5 L Bl

0 BERVDEEX

0 BRI LA REEERMEENRISIRERA

0 R #E F 452 A (122 6)

0 ¥ER S ERYE =042 58 of fi 21 (A IC # 7 A 48 7
HEEA




ERAXHA

') v 3‘ 2
AW e D
-"w‘.‘_
By
~‘§ 4
-




VIRERRZHEBZRFR

. ABTREBL5H
- BISRRERERENE - 1582

£ g+ AR 5
ifEEE - MESZEERKEZEE  HREER Y S
% - IR -

- AIIEER - AREFEFNSREBRZAESEIR - HPR
RERKREEXKRAGREEKRATEL -




BT )45 %€ 1% £+ it 3T HY O BE 2 P2
- HEAFAIE
- BIEGENEE
« AR REERERANAGE










- BEEH - 328 - B
- B NMUFERA R BUKE

- UBREERS

nERMRHREZEE

4 4%

ey il

Create

/P

Monitor

|

Control

Vulnerability
Management
Life Cycle

S

Risk
Assessment

Scan & Ticket

!

Temporary
Controls
for
Critical Risks




