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QIH}X{O| EEIM'%I‘ General considerations

0

A7 B Aol o) Aoirls $F okt SAY Al =S
2 FA AAke] diRE2 ofuRt fRe op|RtTh of Zhel=atelof

A FA(intervention) 2= &0l 147 ¥ 55 +Aste dl ARE &
U A= AzHou ofn Q%‘EM e NEY, Abd HAL oA
22 293 oherst ZIRelE , AA JAE B} e, ARe] i
(objects)& T3tct, qu}(procedure) ghe gole dE S0l M= A=Y
o] QrA M Aol Atthidol gt AHEE Algshe A7-2sa ettt
2= AEZAKsurveys)2t A (interviews), UAAIE, oS A=

=

(electrocardiogram)@} 22 U E & (monitoring), B HF], 22 A H(bi-
opsies), FAIEY(imaging)®rt ol g} 29 ul A (randomization) ¥} ZHo
Qo] el AL EHE WS Eekeich

depee] A7 FAS ATAAE AFAAEA FEE
o lge ez 27 pao et 4o olshE, A
ATRAAZL AAH, eld, ASH E 2 el dtharm)S AR 7}
S40] of A% HLAolnt, T WAL shel A (magniudort FH4

(discomfort), AHAE $Igt A|7F 281} o]F 5o T EH3Kinconve-
nience)0|L} o] A gsHA WAste w2 A= sfete A
ofmjgich, AIRE Al mEAT = AL A9 HHA - Ak)E] 7}
A, & AEY A% B Eﬁb"— SHAZ17] $Jal gt A Aa S A

A gl oJal gl os2 stk =atel 1-9e] st - AL
A 7FA] 2ejal Aol Ate] iﬂloﬂ et &5 A, 28y A5 A

L] HAHAHO| L ZHRIHOI 0t o~ 19



o AR - AR S 7 9l 5 S Gk Aele] ATo] &
of17] Slal AA 0 FHe Aol % FoE shz Aol

i, ofE Y2 FgehE 4 gl dlE S0, A A=l

2 -
2 7o) Bl A9 91ge] FelHY 4 9, A7 AFHIE o
A B

=
o2 ATE 5] 93 I ARAIS 2T STk A

Lolo] A3t 93 —0]9] H|&(risk—benefit ratio)S LAISH=A]= 4=5H4
Aol At E(algorithm) 2.2 EEE 4= ¢ltt, 23]8 YF-o]] nl&o|
gt ke Ao I T} Aol AHIAQI o]elof gk AlFeE Bk}
A2l FPH7] ol A =EHT, o] Zhol =Rl AAlE o] = A
= SRkl Ae) Hejel B0 HeE HAsl] ffs) o= Aot

Al Ao] ZA A olar 7|Q1A Q1 o] o]} 917)-S At Frold XA}
3]} Fosto] W7l Aol FasthIo|=2k2l 7-2 G Ake] o] ke o),
ol F4lo] o]olu} =8 7Hs3 /F S A= AE A Qo] At
oldd g A ALY 7wt a7t B E7] woloh, 1 Ay
Aol 7HQ1A]] o]elg H7lel= AL A7t s Wt gt S2gt
oleE a3ttt o] A2 Aol Hold g A ALz 2ke] FLJollA] dofA]
+ Aol 7P ), 22 AT §13d-ol9] HlE-E A7) X wet
A ¢ Qlo, dug Aap, AR, At 9l Ao AF

I A olaL 7H Q1A QL o ofe 714 o= Ao Jitt,

20_Jto|=2fel 4



IHEHQ! HAE STHL HEXI0 Lt Et
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CHOICE OF CONTROL IN CLINICAL TRIALS
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General considerations for controlled clinical trials
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Faduhd e g5 %OF oMe, SA9 adE El2Es] 98 7
7XH(sham interventions, &YZEAe] AHE-S QL8 4= Q) B &
& AP AT &ote AT A RO WEA ES T,
A Eﬂi%oﬂ &b Agtoiabs Tl AulRt o5 AN S 5 Qi
e AeE, AT dxdtol &ohs Aol at el s Fuof
B El(cathetenE A Udh= AT T2 52 % AAp7t o] fofd 4= Qlek, 1
el Aol &3 Azt Ak Aol ZHElE 7L 7 KA AR, Bt
&3 Aol Rte] Aol ZHEE7F 71 AR b=tk ZPEALR Q1% ¢
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flefolut A48 SA ol FAE B Sl A &3] & 4= Stk

Hetez, GAIER SJofEol Blal olw] FRE o] Qe antael A
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=
TAt A8 SR(AIAHE foF anE AgAer vlust

for

ll‘ ol
ful
2
30
in
po]r
B
2
l-'O
Wi

N

S MRS QRS BAFORH ATRINY BAS HEF,

vhure 2, oln] Bsol Sl ENAl AL AT A9H2 vy
oA Qs EMAQl A0 R oA YA g APl Ik ARgakE
Aol s QA 02 | o7} ek, ol Sol, vholg Aot &
% el o.z clapsbA WAShs ofe] W EGtingo] Uk, oo By

wo] gl WAL B4 wiel o3 ohdska RnA Y 4 AT, T2 A
sh weto A T2 Eol ojgh wAle] Falo] the) Alie 4 gl 23
Ao] Q& 4 ol oleig Al oln] o] Gl wlALe Xeizlel
weto A ETFAIA|O] ol BEFAS] whitel SIoF TS A
Aol wokgold 4= 9tk

USAIZHOlIM Ol 4= 33



= R . o
IIKE'I:E_ OI: jl_l.c_,!-x_-ll I_| Ol'ﬁ' Compelling scientific reasons

[/
2
EN

E i
=

(placebo controls)ol] tjgt A5 Q= 78HA] o]+ UATA]
=
=

A 1oF dizt glo] &t ele SAeE &3 = A

-
=i
o
4
%
tlo

°f Bl
(M2 o]E B4 Wit(assay sensitivity) 2Fal ghe}] SRR}, 459
S TekA2 o]0 ol Tha T} e ASE ETIT, ofn] SelEle] 9)
L A0 FA] ik QA whgo) g chaal AL, Atele] Z4o)
Fotal APHA 3] E(spontaneous remission)?] H|&0| =AY, E= AL
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Ao Bohy BE Gy 2318 o|2uA sl5u
S DA 9Ioke] AE7I7HS Fofobut Atk SleFe] that UL
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menn'eh GeHRY WAL SO M B BolE 4 k. ATALA
L Qatol7} SA RS ABIOloF SRz 7|EHthreshold)o] AREo

HA, 10| =211 49] =gol A =0 i} o] A A= ARAIE
o] 23 &= 53 A5 TlofE ] ek KU e F(safety monitoring)S Al5-ot
O 24 QIoF-t2 AT S22 FaFS Hastsfoprt gt
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A, A2 Sithar] 9171o] 9] G Bek uHA el o afel (adverse
events)%h BT A St AL ul, IoF Fofof w2 1L vjojs
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Placebo control in a low-resource setting when an established effective intervention
cannot be made available for economic or logistic reasons
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B AT AR GA W7t ol AASt AL A7
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A 75 2As] Aol 55487 AR (equivalency triaD 2=
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=
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HE7H] oA FITHOIIERQl 2- 224 Aol A 8= d+t
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C o =27HY] AT HALm AR O] E(health care policy frame-
work)e 2gfsto], o' FAHAQ YA AIE Aldste WAl
et AS Zdste] QFAIEO] B F A AE fls) AwE A
B A7) 918 29 o] YA oS Bagthto|Szel 6-
T Ate] H aatol gt v an),
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Comparative effectiveness and standard of care trials
ticho] A7 e Aol tiall, st T T oo ofn] FREof 3l
= ANAQl 2| mHol EA R, ARl YL AT A gl sl Al
2 O A5Re AR 4 odnk ey ojegt A aHEY AhA R
2 A A ok Ad Ed Eet ofn] EE o] Sl ankARl A eH
of thgt A AA Q! & (systematic reviews)HRE of gl H] g oA+
(comparative effectiveness research)= 58 drolght} v d 7}d1of|
A FEA RO R IHpEE 27k I o] SAIZE A vl H]
WEANASF= ofd 279 FF0| H U AIE EEsteA] B o Wof
994 4 = S A A sk AE B o vk AaE 9
U= AlE iR E HEE sk vHAE A (marketing studies)[H 2+= ©]
£ 9EAf(seeding trials)o] 2}l et of BalA| Q1 ¥t S5 H A ¥ o]
T8 53 v ANAFE 4SS HEsliof i), Ataelfldel= A
WA 739 AFEHAE A, FFAIRDE SUsA = o
mﬂiﬂﬁ¥ﬂﬁé'g?@ﬁﬂﬁ”%%££°ﬁ]@%ﬂﬂﬁ&f§ﬂ@
SAE AHESHE A GRF o2 A AAZIAY BFeHA] ool &+
3}1, A5 =0l YA A& AR o5 X Ao} v o, A
= e 25 #EE 99 24 oE 4 o #EA 5 H 3K standard of
92 ohx] 1 2 @R o] FEAIA|(standard practice,
F2H7F HQlth= ol fRte s REEA] Ao r TheEE A oy
o, dAtgkoiAtol iRl 1 X4}t wofoput shmf ZhAf A o] i Q1A <l
oojo|u} Ao| AFS] A ZHx|of whAte] A HSHA W Fe o] Fofolvt gt

(O1o1E2fel 4-A+-of Ao 3L 1A} o] ot YA D).
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CARING FOR PARTICIPANTS' HEALTH NEEDS
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QIHEX{O| 2 ALEH General considerations

oz gt Aol A7t walALHe) d3e RES
7He AL BAEs IgdE B7sk, A gaTE B ATA
b ATHAAE B, ATE S Foh ALEAS AL
S 5 G ABAES SURIT BHHE QHATE 33 978
A ool Azt o 222 Zglch off Aol AT Bk
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4t} ol Figh o]l US> A& FAol et A =4S
Ith, o] BE AsollA], AAtet AR A AERtolRte] A% &
Hi2lskar ofof tisl TS Hojopgt gt AtARet AL ArE A
Foiabe] 2472 Hodk 4= gle dtto] Sl& o o]SolA| ol& f6k= A
A8 o] A (principle of beneficence)ol o8l FFslElch E3F AT A/
gl52]2] Y2 (principle of reciprocity)o]] a4 %= XA}, A-FFeAz}
+ AFATE 71 Sl dlolHE AAsES i, Al AFAe Al
A7y 259 A4S A717) 18l BagE g oy 22 & WEE sfof
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HXX|E Ancillary care
JukE 0 2 Aol 9o obdelT felxlel £uS gla) Ba o4
o7 ZAE YAH R AYsFAY AL FEAH]| A(health—care services)
2 AT o5k glok. IYelE Seka, AFFIAT BT S A
(prospective participants, A& ¢l dG2Fei o] 7| Z(inclusion cri-
teria) 541717 7] o] Aol 52 4 g 52E AT
A7t ATeh S A AT Gl ACE WA, ATAE Aol
Bolak 4 g7 B AR o5ty AR WS 2e|RA ofst
A A=2ME FAsFoloF itk o Afolle 1 dHE AH A=A
AsE 4= e Bl FAZAD dFoAE U7l Aol A+
AlA gHiH e dn E oE FeRe d7AE 1 AHE anEe
AR AEde 7P A o e Rl AT =Rl sl A oA
TS EAANLH Y] AR 2N o] F 7heohA] 2 e QU o] 23t ARl A]
Bz 2 ®(ancillary care)E o] BA AlFd A= FR7E FA0]aL, oo
gt AHe AT-geloIgs], kel dTat 22T s Frke] e} v
Asto] s} =olg Fof Al Ea el 8 Wast oick. wEhd o
T7F A7) Aol AtE ol obd Aoy thE AAEE ofv] 7t
AAL QAU 7HAA| 2 AtRtoiRto Al A 2E oGA AT AR His)
7t Hofopt A S0, 3T A9 EAEALH S F3f ol
A&E 3l = AL E Aol A=7F AlTE AJA ),

o

ﬂJk:

A7t B = XELE L ZEX|Z 2| g

Transition to care or preventive measures after research
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Continued access to beneficial interventions
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Aol M Aozl Al SHt oloS dFEe AU A7 JAE]
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o7k Bv= ARTE A97F Bk AR 713E F4toll Al E oloF
git}, o]t AtollA A&AQl ALS g d(extension study)o]l 23f
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AJX XIS Q5 A Information to participants

A-eARE ARl efsh] Zoll, ddA o7t 2 & ARz
Agho] o g Fu|= o] =] T2E]al Aol it Fofl Fofet A&
TAE o= A TE o AeAo tie JEE Algdotobtt gt AT

9] 521 o] dof| AL HEE AFEe A Atbs SEHA & 5
A(unregistered interventions, ©F& Al#s|71E TA] k2 FADE H= A
of w2 fddo] gt YEE Algrtotopdt ghrt, wheF dAttei Aol Al Al
H B2 w7 e, dAgtoldte AR Ao tigt RS Algt
ofof sfaL, o] JH = ﬁ:rLo SA L AR | R AR} HEksHA
& ojof g},

XG2S fIet AA1E SHof o2t =2

Access to study interventions for communities
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QUHIXO| 13| A}5} General considerations

ATARTE Aol Frojshes 2= A HAte]e} 2 52]0]al 2]&20
2 IS B AL g AL A9} 1 A GAE7F Foets A5t
ol thgh RS Uehli= Hiolth, B3 A ARl o 4E4
A ol 71018 5= ek 7HA7F Sl 53], A AR e] Hols 55
off oJsf of=fet A7} HrokseiAl= AT ofyet Aok et o]9] ¢
T e AGARRIRe A BAshe ol ot A 9Ate]e] 4=
29 o= Algke A2l &= olal ARl ]l 7hA| o AIE BTk A
= weth A9AEe) Fels A7 AR APEE o] 98l HIVel
o] Yele A= A (stigmatizing diseases)©| Q= AFES EEslo] A

Fouf AolE Aehe giio R & uf 53] Fasict
AGARE A7E 38 A o] AaL Qs ARRETe R FAEA] o
%E}. E3E A ARSI AP G2k ol AT} Qs AFR]S) o BhE
TR, Rt oy}, A GArRlE AeiAt mald skl
?“*6}4 ojSUANE L AFZRAES] ot Aifo] YL 7
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ojuf 71 ute| thE AltET A ARk xZFete] A4S W= dol 2
[3F 573 Agko] ol Ao ek, AARE At Ahe SEg AR 9
ot 9] AAE S8l AlsE oot gt

YEHERISL BYZTE 40| o]
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), AR &7, A9 Z|df o]ojat A ARl 1 Lear T1Ao]
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Modifying the informed consent process by withholding information in order to
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maintain the scientific validity of the research
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Special considerations for waiving informed consent in studies using data in
healthregistries
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COLLECTION, STORAGE AND USE OF
BIOLOGICAL, MATERIALS AND RELATED DATA
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A|'3|‘ General considerations

0

QA& A (research involving human biological materials)ofl= 22],
47), do| @4, W%, B3 DNA, RNA, T2, A% .
Bl i 7jeh Aejo] mgE 4 ek, olefe AARAE
A v 4 °‘7<1”P T2 54 AAE A g, FH3EE (autopsy speci-
mens), 2ot Q= Aoy AR ARl AN 7]SH A7 22 Ee Al
A eHE(bodily wastes)o|ty WA ZZ](abandoned tissue)o| A L2 7
oltt. =S 54 d-=Ae Aol BAH R +HE 4 QAL gx
Aol A2 =7t gle o' A Hapy g daprie edE 4 9l
th B 1 BAols AR AFZRAETE AR A= Al
Zoleks 7IdE 7 A-EAjo
AUk, E4E At digt FHA
“H(longitudinal studies)E §JgF AA| Al 7 A& Ax(bio—repositories) 2] 7}A| =
de] A=A o ol=e 52 ffsf A4
A4 HlolE, 1L 5ol A7 HiolE 9] At IAE
et 7= 885kl fsf AT dAlRHE
o] A=t

o] 7to|=iRloflA Al ESolehe gole ARE dAlfrElE
olofl #HH dlolef ] ol Hisf AR, dAEE2 ol dole
i AT QA feElE23(large population biobanks)¥t Ag A9
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AgSl= Af-olle A g ook Sttt tirkro] AlES ALY AR E
A Hlo|E 7k Aol AR E L F-5Ad(common good) ¢l Aol
AREE= Aol HEshA] b=t ey A= QAlfEES] A7 He
ARQIAIEE 7154hS YRH 07 o] Zhol=aRjle] A&E o] Sl HA
YZ(mechanisms) F dfufof Jsf Z}419] QA F-gf&o] ulefol] ARE-== A
of tiall A& Ql7leloprt gt dybA o & QA feEe] sAEE T
Aol 5ol 3E AT Hegt S4do] dAIA] o7l dwell, 1
Aol FAA 5oE g5ohe A2 B7Fsstet webA AR ES vl
o= TAA s gk tioke g wolsold

Z
- %lﬁk :‘“E’é”i e A=l HE AEE Awdaet BEE

7.|H.II_J¢Governance

A BT} B lolelE ATtol ARl IRt BHo R A7 Fof B
WAL E= A Adkolut A molA] "= Adeft—overs) & ¢1to] Af
517] 93t BA o7 Hitels 7|2 2A4d ohea) e ESo] 1A E

AMAA FL2(governance structure) S 7FA| 3L glojoft sir,

rlr oo

A=l of e W Qldegal entity)of| 7] EFE=A]
715K (donor, A= B HolE ] EA7F He ARDEREH
9] Q17Hauthorization)7} 09| 5%=4]
57kl Qi oA B s
J1E A7) of| AHolA Ql7le] WelE WA S

[SA7F 8A8HA oF2 ARGl ZISAllAl F7lE ofoF sh=A]9
AR5 AAsH] A%t AApel whef FlEojof At 8 A5HA] o2
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A= A(quality)e oJEA T2l E=A]

715AS) AAI =T 1A A ARl o] Aol gt v (confi-
dentiality) oJEA| 2| = =A|

a}50] _/;—suﬂa A5 Yol F7F 2 o A3 stollA] AAFEE

o A7 GRS 5 Al I AR el

] SAZE A4 9 QIA o] ARG AA Tl TRl FEet R
A57] 3t A48 v A Y S (mechanisms)

SOl B e M AtEieke] Fel&el FAlparticipatory en-
gagement)7} O] B A ZA & =A]

QA digt 24237 /HIA RS ojd T EX2 2E ¢

i

oA ALlEA Y 2ok 9}% A= old %?%H ?i%‘ﬂzl
AT2HE 9] o]ofo] teof A AT AL R 7|5 =A]
AF-ZFARP7E A2l Hiet SR AEE Al L] Sk Adet v
U=

dAfrelEe] 2E A1 dejeh BAF g WA B

rE

2E AWdA A 2AEl(governance systems)= 2] 2] (principle of
accountability)g wheof kL, A4 A=} B gloje o thgh %
Ao HelE frAlsfoF gtnh dAlRAES Ea AN, FFA ] & (final
fate, A7)0 Be 4 F ol AR FRH) Fua Huo] o3t Fo| £
Aol P WAE ZAT ATl A FAZ W 2AL FufstAL &
SlsfjA = o Ht,
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Aol Y QAR B golEE ARk RE Aol gt A+
AgAE Al dslo] AlEEojof star, weF 7|SA 284 FoE
et AT Y Ysle AR JASHES Aol 71SA] <))
S soE W Well 52 EAsfopt gk, vhoF AQkE ARgo] 7]
SAkoll oJaf 27k AT WS Holue A2t et Basi, o
T3] o] ZholEeile] & SHE AFH 919 3714 55,
(€)) 594 HAIZE HA] o A7t AE 7HsshA] AU AR 3E
= Aot (2) A7 A% ARA 7S 7R Qi (3) ﬁ?%
-‘rL%WXI%OM ol50] £af%le Aol Ha9S dAl ¢ S
ghthe 2o SSE T A%E o ‘21% QA2 = (historical materials)<
ARgSl= At il ZHelE FEet FEe oFt 590 8 4E WA 4
ATHOOIE2FQ1 10-F-2eF A Hofl of7t 5-0]9) WA nF HA| D),

ot

e —1> AN

é

_—I_Li."x_1l %gl Specific informed consent

A=l A EE BAll A Ee] B Aol A2 Aolzhe A
. 2101241 990 Mz E|o] Ql= whofl w1412 57t
1S Eofopdt gt AR AlfElEel AR EE AlolA SE8 AE

[e]
.
i
2
32
fr
o

ot $918 T Selo] YE Aftol WIOF FRU ARl O FUS T 5
92 2 HeeS AT WAL el W H AP FRE 4R
of &I Sl AGE 4+ 9l 7|31E AFolor ArkoloIS2tel 16-3

= =
ek Ao o FoE T Hol gl s gL R sk A7 A,

E:'é!-le % | Broad informed consent
8 FY= FY7F =] el FF Aol ARl He HAAE
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e R e, =2 Fofe dAlfelEel ":T e Aol ARgEE A

Ashot Gk, AAfBL AL BH, B 2B /2, AR
o skt Aol that 4, 71347} AAGAESY Hekzel Rk biobank
custodiam)8} A 4+ Gl Wt QA§Bo] Fo 44 Aol A
FHE R0l ol HRE AL APEE 4 Uk B, QA GehEo] A

71z A (basic research)l% —*9—04?-(apphed research)qF
Y A&l & (commercial purposes)= gt ZQ1Z] o { 7|SA 7}k
QAT e wagol Sl 7R} ol 2t raARo) oA o
ol AA|, A& Ys= AjtE A, Aol thigt AgA

AR} ofelg TAHE AFES FHUE RS WA ol B,

O

i

1o

OQIRIQAHES 085N HTE Y5t 25 ML o3t SEOIR Uz}
Informed opt-out procedure for research on residual tissue

QAFA] ZIgtolut |2 o)) B QRSB 9] 2ol 1A S Eresid-
ual tissue)o] wl2e] Qo] BAle] Bjate] Hrks He 7 v, <l
AsAE 712007 150 AR gEe] 24 150 AEit ool 9
ARt ALGET A7 RS She 2, AR AR FAHOR A
o Qi ATLEAES Yo AHREL AL S8 AGAL o), A
A ARl o2 HolEx) e ATE 95| QLA EAe § Ee
AR} glo] ALGEE AL B8k Aut 2 @ 7h HEAE AT

SHe AL T A Aol Tet BE B0l Al o]

[‘
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), AFAE GBSl YST ZET AFALL olF o
ol ALET 0, BE Fi B4 AAFATLA] Bkl ol
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COLLECTION, STORAGE AND USE OF DATA
IN HEALTH-RELATED RESEARCH

CIOE7} MYE M, 7|22 O] EO[EE

= +3E A7 ABSE A
(authorization)2 E5517| Y5t HH{HA A|A me 7

|AEl(governance system

Off chgt 217t
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= A A Al AHl(governance systems)< A1 2] U2 (principle of ac-
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Research ethics committees and storing health-related data
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EE AR5l Aof tisl 224 5 2|(broad informed consen)E 3§+ 7%
2t A2l sl = AIjEE HlolB 9] Aol Z|SAtel| s EsHA &
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Ea_'él'x_-ll %9_' Broad informed consent
E2Y ol Forh H) o) GF ATolM AgsiE W9 WA

S-ETOolE2I 11-QAFei &2t w4 dolH e ¢4, B, AR X
i), A S o 22 ARES Aok gtk dlolE2de] &
3, wpe] 2217} 712, doleleqel] sk 2ol et 2, 71t
glolg28) Hotta] A databank custodian)@t Hgkst 4= Q= =)

El7} 35 Aol ARE= Aol disf FEE AS Aleis 4 e W,
glole7t AMgE Ao oA 4= A= &7t Ao FA I W Fol o]
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Informed opt-out procedure for research with health-related data

24 B} ¢
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o

s, F85 Ao ofg §ERAxinformed opi-

out procedure, 83+ A= o5t ARAzH7} AFEE 4= Qlt} o]= dlo]

o) R AL EThE AL olulg), $EE Bro] ofF SEol AR
Thed) e ZAES FEok At (1) BAHe olgjdt RERREATL &

Aahehs AL AT Bart ol @ AR B Aust AEE Be
7} 9lek, (3) B A4 HolEl g AlE 4 olrkn 52 Bast ot
(4) Bl A AHA19) Hlolel7t ol 2 AT 98] HakE ALgE

= Aol sl wehe 4 Sl A s Aol AR wolof gt el 54
Aol AFAE FAA FAE TTA FIE WAH FE Ao 9
3 5912 S afobtt 3Tk, (1) A7} dlolel o] 47k = A2l Tt A
A919S H $1F] WARE A9, @) A7k AL A 4%
S n|A| s)4o] AR A, (3) FHePde] okl oA g7t 438
S A 9olth ATR UL ATl it WAIHQ S Huo] o
FO} REEA ]R8 Aok dh)

BLEIS|O] U= BIO|EIS] 2R Ap Secondery vs of sored dta
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%9_'9_' ;g§_| Withdrawal of consent

7154 250 WA helele AAIEA Tea ulgRgolut £4 glo o
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o Wl 715ARt 250 WA Hhelele] o) AEE 4] ofa) Tl
wojof 3k, Fol7h Ha|E golel 7 =AY 715Ajo7] ehelojo}
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Authorization for research with archived data

TAA 52 (specific informed consent)Y XZZ2A 52](broad informed
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HoRs 35S & gle AEE Alvshke 45 dFsdddele o=
glole o] ARgo] HYBtE=A]9] o s AT Bart ek 59 glo] ¥}
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Hl%ﬂ%" Confidentiality

7% T HolEl vy BEslat YuE Tk 4 ok, webd A7 B
dlolEE Aste Aol o T3k WS BY(confidentiality) & EXJ
= Aoty AHO| pR I A2, whef T A H L A3 A SE T,
B0l 2A7} =)= ZHRIOIA @litharm), HRl(stigma), 15 Zefgt 4= i},
glole 2ol thgt Aelo] Q= AFdES AFAolAl &4 st HolH
(anonymized data)?} F&3HE Ho]E|(coded data)Ft A&l Hlo]Ef 9
izt A|3ARe] e AlRFeko =M o]t A H 9] B (confidentiality)&
F37] SlohH TS Helsobut Btk dlolel Sael i Melo] i A
HE2 St AR o3t FoE ESsh= oA AAAQL 715 A A

HAE) 93] s SARARaY oplet g 2719 FA of
gt HR = Algsfopgt gk, dlofe 2ol 2% dlojel= gt A ¢
S ofE|ojopgt itk AR} vloE 2ol Z53t ATk HloJElE o]

AFoll AL W, G5 F A= Holeeue] maHRel 3l
oft gttt AFAN=E 22 AHEEUAY ZESHE HlolEvt AR 4
At} = glolg R ghe] E_i}—UH%J(cross—matching large datasets) 7|5
do] wobrlol whet bRt o3} 7he A HA ° 2ol B3t o] ¥
2 gkgol ARElolof gk, HlolelE Wil Aol oleleldaS, Hol

ERoIA] 7j2l el Holel(personal data, 724 Ho] 7153t Hlole])E
AAL 4= = 595 FAshE 2ol o Fasid Holt}, o7 fiof Al
H AMd 2 Al A"l (governance system)2] %&T?_]' HHolt}

AL AR} A2 Holelzl AR TR 49, ATAE B4 4]
2he F4S S8l HlolHE T wf AHelAE ;‘éie ElRCA= Ml =g
FAZE AFRAAE Ahele] Fo)E B5sio] Aelo] Bt A
2 o HolEEs A28 t(Ee 45st & ol Ayttt T2 A
E Aol ATE 913 ASEE 7] 20] W717] 913 A EAk personal
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identifiers)& @731 A%, QA7ARE AolAMA) 9 Bagxe} vgo
oA HEE AANE AT U0l Amsjopst drh, ol
A7E 93] HolE o] 71312 ol7] SlslA A1 o] 15t HolElE
Sl AL WolSol 4 ok, hEHon WHe uEsy] Y8 Holy
H] A 95K deidentify) 818 = =2} ol HlolE|e] Tatael 71xo]
9lo] Pelol )= ATRE AFaA FHo] Wiold Bzt g,
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chlEIEél-gl 3._”:" Limits of confidentiality

glole 9] 7|54 = dAsHA v'E(confidentiality)& RA2OF dF= A-FA;
o] T QlojA 2] ALt vURA Hl(breaches of confidentiality) 2.
Z QIR FAAQ FAA Afol digt HEE Algotoptt ghrt, vlgEA
< Bt 22 37HA] o)y ol ARt A WA, AE Avds
Z(governance structures)7} QEI2He HloJE7} fEEHAY Eddste] o
olgjof thgt Hgke FoflhA] b2 A3Ao| ofsf EE5H = oFhe| v F-HH
(background risk)o] Qlth, = W17, A= the Ex25E 9| golE(d& =
of, 7%, 1&71E S et tolEy ZustH HolHE Ae
£ AHEo] Tiele AT 4 Al sk e
Ut E3F A 3Kidentification)= A7 4=

of, 22 W) B A7 v 553 4
= 501, sl gxhol| 7 4= ek, of2] ZHA] frAReE S A oA

golEE Los A2 MAds AT 7ede 28 4 AR &3] Al

S|

=l ESH AR AR EA (whole—genome sequencing) ¥} -2
BA0] 7]4S B3 TE2EE SAARE AH o ol AHE 2= Q1A
ot Al A, vjR{Z] 7} Elojof k= H|o]E(confidential data)E 373}
£ 501, &7 APHAEoA = EH A
=
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Fakth nb AR, (AR A8 998t AR TRe AT
%S 244 WA VB ML 5 9, A=A 257 2 Acom-
pliance audit staff)> H]L-3-A]7} Eojof sl= glolgof tjgt HS Qs)
72U HEL 5 Uk WD RASE AT See] golHe o
A9} olek AR A= A AtdoiAE oAl o= ofoptt
st 7 wlolof GchotolSatel o-F-4at Are] o3 FoE & F o] 9l

E s

RS

r°1'

= % D), HiolHE AEsHA elwstste Alo] ol HdE, HolHA]
ol Al 71 Q1 Hlo]E|(personal data, 7]{1AE 0] 753t HoleDE AAT
T Q= TS FAIskE Aol At ffsl B SasiE Aol wket
A OJAL QoA HAIE AWM Al AEl(governance system)2] S Q8 H
ot

ries)2] B|oJE1 S AMgSHE AFRRAEL B LB T 7|3 249
A2l LH‘:"IF@%OH wgtE|o] Qe dlojE] BAL Aejslik: 412)E g

Znte| et} 7|3XP7L S (2T YA

Return of results and (un)solicited findings

53] & dlolEH|o]A(data bases)7} ARE|O] Qli= HlolE 459 Wtof A
+ HlolHE A5t =& AR O Higto] dAE=A] opd A 9] o Fe} gt
oF 7|54} YRtk o BA| H=A7F FER FE| o3k o v oA
SkalA| WA E|ojofat stc) 73R 7 R4S okgie HEAARH unsolicited
findings)o] 2Q1E| 4] Foba] opfE A7} gitkal 25t ehlsh= Ae WAt
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3t= Ao] glojel&dolL} BFTo) faiE A rZRRAEO ER o] oltl=
Aol eks| 7| Eofof gk,

71527t Yok A9 Fagh Aol A 9] Y5 AR T 7
Sl vigke|ojopqt shth= Ao] Xtof| P50 A1l Q= Fejoit, K
o] H-8(packages)olt st AT (subsets) S 5T o= Q= 7HsAS Q0]

otz AlISA F9(tiered consent)= 7] FAbol| A thFgt YRS a1 75
A7t ZAAES AR =S ARl digh o @ FAIEES AAlEelA
g = gls B 7R A"Ro A AEsHA & 4= Stk debdo R
SHreturn)ol| i3l ot -2 37HA] AejdFo] =g

7} grete] 7ol HgteteH BAA B, g4 Fada

>
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o

2 7H)3 glofolt Tk, ol Fat AREAL BARE Z2Hel YA
2§84 KT Qo] AR T 5 9l net dolgt A4S 9
AgE|ofok Siek, W B81A] EfAol Lt QA FaAo] BT Jut

F15A0k0] AraEe Faf 71EA0lA AREE Fo] A5 ke A

& olulgich, S el gllsl SR S04 WAL 1A

H|0|E| 2L Data-sharing

AT, A=A}, AEHYelE e A FUHA S S8l
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L.IlolE.l%chq_Ql 111|£‘H Closure of a databank

gojeleo] A 4%, s Aoje] BAY Gelste] A% B
glolele] a3 o] dolut #715 $lat Ago] S loof Fitt,

HIO|E 230l A0 KAHH Ho| U= F7124 XY =R E 9|
C|O[E{2| H2tn} AL
Storing and using data from low-resource settings in databanks
o o] Bl 2342 A A1 A Q1 &4 (global phenomenon)o] =9It} T &+
okal, AR AR Aol e = 7Eet 2192 dlolE o] A ARgoll thet
I Sl o] Zhol=eRelef] A S| Sl Aol F7H o= A]
o, Ags, Ao FE 008 34T Huljo] it 84+
ohE 7holEeRelell AsEe] Sl AXH AR Al sl =7tet A2
T HgHckoro|=atel 3-9 ol Rk= 2l
T Ak AR qlof ol Fdo] FAgd3t full, 2tol=2tel 7-X] AL
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REIMBURSEMENT AND COMPENSATION
FOR RESEARCH PARTICIPANTS

HPEOXL= WEH|QF 20| G710 HO{ohs 52 HMHOR UMsH= U0 Tl &2
ORZ HIZHMS otof 510, EM(inconvenience)Zt AlZH AQ0 CHHME B2|Z{Ql
HALS H0L0F $HT}, E4AK(compensation)2 2FXQ! Zi(monetary)0| ALt HIZHE0! 2
(non-monetary) 4= QICH HIZHAQI 242 A7t #H gl= FRULAMH|A, Q2HY,
WSAE E= 1 40| 0[9lS Zaks! 4 QlCt,

B2 TRHRI HARAFOXIZ 5t0ig 152 Of L2 HHO| Histed G20 &og
20 SOYBI=E R 4 US FERE P2 A, & 2EE 2
OlM= o Lt oiE X|HO| AR} Hsl= ALE0IXI0)
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|
Ol(undue inducement)0|

{$t HI & H(reimburse-

re
on
=3
2
i
rot
Il

102 _ 2to|=z2tel 13



7|.0|EE_I.(I)_| 130." EH% E]g Commentary on Guideline 13

HFXO| EE:IM.gol- General considerations

[
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i

ZhdH(observational studies)2} &7 -H(intervention research) 5o Q)
of ATHOIE 4 U@ Sol, WFUDY FHRE oS AT A}
514 §ojoll 7]ofsi] SIT 18-S MBS elofof shul, mhebd Tejgt v)
ol ohah el HgRAS Wolobit T, EaF ATHOIE ATH
2 Qg AI7F 429} 11 9] EH(inconveniences)®| Tl 2 A3 HARS Wb
ofoptt dtt}, BAF Tl A5 fls a8 AR} A7)l st
 AREel| BlEsof ot HA 5L s A B e =7t

A Al L g ez ARgste] Alrkslofof itk koAt A e

g 98 Sy AT AL WA thelt At A7
A7aeiR 5ol ololo] @ Zolehs W AT Ho] & 4= gick. A
A, A5 78 S oI5 good et ShamyE © of7|e 4 lrt,

X5} HAL Appropriate compensation

EZH AR A7 R EE w5 7Ee] SR 7)o weEp ARt
of whg EHI AIZE Q0] thef ] AQl HAlS wrolort gttt HARS &
AR Zo|AY v A AY 4= 9laL, Aot §le A2 A U, 9
BHY, wsARm, Aoy &4 Ale 5 4 o, 53] A4 R
< Hddow risks)& 2otz B, AFRHofol tiet 2 AlEshe Ae

HiFgh 5-¢l(undue inducement)o]] thgh 215 A7|81A] F=tt,
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oZ 9= Eg Unacceptable compensation

WA AT} Brab 2 SISt fiBel el B A <lula)
& Aol ofujeh BusT} Aziol o) ek Solck, vty xake) 5%
& AP} H451)2 Belohz Al 483 Aol <t He,

=35 el gololA Aol 2l oloke AgaA] Sh ATER}
Slalo] Z7latol weh, mAfo] RkE 4918 TAT 4 S Aolehs S
ek AL g, AAeiAfe] e FAAS BAToI BE BARS AT
oA} holF 159 H L Betoltt Huak] 743 gl 159 Aol
uslo] A USRS 5T HER B ACRGE elolol i o Ht
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v
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L BRA0l AFFoITt RO AT HALE o] 2 A4l
Tt wstel clatel Holg 4 9leA| of

o QA AIRe] AE T ABIHAA o] vl Tl KA o)
of uAbS Hrhelobt Siet, AYe] AEAL FA) ATa S nr ¢
Aefe] A-gelgiaslol ofa) o F BaE 4 ook g AStslefe
A A1) A ABlelA] SR GIe] FSolw A 2
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Sizet HEo| oot IS & SHO| Y= AFo tiet 24

Compensation for persons who are incapable of giving informed consent

Z53} HHo| o3t o8 3 Lelo] gl AFRS B FA(guardians)o] 2|
3k AWAA olejo] g Aol ek 4 gk FEE Ao g B2
T ol g AES Aol S SlEE aRwe WHoR WS
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AYuke izl Ql(legally authorized representative) -EH|2} 71 9] 2]

A - ZHu]Gof Tt vl A o] efof HAfE AlEA| ghotof gk, A3t

o2} Rl A Hds Aldhe Aol dEAY B, AFoiAte) abEd

S0l Ao o] luhal sjA AFATE ARt Al HAAS AlSSHAl &

S SiAY ok Bk, A Aell i Aol ofg FoIE T Helo] gl
e

A9, BARL A7FelR Helo] BAo BN Y ofole o

oL 3| 0|59 Eé,l' Compensation after study withdrawal

ALAE 271 B o2 AR AE AolAl "I =(with-
draws, SEEHA7|2) 49, i Aol A= 1 AR-7EA] 9] At3toio
et WS wrotoprt e}, ARgtoiAzE At W Sfjtharm)= Qlsf A+
NN FEEEE 4, o]t s Jtol=atel 14-At T Flsjof digt
A7 &b BAFo AAE]o] Q= 2 X EEojoRrt sfal Aol ts 714
¢l BARS kS Z}A o] Qi AR 219129l vE4=(noncompliance) &
T2 AN At RE FrEEA AR s A, ATl
Aoz oA A G| 2et G419 AU ARE FA @& 4ol qltt,
oAl mE7t ofd I 9hY] o] f2 A E AlESHA| Y ATt
A& 50| SR 7|9 Hrof nlFsto] K-S wolokt gich dA+t
A= ko] Al olshe As WASHA e AR E dtol] 95
FEsk7] 18l skt ol ko] Aoy SA7E 23k A7t B wibA] B
Fae AR RS HReiAe oF "o B 9 202 AE
L1 e3lof GJal Sl=|ojoput shar, FEgh Aol oJgh 59 Aol glof

7f =] ojoFgt ghet,
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TR OIMIE]| 3 Studies of financial incentives

AR AtoA] Atoiate] gt 244 - S22 QIAIE H(incentives)+=
Bl efebr|Het 11 AR A Aol Het, A& Eol, 5
o[A E= AEHvouchers, H-A) O] FEj2 AlF = QA EE 270
gt AAA ol g S5 £HORE HAEHE 5 YAWEE &0, B4
oo ok Aold ARE A&k 2D A= digh anAl 5715
o]o] AojE 5 odEst
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TREATMENT AND COMPENSATION FOR RESEARCH-RELATED HARMS

HAXQt HFQRAtE 24 HE A0 FHojeh 2oz MMH - Y™ - A2IH 5
(harm, TGH)E &2 HTEOIKI7E Z{HE AL 0213 LfsHo] o) FE2X|2t FEME
S @S T OfLI2 Yatet Y50 tiet BT BE XO0|2ts XS ETaH0fDt etk 1
it X2ot B2 ER 2 =
SO 2= AAE - YUY - AeH LsiE 22 HAHEX0A O|FO{MOF Sttt &
THOIZ QI3 Al 32, AAHNA BY7IE2 HYS BE Bt ATt AFH
K= 7 2 Tl LSt REX|Eot 240 St H2|S Z7[SI=S 2720t = ¢

SMED| Qe SXOBD 43
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%!Iﬂx_-llod -T'-E:‘AI'gol' General considerations

LA AT 4 9, AT /19l that Azlo] R G mA 4
ik, webd Q1o wlE saol oek BRA RO Bl that AEe %

o
tlo
N
)
Kl
9%
rir
pad)
rlo
N
i)
ek

ok ofje} AlgAolc

FEX|set TR et A12l=|X}e| oF

Obligation of the sponsor with regard to free treatment and rehabilitation

Aol Aol A= 217 B Aol Fofdt Anta AlAA - AJAH -
AR A TellE Y2 ARz 2 gafol tia FrARe FEAE
The AS BAglott sty o] ARt og Az <3t wlsjel &
FAES] B2 Q- health needs)oll thall A =7} Al o] Fojz]
= Zl(continuity of care)o] 13t A&7} Q5= 3 A-FEAR A
1 Aol thgh vl-go] FatE|A] gh=th= Ao] BAES oJu|gthtol=at
2l 6-A -3k Ak B g to] gt vl }an), AtE QIgh mjsfehd, A
o2& ofof gt A mut Qg FaE AlFsfort gt

r o
F_\'ﬂ HE

T,
e orr
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o
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BT} B H02IRle) ojF
Obligation of the sponsor with regard to compensation

AR A7 A FSlAbE, THE 220y Z|HolE, oUW =717 &5t
+ ®3¥(government insurance, ©|3} ‘=FPHE o]} strho| HHol o) HijA|
wo} QIA| ¢h2 Uehe] ol A=Azt AR Zholl, AR A= ¢
T7F A7) Aol ARt Z 7L o] Zho|EfRlef 7Rt HAFS v A4
o Sl= ofwgt Taflof tefre HAE AlFetths Aol Fosfolvt gt
T AR A AFAE AL By o SJEsfjolt k= ARl Hisl A
TARLE GO 4= Qlek olE 5o, AP AT AGAE WE o] Bint
(negligence) YA I o] UAAY Z2 G A A&7} Eiwtol] =5
o= 9ol AT 2Rl AR} hofg 4= Sk, ST AdRolA= +
7HA B HEE w2 Zlo] vigrAe 4 qlok, Ao S WA=, At
OE|Ab= HAFE Sl AAe HES Zotopgl gitt, R R 5Lt HA | o
ot = AR ARl FE A0l 7] E ofof Bitt,

SHE AL 23 3 AR

Equitable compensation and free medical treatment

HARS T ATEAS DA U5 2BE B9 AR Ao - A
2 A8 1S Qe ATFolelA olFoldiet, et Al AL
of7} op]gikel HAYEHA] 249EE Flolebd 1 wsh FAe) AnE of A7)
W, QAR BN FelHoR dpgEol & Hajeke 1 FF u
7hoiEch e skt Bk ATAet ApelAE Aol
QAo Fofshs Batol] Q= WE wahe] that ARmulE Asfof o o7
2 At gtk ATRSINEE AT wRl Tsh] o) PR RS B
ARE 5] 919 AR 27t HolglA S Shelslobt e, Tela o

AL o3t TshE A7-g e Use] Wsi, ARFol7 oA X
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RHEE Ao, Bido] Aozt Al (@A AT, Folo] Al
=AE A ’5P | H 3 A-EEl L e)7E A=sfort gt
04-7“‘@1%}7} el mgfol] digt FEARL HA| tig Apile) A
A ¢

ZlE WAlsh= QAREA] orojoput shal, RREAFUY HARS H )]
Al Ak FHUPOM ARl A= 71e 2AE AFAlA St
=5 gobA = o Hrk, SRR AE| o5t 5o oyt AAol T
o] Aol Qo] AFAE oof tiet MYormRE WANAZ = e &
goluf, Aot BAE a8 deE WAlsle A G £ e

o] 23 o= qF HThOo|E2t 9-F-23 HEof &% TS T F
o] Sl ]l HaD), Eok Ao Al= of| o mAu| 7L AlgE Alo]aL,
ol zZout 7jlo] ARE AT Aolv, ofd o] HAE AT A
A 2 AR el ofob7|E SofoFt

110 _ 710I=2t2! 14



Jto|=2t9l

15

Fofet MO} HHS 2= ot= S

RESEARCH INVOLVING VULNERABLE PERSONS AND GROUPS
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A A - A3 sl R gzl diet weke
ception)©| H|HH A} Q¥ (confidentiality breached)d] thst o 2 774
of ot BEE PASIE AS ojuiRic), FokHE AL} AT
ol Zolal7] 919 A A st Belg AT 4 A SR ozt o
Soll A Holahe e BARGE AL QAT Aol SR, o
W 9ol AL ololg HEE Seo] ArjHeR (Ex AYHew) gl
L Afgrol7] ] Foke 4 sl olau ok

= 7}7\151 = ARl Al
o L (QAFol AL B3
4339) ol 40l ThE ARER s1o1 0|5 ololol sl WA

& Aigtol] do] Aok 4
O, Sl eIHa A Aol ] WA o Aeish 5 ekl
Q. TEA ThE AJEEo] oo RE outyoRE o] AlEo] o]o]e
o] W= 7s/do] ol wf FoFgh Aol A 4 Qi HIE A
w291 s ©A B4 ZrAE gt FAAQ drEes Sl &
H HoHORS Q9 4= IR, AEARef Aol ofshe L HFe] AlRE

=
< A QIS FeFeAl e 8915S BsoFtt skar, ofzet
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AE FoFstrhal E7she Aloltt, o] 7hol=gRlef = FerAol gt A
e 574wl S HAle] FAYo] Fekeltia oA AL Tl
% ek, S el Fokb B 4 ol AR SASE Hohut
AL -3, ol Aol Holah Aoz Rkt HEL WAL 27}
A2 12 UG 4 i PAo] 58 4 i ARE 98 AR S8 w
FHRIE BRIt ol mgo] B 4 917 Wl S HokelA s
G ol HE TR 5450 FET SE AT, ol 93 AUASS O A
HeHo o FofshA whE = Qlrh F oS Wkl AJRE] &R, dE
S0, =WolAU, A2lA A9y Fo Qe 2QE AL, FF2Ael

27 (authoritarian environment)o| A A1l Ql= AJHEL o]&2 F ok

olefat 7ol Glo] HePHl SR e FhuAG Gk WAL Aol
of Folo] o] FaH e FHsAolet. oleid ol SjutEr e
W} A A, 77 SR 2o 2R A e

dhaby, B
o 2 e FAolth, Aol AUsks Ao that 159
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o e A7 el ATHIS 98l o4 242 Felshe Ao] 3185
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RESEARCH INVOLVING ADULTS
INCAPABLE OF GIVING INFORMED CONSENT
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Permission of a legally authorized representative
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RESEARCH INVOLVING CHILDREN AND ADOLESCENTS
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Humanitarian response and research in the acute phase of disasters and diseases outbreaks
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Al ¥ (operational support)d} EOFA| Y (security support) S B
gk e, AR AEAE fejFor MY A AFE S3st
3 glo] W IAIE A7IRI, olE S0, 4Rt AlA
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B3 A dolel ol RS 27 & Aok Teln 34
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FolA HepAolny, DA Aol TRt 7|3 Sot &2l Sl o

3t 7154 O (accelerated ethical review)+, W2+ o3t A 9)5 Al14:4]9]

e 3 s 7 el A4 4 Sl A 1 L 912
% GAERColol HshAE kel g A,

o] 7hol=2keleol Y= Be &P YRSl S ofok sHAT, dRA=

LA 20fiM AAE S YA 2AZF2| K25 SEAEL
O] JHAIHQI 01t S

Potential individual benefits and risks of investigational interventions and emergency
use outside clinical trials

53] o] It A7 A4, dlE Sof ABEAAKnfluenza), %

el Ebola)2 913 Aol Hshe 9ol el Rt WAl Ao

it 2 atol Aot Adstal AHE HFske A9l Add o, divks

A AJHEL 7|7 0] &L 9L 7H5k UAAIE Y] A (within or out-
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et ATAet Ao
A7t w% 9] Aol A olelat i8S B0
s 3fe] o5l o
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2 9Esh Ageks o] Wazolch ARl AR A= e A
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F AAAE-E o]k (experimental agents)©] SHASIA] kol aubo|x] ¢oF

& % 9lom], A4 FA AT AAHoR BlEololet T,

Akt SRAEE AT ] AL B T 4 A, WebA U4

AR AEZ ofshid & Qloh, 1B R 2kA}e] Aik(patient outcomes)
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2|&ia} 0]elg] _g_x-lg} HHy Equitable distribution of risks and benefits

3
= A dgelA T A=) o, 04?Lﬂ0ﬂ7+—°4 -
H4Aolth(210| E2fQl 3-AFAAAtE A1t M-S AR
QL] ofo]at Kre] FAgh Hull Zhan), 53| ulgabe} ] 7 & Al (well-
Z2(well—connected) KIS 50| A|GALS] A =xph7t =
3|5 Rropal= o "ok 53] FoFst T wiAl= HYEtE
ofopgt gth(2to| =2t 15-?4‘*5} W} HekS dide g st A 7).

AT 20l ol BT ATYHS $AORE sl AL Holsod 4= 9
th, ol & o], H#Al ZAK(front line workers)E NG} Z-& Ato]
AL 713E E9t AARE ol whHERA H=d, wtef A8 SAVE &3

Zo]olA] o] 7 QAL Aol P4l SEE A8 T He=
o o B FAE g o S Aol wEhA AT/ sl o] 93
(principles of reciprocity)¥} 71 W2 9] AFHES = Hol A3 &
ol lof HHAA AGAFAA A &5 Fosh= ﬁ% sk o A
E5 A7A), APl Ao Aaelgidsl ATHele] Het ofojo] B
A3l HoEks A4S 2 Bavt riotolSalel - A7 gelnE el
3} ke ARl glof olelat Heke] FAT i Hm),

431X BRI} TR THS 3t QAR 417

Scientific validity and alternative trial designs

Aol ke RIBEY, G5 Askshs Al A7 ofn] ol o
olElE AHET 5 YRS °4?L*é7417} A jofof gt} AFAAL Arhub
Aol A 7R slof SHAITE, QATe] T B e Akl SlojAlE
2 dsjopst gk 3o el glrh, oleldt A AkSlA 7t 2
of o] gl Zo| T 4w A elolepat FThoto|=atel 1-ATo] T -
AFE1A] 713 223 dpateiate] Aele] e £ 3, AT Al
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Tk tfgollAl Qlgolu AHdE A&(divernd e QUe}, W/FAIF A F4F
e 2 UAAE A (randomised—controlled trial design)= £%5 2
13k dlojH & =Als7] fgt 7Y 54 ¢l Z(gold standard)” 2. 047411
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ol sk 713 B9t A A Amyoly WAl HAES o
A Al AR AofEe] A 7R, s8R i &
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g% Al=)2 91517 18] 223 A7} 1 XA 9] BBl A4
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Aot Aol s FA A Q1 o3l Ak (potential conflicts of of interests,
olsiEE)< AAlof gt} oflE S0, AYALE] A=A AFE Sl A
Sof Aoailo] ABlas ATTORN AN UHE ThA) FgelaA 3
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CLUSTER RANDOMIZED TRIALS
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Aoz AAE Aol HdE Aded 4 (clus-
Tl H7ANAL Q] 18] 4
iy, me A% I I ATE WS FUt SEHRES
J AAA A (cluster randomized triaDol| %= Z-&F o}, 1L}
R FASHEE AR ] wiEto A of2jRt &E|HAEE o] Thol=etel
of A= o] = FAAQ] ARFE F7ke a7 4 Qi

E_—rl_;'go;lxl. JEdlg Determining the research participants

W= QXA AT oAt o], A A o] H= TRl AFh A
A2 AARNY, 4 FAE ARl e SR BB AL
AL F 4= AL, Es o]0l sl AtelArt 2 % Qi
HARFARE ARl 4 BRI ATl A= At

FAo 7 kA o ¢ QAN 2] oY mRE 9] KA HlolH
7 A9 Bede wdsty] s ARE 4 Stk H]awH(control clus-
teo]l gt A= ot WAE oFA] o A, g Ao &3 HAYRF
ApAtell el A= 2 S Al AAFE EYshe Alo] BiR o]2jgt oot} &
A o] seatel Bk A vlolEt 7|5 57| o] olgt f3 o A+
oA A= A7} opet,

%_E_%[- %IE(}" |g|- % | Informed consent
A& Q] 202X 529 WA|(waivenL} W7 (modification, 27%)o] A
Tl delel] sl SEHA e & DA A FEALEA Al
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= T
Ethical acceptability of a no-intervention group

AR A TR AR THE oA &t e AeR Y5
H FAE AR, o]& A3 H(implementation research, -8 D2}
AL g, o3t 39 At TF AR AdSelA 3E o3t 73
o] Atel HeH &Pl FAl= A FASIA AdAIE e o] it
of taff a7} Sl ACR UFH T4 AME HFdte Zlo] Wolso
A A ool o] ARhe oju] B E o] Sl AHARL ool

Alzrol ele u T 2 A AR AA o izt Al o]t o
oy Al mi ol ARS EiRste Adt fFAlSih TheF df ko] disl &
e Ao UZH FHO| AHSL HEAHE Aol ATHOIAE 249
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X _I?_x_!-_?_lul.lg %!gl-*l%z{lo."kl ¢E‘§ Gatekeeping in cluster randomized trials
A TR AN Fo] Aot 2HY ofolo] UAHO R TS vl
A3, o8 B0l XA AR, g EE o x|ele] BALAsle} 2
< Fd(gatekeepen©] oIy 245 tialste] A4S WE = =@
WA WIS WA Y A, AT ST TP 22 YA
ol =317 el g9l sjzhe Wotoht dtt, g9 s Y
8 e Yuol o3t Fet Bas A% o)F fAEkA erirh vE S8
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USE OF DATA OBTAINED FROM
THE ONLINE ENVIRONMENT AND DIGITAL TOOLS
IN HEALTH-RELATED RESEARCH

AT 74 2 HAE QIst QOB 21S517| o 22tQ] et CX|E =75 At
8tz 42, B7Ak= H0|E T Bl (datasets)0| 371, 3R, & F= GZE 0 A7y
RHo| JHOIFET} Moz ERLIAL RFE TS 2RE AFUMXL IS BS

17| fo Z2t0|HA| ESZX|(privacy—protective measures)S AtEsH0F STt HLXt
= KIS H701| UM Z2t0|HA| &S BII6H0F 5t1t, 75Tt 0|25t fIES &
3t5H0F StH, HAAZIMO LIHA] YI=IS 7I&8H0F St A7 2= HANM H7A=
KHAE9| HI0[EIt] HE A2 S OIEota H0fotH, ZLIEISH ZESHOF BT,

A= 22t A0 AHASQ| CO|E7F A7 MM ALZE 4= U= MRS
Ol A Crat 22 Argls L2{0f Sict,

HIO|E{2t M| Q| =XQI AL Q| 41} 2t

JE9| H0[EE E50l7| s MBEl= Z2t0|HA| XX (privacy and security

measures) 12|11 = TL0[HA| &
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MEElE ESZEX[Q| oA 2|1 QFHZXX|7} DALY AS0E =6t HORRIE

7= QU Zef0[HA| 2

HARIOf ofsh 2 E HIOIE{S] YWEFHTL AHHok= AR, HXk= 0] 7219 Hlo|
BHE A5tz A2 KIMIGHOICH SiCt, 0|2{st S25t HE0| oI5t FEO0FRMRKopt-out
procedure, AR A= 3 Z2 XSS SFAIZ0KD SICE (1) AFFE0] 0[2{3 3
EOIRHEAT EMSITH= A2 Q1A LRI QUL (2) ARSHA 25 BRIt M3E
LQJHUCE (3) MHES RSO HIO|EE H3|E 4 UKD 52 T} QUL (4) Al
S0 XH12] CIO[E|7F AFBEl= NS HITHE 4 U= TS 75740 RIS = 010F Bt
M 7ttt #ALO|E(websites)Z Sof 7H
QI FHO| i3t HOIEE SEloks H7ANE A4S YAIO|E ARQXIO| 5{=g HI0lOf
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ol 34L& olgyl, %]/\}O]E T;_‘T’;H—g,‘—(website platforms), 2~Au]t]o{(social
media), i} 22 AE|A= B0l Z*X}Uﬂ"é(email), " (chat) 12
A
oM A|(privacy) & H S 5H=

NRES B AL T2 AR Sel] et AuE ZAe|4 ekl A4
T2 o2 AFET SRt oldt 139 SR e e TAlet T o
F2AS Sl et Fo dHolEE AT A4 A= AFsshE =
T-5 AHgSto] o]dt AHE 5 4= qlth, of2|et HlolE = &A=
A (profiling) ¥ vAE F25 ffal] AREE = Q7] wlmoll Al #
oAM= T83 Ao = oA,

1o
o

EEI'OIH'IAI E§9| %Rg The need for privacy protection

Meloll s AprA oz el AXE AEe /M A AolaL, A
Ql HEOA AMSE T AjEEg ALE g o|Hdt AHE ALl
o] AkAQl BB}t Fo7F 8EA] Fofof kil FAE o1, L2y
ol2gt £l ARARE AAE Hlolg7t o FA AREAL AMEHEAE
719] 2dsHA olsfstA] Stttk 2|al g e HlolE = itE WA 4
U= FEEYE ek, ARJA RS HEtTl= A SAY ARt

SIS}

O
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AA ] ma) el oleigt Hole o) AMgel tie WA - &
220l 7)%o0] WakatA] gleh. H1E Aui A EHN 47
Ak, AR S| AAES dolgrt AT 93 ASHE 2 7
B3 4 glch 22 Qafok sk Letel Aol A ARE FASHE AA

slofAje] mejolulA] BT Pl PHE lsjof Tk Lokl BRI &

AL
ro,
o
[
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2ol AolAle) GAES] B AE S5 ofshetAt AT G 4
9L, ApAlEe] ARt B A Eak wetelA] AHgE o (A5 A
et Eefolu|A|S) Hakggickn =2 4 gt

oju] 2efelo] dlolejet Fust EAfFIHE A AFAIAN Holgel

237} B S| TefouAlE EEdok o o 12T ofe] A
2] gol8E Agtels AT} ]2 24402 A
of/| 8 2= Q= 9FS Aajof Sh= o RE Yojzr) YAl sjetE gk
TG Rzolo] ofat Bl 91F-E A4 o] A1t Blolele] el 5
e 2N 7144 7153t ATHEEA, o|2igt et A HlolE ®elw)
majolujA] BB S Zsjol & W] QoS AARIT oeat $7el
A7 Fo 79l9) lolEl7} ez AT=A

At olw WA owx] o LrEt U AvhE gt
2okst Atolt} 1 9lo] Aol tst AR He S

Qs

b
QL

1 Zulele Ao B HE

oA adverse consequenc-
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T2{OH{A] QB CHE L7 Assessment of privacy rsk

sefo]ulA] 8l (privacy risk)o] Thak B M efoluixle] that @] ¥
91, et SEE BhAIE S, Tee SIS s ARl 3 b
X, @ FA s wRe A8 AE, A2, S Tk
gk, dole7t HA5 1 AgEo] toFe Metel 4 AHgE wj A% Teol
BA] 919 elZ37] ofehe 4 itk o2 Sei, mEFg ] (mobile devic-
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es)E AREShE A SAIU 52 SA Ol tigt d47F A o st
7 9lek Ao sl E AR sl U welgAe] HeHTt &
R A2 o AdRelA dlol" e AR sAd AL s )
s 2 4 ek, dleolElE 4al7] $is) mukddskmobile phones)oh
ek H(mobile apps)S ARESH= ARt o]g|gt A|e} ojZajA o)A
(applications) 2}2}0] Tt ThE Zafoluja] el B43} sAHS 7}

zatolujA] $IE-L HlolE o] MHsenol ERF Hof, 4 atuibutes),
4lof(keywords) 9] At FA2] gt F=3A|(function)7} ok,
ZetolH Al ol i A o] A F A=A 9] HlolH = RE
Qlof| tet Falo] =24 4= YAl B HlolH7t AA o o8 7Heet A
Ho} AAE=A oA 7]Q1gch URFH O 8 AREE]= Zeto]HA] HEof b

AT A FF ARAYL RIS AFE. ASA vlAEst 71

it

(deidentification techmques)—— 83 A ES 7HA AL QAL A TS
A(identifiability) o] 2h= T3t 7 gdS 7|02 3 o= #F 07 ALE
w70l S-23 AU E(precision)E Aostal k. tloE H(set of data)
oA 7S AfsHA AEsr] flsl AREE 4 Sle Hlol 17]Z§(data
points)}& A9 §itt, ©A] o] Foluf 1 Hrell ekalA 7<l

JEE vHto] ARESHE AR HlolE o 471 B i
Aol leEA7]= AEE Sod o Qlrt,

O

[‘
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I Further review

A7&e U DA H9 5B A7) iS40l WIS shof &
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T-x18Y © 314 (progress reports) 12|31 IRBO]| 93] Q18 ATAGAE A
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SAL, EobAker 28 T Hhe| thE AwTEE EZetsljof Btk oA e RE
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Hans van Delden

Hans van Deldeng YEHE Utrecht thgt outdist olg88] ngo]al
Julius BAISHAIE O] WS QRlolt}, &= FRAIA} o] FofR|= 1}s)s)
<Al 2008Ho] W= iL%E%% AL 3U] S FEAER de =
Al dele] AbrEAelglen O omfe] w4=A Utrecht Tt
OJsHAllE] ol Zegt ehaRitke THERIH, o] sheRithe] St WA &
of= A-&d, 4E719 =94 A LEal k8l E5oll lo] =Y A A4
olt}, #A 1= UNESCO ZA|AES-2]9193] 9] 9J¢aoln, 2011~20164
7HA] CIOMS &2 S A3,

=

AR5

Rieke van der Graaf

al Ut
alus AEfo] 510 S1eh 94 18] 9 AL il dol 3
ORI Y T, 2ok Al B, AAHel ATuAe Lol
Y Utrecht thet o|2AE e |2ael 7hEA T 9Lom, Utrecht
dat olzAlee] FuaelgNe g9 10d oy slex ot g
Utrecht th&t o2 AlE AGLZAALRE 9 9¥ol7|= shy, CIOMS 7}o]
Sefele] Aol Glof Afere] ARgolgie
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Anant Bhan

Anant Bhan> Toronto theof|x] Ag-&efste = MALHS]E Bl oAbz A
|y

TS A QU Qo] EARE R Qe AR 9 2 A

ol Aqizfo|tt, ESF = 9% Mangalored] 2} Yenepoya tjsh 7
YaLpoltt, BA9| e Toronto thetol 7Hhg FiL Yl BTG53}
Aol el - Abe] A - wobA Ao diet Z2AEof dis] A9l
= Bk ofye}, 210 Sl NGO 70 HAws7| ol L73iqich 1
= A7 AR ok et = Al/FF B A g T ok TRt =
W - A A o] B e WRs| el Qo SAEA, AERE,
Aae, SR ol e wsof qlof fa7t Altolw, l=ef 1 5f
o] kol S thalrt a& 7| 2RueE qYstal Qlrk Oxford o

gh2ubAo] AZEA] “F-EH 71-8-2](Public Health Ethics) (www, phe, oxford-
journals, org)®] HHY US| f1o]aL, “ofAJol Y g &-2] 2] f(Asian Bioethics
Review)'(http://www.asianbioethicsreview,com)®] A AHE943] ¢
oft}, ERF W= NIHOA A A 9E s HIVOR /AR HIERIAHIV
Prevention Trials Network)(http://www hptn, org/hptnresearchethics,
htm) 9] G2 Ad7eke] 9ldo)7] = st} e A QoA 47]¢] &9l
ojo fledelm(e] & 2719 fdele] YRS Bl eh, thefRt A, A
HALNE D], FARETAF Y] Hdol7|= shrh, T1E|ar Aol qle]
A S-glof] o gt =4 L H(Global Forum on Bioethics in Research)2] -4
3] ¢1oln, =AY H-3-2]F 3] (International Association of Bioethics)

o gJglolet,
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Eugenijus Gefenas

Eugenijus Gefenas+= Vilnius tg} oJztjs} oJalsltfjste] ni4=o|x} gfaat
ojt}, ERF 2lFolu o} Arael ¢l fAol7|m=sltt, 1983|of Vil-
nius o8} QJojshS £YUstal 1993 9] Institute of Philosophy, Sociolo-
gy and Lawof|A o|gfe]= HIAREIRE HEFT e Vilnius T3} 2J vt
Sho A AEelE 7F=X AL Q1AL vl Clarkson tiete] =8} o7 S5
T FHEAEY Aol tigt 151F 22 I (Advanced Certificate
Program in Research Ethics in Central and Eastern Europe)S o] &1L it}
Tk gUAwEeIe] Felsle] giRlolnl, 2011~2012403 o] 23]
o] jelgolsiet, T 201540 UNESCO®] FAl3: 7k Ae9iels)
(1GBO)S| S193o.2 AEEc) o] AR Palttops ITiglT
oo 9| Ha s YAl BA) de)3 2Ele) waeles Eak,

Dirceu Greco

Dirceu Greco= E2}2 Belo Horizonteo]] 2= Minas Gerais Atfjst 9]
ypefeto] redwat A& sh wolnh, T Minas Gerais AR THEto]A]
AAretelel vhalekelE otTh AEA e 9 71A8S AR AH|A AR
(2009~2011), UFMG tjjg Y A LAIE ATy 0]E](2005~2010), H
22 1829 YU3)(CONEP) $J(2007~2010), BEe}a AIDS Q3] (E 7
) ol I e FaHve AEA Ao W 7S A A
g, 350 9 dAHSS 2RI = HIV/AIDSF TBE &2, o,
5 A= T Sl /FA7e | EeRele RhE ol 17 LEol ittt
22 8gld AIDS 2773 WHO, UNITAID, UNAIDS, CIOMS, WMA %
o] FW/=A7|FY] YA AZEAFZA ZoFsglnt, Tl 2010~2013'7HA]
dH, AIDS, Hio|2|AaA] Zhd R (B e HAAE 2 Al b E A 93
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David Haerry

David Haerry+= 19965 2| & T Zb7}o| &} 815] 7)#}olt}, 1= HIV
£ 71T AT Sl ARESel et ol @ 715 Aol 2 soleulol 2
5 352448t Qltt. David Haerry= 24271 aGZ 2 A Eo) 2007

fl
o

HE 7@,'0%8]-_1—’_ Stk 20158 E Swiss Academic Foundation on Educa-
tion in Infectious Diseases(SAFE—ID)2Q] AFF-EAlo|t} 1= EUPATI-IMI
mAE ] Yagiasle] FEEolA) Siglo]w, ENCePp ATIES T
shol thee] 9 W 2R ApdEYash ATdd Folstn Aok &
BoloREY FAbeuRA R BESoln], 2004 HE 9 ADSA)
RIF(EATG)NA et Aol et Davide 2005958 HIVeF HCV
oFg Jfjdtof| Tojatal Qo /|QlurEd o]FE(personalised medicine), ¢
A OJAAF(risk communication), FAREEUE T, WA A o] EHA]
o B HIV EJ2 A 5-9] #ofoll 54 WAe 2 k. = 1986+
El HIVE 7HA|aL Aoke it Qi

Bocar Kouyaté
Bocar A, Kouyaté+= Burkina Faso 2K 44 1180|™ | Burkina Faso9]
atg]ol A WS- HAIE(Centre national de
sur le paludisme)®] A -Ao|t} = S-S -2 alojato|y 57
o2 "L E 713 YUt} 1983~1998W7hA] A] & 2] Rhdof A 5
B BAR 2d& o] 27+F 18|31 B AR AFHREEA7HA] Burkina Faso 2
FAAE BE T oA UL Fct 1989~2009E7H4], Burkina Faso]
S % QATAIEI Nouna AZATAIE, o Welzlo} 4728 2AE]
(Centre national de recherche et de formation sur le paludisme)2] AlE]
AL worth 2003~2007W7HA] AZFATEE ¢35t 2782 9193 (Comité
national d’éthique pour la recherche en santé)?] o1, 2008~2013
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Alex London
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Alex John London BFAR= Carnegie Mellon t)3} Z38}y} m<o]il g2 A2
AlE 9] AlEj#to|tt, Hastings Center®] A1&% & =

T, 384, 3784 22a Bojo BRiEe e fejolEe] qlofAl
of Aol sl FHIeHA Asei el Qe &Efe] wikAz 7 g
AMEE T 9l A oJste] §-]A EA|(Ethical Issues in Modern Medicine)
o] FFHAA| AL, Carnegie Mellon e} IEARR] e} Dietrich SHto
A eHek 14 w8 Ad|2of gt Elliott Dunlap Smith Af(Elliott Dunlap
Smith Award for Distinguished Teaching and Educational Service)S 4343
o, 201640] London T4 v]% FYTs}7I49l3t olhdolcd S5t
)8 2014~20157H4] ofl &2zt AEshs 717 5¢t ASAIR SISl ¢
Yoz APEAANT 2007 FE HIV o A HIEYS &9
9 A9S AU o, ml= SHEAY, AARAZSE, AlA AL
23 AARE RS ERsto] ] ll/sAl2A oA Eltor At
Z gk stk
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Ruth Macklin
Ruth Macklin& #]=+ New York, Bronx©]| $J+= Albert Einstein 2]2}t]gho]

3 9 ek 22 Yelusdgaehelt, Tt A es), Wa,
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ofst, s}, Ataluet Hof WEalEA|o} sAle, 12T ofef F7h Ut
QS 9I3k AL AR £ 71K 2704 oS ZWAT TYE =
2] JE1988), AThFole] That @#(1999) el AEAREolol Ao "

SHlTo]l Qlof olF (20042 E£3Fste] 13| He| Axfo| AL HYA}
olt}, Dr Macklin v|= oJstolzn| o] A& F/4dolal 1999~20014
7HA] A AP H-8-2]E 3] (International Association of Bioethics)9] 3]A}o] <]
o} U AAE A7 UNAIDSS] 1180]2) A9 why 9] o
2005~20087HA] ml= A FA o HAllE o] o552 93] HedS I
ek,

Annette Rid
Annette Rid+= King's College London®| =14 HAALS] s 50| Avd-g-2]
OF A}3] HoF 4=47FAto| AL, Hastings Center®] Al&H HEQolct &=
Eo) A9)a v|FolH of3), Hel AHRSOR FAS W, 19
T AR, AT, mas ozl gloixel gole] wyL =
. M SlslE ARGl Sol, Lancer, JAMA $)9} AH-&2]5H4 ()
o, AR eeAY, ABee) F Tht SHeAo] SERe wEse
ik, g AlAR AT} AASIAEle] BET ole] ekAEels]o)
A& Ik g}, 19+ King's College Londonof| 4] Av-g-2] 2} AFS]
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Rodolfo Saracci

Rodolfo Saracciz= 2JAfo]al, st} oJskg At AwehelE 7HAaL ol
o, Ie 9= 352 AES(Faculty of Public Health)?] #&2--o]c}, gt
A3 Hol, B3] o o} qFATARA 19| ALY 22 Lyono] Y=
WHO el =4 7] (International Agency for Research on Cancer)©f| 4]
Al o)A} A oA o] A S s WAE T, 1982~2005d7H4]
WHO %15+ =741 713HIARC) 9] 52| 4] & 91 3] 9] 91 sk 2002
9 Ate e sk Aot tigt wAl7te| ==kel Y] 29k it
ek 259 A HolRf 2009 AStRAMAT-GE] FA|7 o=l o] F-5
FALR A CIOMSO] g olshae] fof ZrAEof =207 ZojFrt,
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Aissatou Toure

Dr Aissatou Tourei= H7F20]| Qli= TIAE| 240 A-LAtoln| HE
A& olEH Telgof HAEt FofollA A5 4aYskal qlek. HEke]of
ofo Al A=A TEdEe skl Qe A WISk, IYe & &
ofoll A ofe] 7HA] Ea5 skl Ql=tl, o= 2Y 9 F8 Tl ZokE UE
Wk, 2u= 2003dRE AUlE HAAT 7R 9191929 9ol
20129E 2002 QI7HS e & Sh= AT oJekelte] gt wA| 7kl =
gkl S A% sl Aol 1H= 2006~2013'd71A] UN-
ESCO =A™ 9129 fldozA vhefst Argae] Ao et Hal
Al Aol Zro3itt, TRk 1= olEet f171= Qs A7 SAR &2 4
Aol dislf AREstar Harshr] flal otz AEsk= 717 52 WHO
ofaf 20140l AXH HHLEFS] 1Yot 1= AH dgho A
e]st7] 913t WHO Fej7te|=efelo) 2Hgof Zofict, 1= =71 o+
ofj A fuk ofy e} A ol A e 2okl lof o] 7HA] AFEE ¢
ok gof rofstar Qitt,
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Abha Saxena, WHO
U= b QJafolHA Bt ehekel i ok Hw7kRA, 20019 ¢l
oA olFsto] WHOS] gl Ao ERa)4 WHO AF-g2l4le]
9|5l AAsIEon, ATaUsS I8l FET 1% dTeY £
opoll Ao ETHU=AE AEst7] $I3t kS o] EQIH A 2= A o]
HZA, WHO 3|¢=3t WHOO| 34| 9] 2|4 Aol thalf A2 ¢l 9
= Xﬂ%ﬂ% A EAEY S o] FL ek L 7% Hﬁxﬁh‘ﬂ} A4
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Aol A2 Aok sl o
ethics/en/5 Zals}7| vlghct,

o)
oZi

HE http://www,who,int/

Dafna Feinholz Klip, UNESCO

Dafna Feinholz= 48] 8F ¥HAKUIA Mexico)©o]al, AH-g-28h AAKA
#|Ql uf=2]= Universidad Com plutense)©|th, I3 += (HA]Z) HAF Y]
o A% =R AR Slo] ATAYAANGS Bk ohj2} WA T Hato)
Ra7laT40) APRACISEA] BAgo|, THE BARe] 27t 7|
= F19lesle) S RuolEE Ao Wk, EeeAE
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o= g;gin}(zooowoo@ %xﬂ{%ﬂﬁ« TDR—WHO?J i“‘”“‘ﬂolﬂi s
2]9}9] rlol=elele] ZokS nleiska Melgith UNESCO Aee)
2} olHof W3t BHA A (Universal Declaration on Bioethics and Human
Rights)2 =2]8}7] 913t A5 1H &2l 9l 2lof] HAE titz A3,
U= 2009 9EFE, UNESCO ARR|QlEafst oA Argelitel 7
oltt, Iu= o] Ao, A&eld EAIAlSS Helshal el
HA7|& T2al A& TRt WS QIR o] 589 wEA - WA - AL
2 Fols s sh7] flsll Sle=e] A AIele tlol 542 7
© U 5= R
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Urban Wiesing, World Medical Association

£ Westfalen®] Ahlenol4] 19580l /g1, oJst AHst Alslsl 9]
SHALZ Miinster®} Berlino| Al 22 1987 o] oJ3takA}, 1995 ef H3}
AR FEReH, 1985~19887HA] 3 E5-of st kst ARt
1988~1998 0| Miinster t&} oJsto] &AL LA W49t 19934
o ofste} ol 23t xjol Tfet ZAAAS 53 AP} He 1998KE]
Tibingen t)} o7 -g-2]st U=, Tiibingen tsh oSFAIA LA 0] A4
2004~2013¢ =¥ 9J5+g 3|(Bundesirztekammer: Federal Board of Phy-
sicians) S-2] 9142 $1 7ol ATt
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Hans-Joerg Ehni(Alternate), World Medical Association
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Baden—Wiirttemberg & 5 1] ALS] .
Carel WJsselmuiden, Council on Health Research for Development(COHRED)
Carel= W70, Uldsts, dolZelzh, vl=of Sl ks A4S 4
53k oAb, ARl 3FEAMTAL SHeARR ARGt e HolZy
7F QS| ALY HARY Sgapto vl 7TAT HE R} s,
4A7F TAEARF EAO) HAO|R, HIV/AIDS FA|9} 23 Au]Aytke]o] &
ARBITE, 1= 199590]| Pretoria H8} Lol 2} X HALS] A FA o] T H
UL, BN LR B FFE SR AR 19999 o] o] Hith e
20040 COHRED®] ZFelojatz A wj71A] o] 2|95 FAIFE £t
T1= COHRED $]913]9] 9]¢lo]1, COHRED USAS] th#o|H, COHRED Af-
rica®] 93] fjeltt, 1= S8, YT WA}, e EAs A4
TS5, FATTEALS 2P0 AR Y EAATY S8 F o Eof
N == ST 2L ek, AHARS] Afr|20] dRZ | T= Hotze|7ks
Sl HR] A7 NGO9| Elim {FE 1F L2 A E O] MRz A| Hof
2758k o] dElik=e} A1919] Nokuthula Zrofjol-AlE o] 9d3oflA] <
T L, FALERTHE A Yshs A Aol g4 7S A Ysligiet.
Carel:> FolZ )7yl YETE & 5719 52 7FA|aL §lom, ofZ
27k, 4, vl e AL she Eafol| A sk A=
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Ingrid Callies

Dr Ingrid Callies Paris Descartes tgtol| A ARSI E S, Virginia T
Sho A AAREIE FEHoH, w85 WMSARES|e] Aol e
optoln, L Leemol] Y= T2 A FH S (www. leem, org)] &2+
AA3] 9 Fe| A YRfelz} Zrdolelo]tt, oo, T A=A
48] FE|AE0I AL, AIDSe} Hhol 2 A Th o] et 2R = -
A U3l o Hogan Lovellso] 1 &&= HEANFAQ] Hogan & Hartson LLP
AN HE G5 TUTh AL E Sl thgt Elsevier =AM IpAR o] ¢15-
e Eof FEHAAS Ingrid Calliest LeukoTreat( & G FAofjof ot -
HETZEAE)S} Satori(A7-9F A1) 22 FaFg7tol oA skt =

olsieAAES] HE EH3I], P AT ZRAE| EJ} Fofshiith.
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7|2/ A£=37} 4 Y=
1 Brazil Neto Sodre
United
2 | Areteva, Nottingham . Corfield Julie
Kingdom
Association of Clinical
3 | Research Professionals, United States | Kremidas Jm
Alexandrio, VA
Caribbean Public Health
Roopchand-
4 | Agency Research Ethics ) Sharmella
Martin
Committee
Centro de Bioética, Persona
5 Argentina Pucheta Leonardo
y Familia
6 | CIOMS, Former President, Geneva Switzerland Vallotton Michel
7 | CIOMS, Senior Adviser, Geneva Switzerland Fluss Sev
Comite Etico-Cientifico, Universidad ! Jorge
8 . o : CostaRica | Vargas
de Ciencias Médicas de Costa Rica Quesada
Baylis Francoise
9 | Dalhousie University, Halifax Canada
MacQuarrie Robyn
Novel Tech Ethics, Dalhousie
10 Canada Petropanagos Angel
University, Halifax
Millum Joseph
Department of Bioethics,
11 | National Institutes of Health, United States | Wendler David
Bethesda, Maryland
Grady Christine
Disaster Bioethics COST
12 | Action, Research Ethics Ireland O'Mathdna Dénall
Working Group, Dublin
Division of Medical Ethics,
13 United States | Curry David
NYU Medical School, New York
Eli Lily and Company, )
14 Unifed States | Van Campen Luann

Indianapoalis, Indiana
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7|2t/ Etx| 2437} g 0|
ESIC Medical College and
Postgraduate Institute _ ) )
15 . ! India Gopichandran Vijayaprasad
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CIOMS, in association with the World Health Organization, started its work
on ethics in health-related research in the late 1970s. Accordingly, CIOMS
set out, in cooperation with WHO, to prepare guidelines to indicate how
the ethical principles set forth in the Declaration of Helsinki of the World
Medical Association, could be effectively applied, particularly in low-resource
settings, given their socio-economic circumstances, laws and regulations,
and executive and administrative arrangements. Since then revised editions
of the CIOMS ethical guidelines were published in 1993 and 2002. New
developments in research have prompted CIOMS to again revise their ethical
guidelines. The result is now available in this new publication.

In the new 2016 version of the ethical guidelines, CIOMS provides answers
to a number of pressing issues in research ethics. The Council does so by
stressing the need for research having scientific and social value, by providing
special guidelines for health-related research in low-resource settings, by
detailing the provisions for involving vulnerable groups in research and for
describing under what conditions biological samples and health-related data
can be used for research.

International Ethical Guidelines for Health-related Research Involving
Humans. Geneva: Council for International Organizations of Medical
Sciences (CIOMS); 2016.

CIOMS publications may be obtained directly from CIOMS by e-mail to ISBN 978-929036088-9

info@cioms.ch.
CIOMS, P.O. Box 2100, CH1211 Geneva 2, Switzerland, www.cioms.ch
9

CIOMS publications are also distributed by the World Health Organization,
20 Avenue Appia, CH-1211 Geneva 27, Switzerland. 9789290736085






