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S(Einwilligung)o] eh= 7191 e A8 AR 2452 ek o714 oy
oabe) At} ool Al A AEL AL Ax BAE AT o)8A
A9 olef3} Ealo] Het AAH WA wHH =ol7h dgivka @t

ol gt &8l FA Y& (Das Prinzip des Nichtschadens)& L=
S| A A A FE FEE gtov T dF g gy FEA
b = &7 3l }o

A
o Slojd= st 28 4 gl 2L ALY =

3) Frewer, Das Recht auf Gesundheit in der Praxis. Von der Forschung zur internationalen
Therapie, in : Andreas Frewer/Heiner Bielefeldt, Das Menschenrecht auf Gesundheit:
Normative Grundlagen und aktuelle Diskurse, transcript Verlag (2016), S. 93f. Z+=.
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5) Frewer, aaO., S. 98
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= 2R (HIAES FAES Aol A AET F A=
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O]x} SRR AR A A}ﬂo] 19006 e Zeoll Aet A} Coale] &
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6) Frewer, aaO., S. 93-99.
7) Frewer, aaO., S. 99.
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3) 194614 8¢9 = A A} ofolu](Tvy) 7k AAISH ‘v date] 2k Feof

oAl o8] delA e FEwEa FeAdE S 19461 7Y 31delA 8¢
197b4 g=9] E<&(John Thompson)o]l dpefellA 7HHe stxEH= A4
(Pasteur Institute)®] ‘A4 % 9] Z¥ 3 (medical war crime)gh= E oA w
= Al7katel] 719ks = Ay stal ofolH](Andrew Ivy)7b A|AIEE QIZFe] o gk
A (AdAIE) e At F&elgte Aol V2E T Jdran A H7
stof, 1 8o S8 ARE AT 59 (informed consent)2h= 7l
= obA FAEA FRAT, AP GRS Fo7F AL, AL ApEE o]
of gtk o] A WEom HFo| AT Ivye] QU didel tid H3
o] YA 72 ]2 (Outline of principles and rules of experimentation on
human subjects)®] T8 U-§-2 b5 2t}
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8) Frewer, aa0., S. 100.

9) Offer, Jewish medical ethics during the Holocaust: the unwritten ethical code, in :
Andreas Frewer/Heiner Bielefeldt, Das Menschenrecht auf Gesundheit: Normative
Grundlagen und aktuelle Diskurse, transcript Verlag (2016), S. 176.
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(b) Bt B E5t= 210| JHsoOHH, AFDO et 2E01 M2 0 0F2H BHCH

1. =& AIE2 SSAE2 200 JI=cHotet], HaZ= Z200F AMIEQ

S HYSSIEE DT 0k StCt. &2l 2ol /\I%*S BtE Al SE0oH0F2F

ot0, Z2=H - AH3lQl H(the good of society)0il JI0icte ZUE Wes O

gl 210l{0F StCH

. Alg2

(a) 228 SME el FME NEN AXHE Lot:=E

w)ﬂiﬁgiﬁﬂxojwqA@Wlﬂﬁﬁ-#ﬂﬂﬁomféﬂ.

(c) Bt AIY &2 HOHE OF)lots AXIF &ME £ QLD 2s B0 2
Mgt 01RJI Je dRUle 8T HAHE oF S0

= 19473 Jlol=gkelo] LE x| 7] Ao olm gBiAF - 9
A A ﬁOlML & H%IEEL AR =8, 2o 3

= 7dol /‘}%51/“]% %}9}%]”&, ol ety ol sl deFofof
A

4) 19461 12€ &&Hate o] 4] Tl 7123 Tl ok AE Fof
19461 12¢€ 7¢ "ot & AFo|flW dEAE (Leo Alexander)w FEHW =
A AT AlFhE A S Q7be] digk &4 F ov&EAH AlES At
‘At o8] FEEHE A (permissible experimentation by a doctor)e] =7
o] FollAle] tig 7S AA T
UM A vy 1946 89 19¢] 7hoj=ehRlo A ¢ o] &Eil 2}
Tl Q17He] “Fojo Ao Al Fo'E gk Ivyrt ]EO] T8 A
Aol s dEditis B o dukstd w3, S5 Alde] E48%
_]

¢t ®¥ (not be unnecessary)zZfi= Z7& WA FHo| gxle] Aol

o
1~
£
2z
fin)
H
2

Apgre] spol=gele] FHEE Riol

o)
poS

Shd

10) Weindling, From the Nuremberg ,Doctors Trial“ to the ,Nuremberg Code“, Czech
(Ed.), Medical Ethics in the 70 Years after the Nuremberg Code, 1947 to the Present,
S. 162.



olnlo] ol&& g Folgte AT FHES Zbestl stk It =
FYMIE AF & Zdz AR gigh o]sr}t o] FolxttE Aol 7]
23 oot NEoRE AAS] M=o g2 29 %l"ﬁ:'& AR AT
e A Y Bt informed consent 7|9 ®Wolgtm & 4 r}t £ &
gt T Ve R A4 Aoy vy }O] gelEn 94
o Q7 EAS A Ao olFH. BE A UK FEe JatEd o
5t A Ho| = informed consentBE.th= ‘A<l F 9] (voluntary consent)2h
= Jide] et

19463 124¥ 28Y ml=r 2] 58 3% (Journal of American Medical Association;
JAMA)Ol &= olRt}t Feokd Zdo] AtH A=, 2 W82 “Algo] 3= of
obwt 3l tAkel AlERe] zlo] - zPEFA 0l EolE Wit A Wholopnt dhr), 717t o)

ARe) Sl Aol F% AWe Bal zAsolokt @tk APe 44w
osx REEAs wesel A Fasolopy Sk eta shelil xpe] - A<
Folohs BAL AR, FEAY] Aasolo Arke A% PASIL vk,

3.1947d 89 HEw=a

19479 8¢ 209 W2 2399 valel vis) AAS Mdasda, ov 2

ojdel Hd 59 AAHH N3] (Council for War Crimes)ell A&=H 6714
Q5o FA HIAEo] 479 FdHS Friete F 102 FAEE HEWEa
Zdedo] AAEATt

FA A T o] FHA AAE Fo YHoBRE AHHA AR F
‘a9 EA(absence of coercion), ‘AA3}A 1L¢kd

782 A8 (properly formulated scientific experimentation), ‘A3 37}x}o]

2)’(informed consent),

it &8 - 584 (beneficence towards experiment participants) ‘©]%1L,
2 ZAd = slEAE A AAMZE A A ddva Jridd A Ewes
ZFe el 10709 24(10 points)E T3 2Th

11) Weindling, aaO., S. 163.



326 We=1r A163% (2018. 10)

1. 2HEst B 20| e o2t =M(AME UAxNe Xl - [Hg=oll, &
st HEE M3, (O uWEs) olaist S2Jt QP EICH
Required is the voluntary, well-informed, understanding consent of the
human subject in a full legal capacity.

AL

2. 1 ANE2 HE e d8Hoz= g8 = 8l
SHo=z 02t StCt.
The experiment should aim at positive results for society that cannot be
procured in some other way.

rr

At

o =288 Z0E

ton

3. AlIE2 1 ME2 HYstole 01&™S XIAIM JI=dioket stCHUE S0 =
SASOZEH &L= JIU).
It should be based on previous knowledge (e.g., an expectation derived
from animal experiments) that justifies the experiment.

4. 71 NE2 AlEdte AT SAl A0l &= AIER ER2= tiz 6t1, 2
2est AHE L FAE NS0 AHE Liote SHez dF8T00F St
The experiment should be set up in a way that avoids unnecessary
physical and mental suffering and injuries, except, in experiments where
the experimental physicians also serve as subjects.

A

5. AIE0l MYCl /&8 = HOWME OF)Iote &dliel |E
P2 HEe Olz2tEe EMettH M HAH= o S
It should not be conducted when there is any reason to believe that it

implies a risk of death or disabling injury.

IUIO

Al

ro

Ct

rr
o

6. ANlES A8EE2 JIUd=E A=FoA 020 (Z6HAl &210) Hldloloket
StC}.
The risks of the experiment should be in proportion to (that is, not
exceed) the expected humanitarian benefits.

7. ZHI2W dHI=2 ANE2 |0 ol HaX=E2 HE0HH ESotEE A
SEI0{0F2E BECY.
Preparations and facilities must be provided that adequately protect the
subjects against the experiment's risks.

ol
K

= ot H0ots Slgdle SEoHH 280! =0 UG 0Fgt
nstHoz UHAS AFL A0k Sti

The staff who conduct or take part in the experiment must be fully
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trained and scientifically qualified.

9. ANBTHAY ARES 180 MHHNOR 52 YUHOR HEE + Y0l
SZ Mol o= ARUAY O AES SA Ut IRE WO &
Ch.

The human subjects must be free to immediately quit the experiment at
any point when they feel physically or mentally unable to go on.

10. 012 OIEDIXIZ, 22X BreF 1 (AEQ) HS0l /€ s L
CIQACHH ™ AIEUAA 2O AIES BIEA SF OO 3.
Likewise, the medical staff must stop the experiment at any point when
they observe that continuation would be dangerous.

oY FHEMEA FHEAA TS AP T a4 HAH R 4H
TS 2tE Ao A A g B FES ARV AFEHIL O HEE o]
Sk A A Ao A (A A AFE L) Fodon, olE FoA HEFs
‘AR A 59 (informed consent)gt E &SI St Aoty dE U3
AR AFHATGE Avte] Fadk Aol ofye}, Ak - kA ojojof 3}ar
A Alg Bd g S olali7b dAlEofokstar, tholrt Aoz o
Hot o8 fd 2o THE ZhFojof & gt e Aottt

4. AHAL

D 7ls

AW Aol ArtAolgde H Y (Telford Taylor)E 385 o843

sIatel o) REAE F
& Agoleh NEPEs
9% ah A%l oae 2
Sol petel BAe gw
4 Fal #2471 Aot f@A
AdA %E QAYES Fomd 1
Folm wolol dt}(ﬂ% 2 194, 4. 1 Rri5ess #E, tEd
2002. 10. 25. 4131 2002vH8M3 #HZ 5 FZ). -F l 139 Tl el He]
Bad W £ s ohE A%l ob1E 4 sl A S Ug 994, Fa8
AT F 9 % Pusl £84 R @A Sol wate] e Fre 4ug £
3, olele olAs AEg olsld £ A4S SAAAL stelol shu(Hel 2014 6
26. A3 2009514407 &4).

r_>L il
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A71MA o] T = 19661 H] A (Beecher)2] ‘&-2l9F 977" (Ethics and
Clinical Researchl9)el= SeA= BEA S F F9 FHS5olghe= dF o] A
AR A e AAAIH S 3k albol ol%i , 1932955 A ZHE W= of
W =2 Tuskegee Alge] 1972d ¢ 1979L4°1]L FRze} Aded
(Beauchamp & Childress)2] A3 ﬂ]?ﬁﬂ(Blomedlcal Research20)9] 27} w3t
A}t 1990d EUSl AA]d 7Fo] =210 (GCP Guideline)e] =Y % o]& EU
F7hEd A= el d3] o] X7 HHstE A dnh

Zow @4 BU A9 JAAGs dad FHold gl oo o
selol wa ues B AR,

5. fradgtel s o] A3 {Regulation (EU) No. 536/2014})

AA FEAFddA FEE= g WE o A/3A3 (Clinical trials)< ‘Al
=91 9] 2k (Investigational medicinal products; IMPs)2] <¢HAA 3} F&A
Tl A & str] flske] QIZE il Al AEs e HEgHoR FAYE

A7t gojdnh ol d GAAIdol EU A olA dad w= Clinical
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18) o]ol= 1979 1| =2 Belmont Report, 1996 (International Conference on
Harmonisation, Guideline for Good Clinical Practice, E6), 1997 Council of Europe,
Oviedo Convention and Protocols, 2001 European Commission, Clinical Trial Directive
(Directive 2001/20/EC), 2002 CIOMS, International Ethical Guidelines for Health-related
Research Involving Humans, 2004 International Committee of Medical Journal Editors,
Trial Registration, 2000 UNESCO Universal Declaration on Bioethics and Human
Rights, 2014 Regulation (EU) No. 536/2014 repealing Directive 2001/20/EC, 2017
International Committee of Medical Journal Editors, Data Sharing $olA 44183 &
ek e aEF WFggle] AxFE 2 dFd g yES ol B o
(Druml, ibid., S. 219ff.).

19) Beecher, Henry K., Ethics and Clinical Research, The New England Journal of
Medicine, 1966, 274: 1354-1360.

20) Tom L. Beauchamp & James F. Childress, Principle of biomedical ethics, Oxford
University Press, 1979.

21) DIRECTIVE 2001/20/EC OF THE EUROPEAN PARLIAMENT AND OF THE
COUNCIL of 4 April 2001.
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2 A el Sk =4 Al Aol 7xd @AY, Se9d3] e 3]
M2 FEAA 93 #HAb(screening), 121l ¢1F HlolE e Kz #H3E
Wt ES Fal o] Fol Ao gt

o] A& 20143 XA Z{Regulation(EU) No 536/201424} 0] oJ &l tf A =] A +=
Eﬂ 1 olfr= EU ‘4101]"1 A= AAAFY HH 7 =5 TAHE
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£ Ffrokabe Aeola, &5 vdelE et AXYE HuEe AR 5o F
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A A ‘WAt BEel AR ZFAF 59 (Protection of Subjects
and Informed Consent)ell= A|28Zo| A 78 vt 3] zbel] gk Q1A 3ol

S aE= M 2AES AAS A o7 = A28z dRbdH

22) Regulation(EC) No 1901/2006 of the European Parliament and of the Council of 12
December 2006 (Official Journal L 378, 27.12.2006)

23) Regulation(EC) No 596/2009 of the European Parliament and of the Council of 18 June
2009 (Official Journal L 188, 18.7.2009)

24) Regulation (EU) No 536/2014 of the european Parliament and of the council of 16
April 2014 on clinical trials on medicinal products for human use, and repaling
Directive 2001/20/EC

25) https://clinicaldata.ema.europa.eu/web/cdp/home : 2018.105. FZF HHE.

26) 2020:d o1 9 A Ao 3 doJEuo] 2o g duke] Fo] JhedE o=
otatar ik old thalAd = 9 ¢ kA (European Medicines Agency; EMA)Y A ™ =}
% https://www.ema.europa.eu/human- regulatory/ research—development/clinical-trials/cli
nical-trial-regulation (2018.10.5. & FHi
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132 ¢4 87FA19] o] F=HoloF Aldld 4 dedl, () A o
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Lol= WA Aol FoJx thE e (legally designated representative)©] A
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(informed consent)& & Z, (d) EC2] #& A (Directive 95/46/EC)ol H-3F
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L R e S R :

& ol A gh(risk threshold)® %9 AXZ(degree of distress)= ZEZEZ A
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He YuAH| e AEE AAES e oA e X FojAke] AQlEte] o] F
X i, (g) WAt Z& A7 s8] e A% 2 WA degllelA 2.
sk Age F7FAQ ARE WS 4 9l F(contact details of an entity)©]
A A, (h) AFHA A E£3eto] 33 3 (undue influence)o] ¢
BRI FFofste Aol Al Tral A Al s A Solth

A28% A2 = A3
AR 2 diE A A A

ofol ek BolE W W, HY YA
Zeegd 4or e (el dolgs v HetHel 4L 94
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Se AR F7b gl U@ A e QRS da o BE ol
& Boli AAE Aasbsstan, AY ARl ASE Juusye] AL
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2 APAAE DI B2 st FAT Sl glE 4% 9A o
G9e ARHE ofw Wolofw WA 2u oW Y olFAANE & BL
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[Abstract]

International standards on the informed consent of subjects and

improvement of national laws related to clinical trials®

Kim, Sung-Ryong™

The clinical trials are called the “blue oceans.” The Korea Food and Drug
Administration (KFDA) is working to protect the subjects of clinical trials,
to create a good environment where the public can participate in clinical trials
with confidence, and so on.

The agency said it is pushing for amendments to the pharmacist law,
including reducing the number of health peoples’ participation in clinical
trials (twice a year), setting up a ‘fully automated’ consent procedure, and
making insurance compulsory. Currently, Korea accounts for the sixth place
(35%) of clinical trial results in 2017. However, the contents of domestic laws

and guidelines on informed consent of subjects are too abstract and poor.

In this article, among the various topics related to clinical trials, we
examined the process by which subjects’ consent became the most important
and crucial precondition for conducting clinical trials, especially in the history
of european states. In addition, this article has also reviewed the relevant
provisions of the important Declarations, the Directives and Regulations with
regards to the informed consent of human subjects, and this paper finally

examines the problems of domestic laws and how they should be improved.

In conclusion, we concluded that our current statutes and regulations
should try to have concrete and detailed contents for the protection of
subjects, the enhancement of transparency, and the consolidation of

international competitiveness in a global market.

* This research was supported by Kyungpook National University Bokhyeon Research
Fund, 2015.
#*% Professor, Law School, Kyungpook National University
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