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102) olo] AL JlolSetel 1. Ao Hera-AB1A 1K) T3 APHeIAe] Aol the £579)
WSS RS0, A7 B LINFATO] e FALeIoLeR] ol FAAEIE, 2021
1-21%)

103) 7o]=elel 230] Tet =1 H(ALol, A7 Tl QTYAT] et FA gl =e1o o3,
SpA A, 2021, 315%),
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HuSIof| CHet 262f(1997)
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Sumolsls 19979 49 42 “9BT 9 ofste] Hgo Tk AW U I7ke] £
HSE Qs ok U@ 9 AyPustof st &2HConvention for the Protection of Human
Rights and Dignity of the Human Being with regard to the Application of Biology and
Medicine: Convention on Human Rights and Biomedicine, ©|2H} < Q H|o| %= & 2K Oviedo
Convention)’)"< AEHSIATH1999E 12 1Y ¥H]).104) o= /\gtﬂ—‘%—ﬂ Bolo = 9

S 74 S Welold, R0k 3 ST 2l AU i A4 7

GoollAe At MlezA TEa IRE Fo] ddomA EFor & oS
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Ao E Aol 24 AAHS Hesin AR D oftte] Aga Bastel 5

< AR &g B 7TE dEie) Z1EA Aol diet £52 AE Qlo] BAE e
THERTHAILR).
AT ofyS} A&, A 5 HARE ZofollA9] ZiY(intervention)! 00 AR}

104) Convention for the Protection of Human Rights and Dignity of the Human Being with regard to the
Application of Biology and Medicine: Convention on Human Rights and Biomedicine, Oviedo, 4. IV.
1997, European Treaty Series - No. 164. (https://rm.coe.int/168007cf08 FHAMY: 2024. 6. 1.)

105) Roberto Andorno, The Oviedo Convention: a European Legal Framework at the Intersection of Human
Rights and Health Law, JIBL Vol.2, 2005, pp.133-143. & FoA= A Ll44 ufjoto] dist A&
&sh= =7 A=A HHOI*’ﬂ oigh “AES B s gEldths 24 519 s8stkesE st
Ut AR AER Hoovh ROl QJulsheA] RS fRor, 27] @9 Ikt Aol Hoet
© B0 dEHor oulE 2 7] offt= HTE Slth ols U RAEROPT & g A

Hol71E AXSt o] 5 dlHo]7|x 5}tk (Oktawian Nawrot, The biogenetical revolution of the Council

of Europe - twenty years of the Convention on Human Rights and Biomedicine (Oviedo Convention),

Life Science, Society and Policy, 2018 May 16'14(1) p. 11 o|3h o]o] ¥i5le] 20179d 109 12 &

Holglo|A o} e FAIA MY AAAZE S A4l = SRl dHiste] F=2 FeFY] Hi=rt

AUAA dZFsickal st vl Qlct.(https://www.alliancevita.org/en/2017/10/council-of-europe-the-oviedo
—conventions -applications-and-challenges/ HAY: 2024. 6. 24.)

106) AHS Hidezs E8Fow JiWske 22 SAl(intervention)A2hal Shk=tl, o] EHolA=
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7hH YA +4(Clinical Trials Regulation, Regulation (EU) No 536/2014)

O A 59 Axe FEARe] WA +78(Clinical Trials Regulation,
Regulation (EU) No 536/2014)1070]] oJsto] A|PE}. AJAIHS Y=ok Az AGA
3] AHA|AE(Clinical Trials Information System, CTISE 2FX)1082 A}&3lo] A3}
™, o= EU 3|g=9] @ AH HHAZ, sfte] AFA= o FHBAIAA(EEA)
3070l tisto] SAlCl AFAIEAZS] SR0& A &= St} CTISE &4 A B

‘intervention™Z ‘7Y’ C& HHsirt. Qulof Yoo olo] AFT AR, Wt FHA WY
Aol TRE AT, APHAH AT, 2024, 121-122F0) A% TP o= HHSIA

107) 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 repealing Directive 2001/20/EC, Official
Journal of the European Union L 158/1, 27.5.2014.

108) CTIS, Clinical Trials Information System HA}O|E &3 (https://euclinicaltrials.ew/ FAY: 2024. 6. 10.)
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A2 g AR Tk 59] JRrt AFEolek S ofeigt Au Uukelo] o3 @ =
QUEs ZAElofol s, A Wk Fa) Mo Agstolol BeHA20% A2,

W) I 2AF A9 715, A, FAL 7H, B, A 9 oaio] B3t
FHA% X (Directive 2004/23/EC)
o, JARIES] 715 Sl Bolxe 7ol 2A A2 71F, 3, AAL 7t
o AR 9 o] st GHAG R R (Directive 2004/23/EC)’109)0f| 4] 5]4=Ho]|
Q75 Y} BAE T ek o ABE Aol dfet Folt ol Aol chatol
HEE AL AQJoM A 2A oY AER AFE She F9ole A8HA FARE, AAF
d=o] 7153 Bl Aol Wl Tl hES 7S] Amert

2 w2 w29 4 J%%l,% gH35E7] fste] Aol A= A=A B A
Zo] A3 o] et V1S vishe & FAHeE IHALR)

1 AES] AR B 128 R 91 eelafolo o1, 713
83 BHE S FHEolN B W & ok suRe 344 o

FEAoE A2d L AZ V139 Bage P
SELE 3 U AEY 22102 see] Wi
o G 5o R4 SFheleRt 528 AT, L HATE 56}04 71% }

Sotofof & FHY Y82 & A FEA 0 F4H o Mﬁ‘r. =, 7%1}7} %POP N P
i 715 3 4 gl diste] 2ds] HEIT Al

H%J] 2l oFO%OF o}ﬂﬂ 1 He a4 Aol Als=olor 2t ii) 1 FHe &4
= gol2 Hdsta FekolA 1 Zxofo}
9 34, Avet 918, G 29 B4R,

7|ZA} A X9 ] A= R _,]o]—X—] 7194, X5 B3} ZAA o9, xﬂg—x]g- H53}
1 ‘ 57} 9tk iv) 713AR SelE BAAA Anke e A
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7b e BERt A¥s S8 Aotk it v) (AIEEe) AEde 22 ke
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109) Directive 2004/23/EC of the European Parliament and of the Council of 31 March 2004 on setting
standards of quality and safety for the donation, procurement, testing, processing, preservation, storage
and distribution of human tissues and cells, Official Journal of the European Union L 102/48,
7.4.2004, pp. 48-52.

110) 97|14 Z(procurement)> “FZ0JLf HEF 0§ o U=F Sh= I S AUIRITHAR AB=E ().



Az S310] $9E)] Ysto] e B, B, 71 4R BrAo] EetElo] o
of 3t} (o]} H<4:A4 A. Living donors)

ES =2 F ARY #HE Holld SHUEAL ABATE HEE 5 e RS
e BE g ogos Azt AFt SANE AU - 9ES BT
e RAE F5toiof kA4 A1D).

oh HA =z R 3t S B oJAEl9] #4(Regulation (EC) No
1394/2007)

HAeto]  oJofFo] APtk e TR = oREol TRt F-H 3] E ojAl3]
9] H#(Regulation (EC) No 1394/2007)11DoJ|A] -85} Ut} o= HhR] R o|ok=o]
it 59, A=oll et FHCIHAIR), o] 49| AdAIRo|dEle FAIAA 7| oF
=, AAEAZOFE, A A|EL} ZZ|o] 3EGHE AlEtissue engineered product), &
O] 2FE(Combined advanced therapy medicinal product) 50| Z3FHATHARE). Hot
A g oJoREe] U7 AZEY 2]o] EHo] U= A M AlEY 229 7S, 27
A2 A 2004/23/ECO] w2t o] FojAof Stal(A3R), A Am 9 AA
= OfoREat HRIste] A 200120/EC Aox(7), A9F(4) & (6)°l BAE 32 =
ZF M|EL ZZAJo] ESHE A|E(tissue engineered product)o]] Z-&EF|ojof JITHA4X).

o H
N

3) ClxlIRH=0l Lixtet HE 2o & 75

1995¢1 A HH S A|Z(Data Protection Directive 95/46 EC)oA= YRZFOoF EZo]
45 o 84517 el AAREHE 5 I olA AP EZZFZI(HA FHE
SO)L SgATtE & 4 g Al BAE AVIHUCEIY 20169 SAAT Aul

AR B 5% (General Data Protection Regulation, 2016/679. ©]5} GDPRZ <F%])113)0]

111) Regulation (EC) No 1394/2007 of the European Parliament and of the Council of 13 November 2007
on advanced therapy medicinal products and amending Directive 2001/83/EC and Regulation (EC) No
726/2004, Official Journal of the European Union L 324/121, 10.12.2007.

112) o} o+, dAfelE A7l HiRt T2 £30(0%5) 71 BEE Ad2xo2E AV|=-, 2=
Wl A20d ARs, tigtel=yshs], 2019, 129-130% =

113) Regulation (EU) 2016/679 of the European Parliament and of the Council of 27 April 2016 on the
protection of natural persons with regard to the processing of personal data and on the free movement
of such data, and repealing Directive 95/46/EC (General Data Protection Regulation), Official Journal
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of the European Union, L 119/1, 4.5.2016, pp.1-88.

114) GDPR A42 A138 9 A2k Aiole] 4e) E A7) et 1% JRE AFsim,

o Ajeiole] A Az B0 Aua gdolrl, Aol AU B 304 f B4w wig Al
49 oujgit,

115) GDPR AU A|I4% A FRE A2 olulAut A% AR 5, A9 1F APEe A8t
ol FRlshs, Al =F4, A ke BE ? X o
o}l MAHEE olmjgict.
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I=olle P2 “‘%‘%ﬂ‘ﬂﬁr é*ol ?lil%ﬂ% 5 a7l B 2l HES

jog %'1]%*141%% J(UK Biobank)2 H|1LZ| O] Al7]o] HA[5lo] Y3l

1) QIMZEIEH(Human Tissue Act 2004)

A7 2o AASNE Ve F So) VAT gAML 20049 AR
(Human Tissue Act 2004)S Q3514 AET 4= Jrh118) o]= 1961d9] QAAZAYH B
b ofyzt s (Anatomy Act 1984), Q1A|%}7]o]A¥(Human Organ Transplants Act
1989) thAlsk= HEZHA, 4T dfo] ol (Alder Hey Hospital) AFAS AI7|2 A|
FE 0] 200613 9E 1LFE ARPHJTEI) o] M QA9 Aol = 7]e¥ HHd
AT 59 HHoZ AHolole AREY ARAS] Byt 9 ARE, AFEAL QIA|IRZ 9] A
<, B 9l ARGl ¥t W82 qFeRith

o] HEOA AA|-FHE(human material}> Ao}Ql= Al B APYSH AlERQ] AL
7} PR BE 27 £ A4S ofojel], AAAE 3 Ae] AR viol, dotels A}
HorRy Zod HET 52 A=Y ool ZEEA e=Th(Section 53). ©]

117) AU FAZ-oPgT- <ok, AR et Beloh AU e, FRIAARATL,
2018, 88%.

118) AAZAH AL th2-S = (https://www.legislation.gov.uk/ukpga/2004/30/pdfs/ukpga 20040030 en.
pdf HAL: 2024. 6. 10.)

119) 19963 F=<] Alder Hey oFsr ol APLSE oFo] 52 ‘rﬁ;]' A71= o] 4 oA
A% o159l IS 5Ol ol B sl AU W HYT Uobt NS B
198119960 Aolol 5 *52I0] 717 271 IHOIN ARk ol5Ee] 718 52| glo] HEale] 1
okl AL, I= j?ﬂﬁ%”ﬂﬂ*(NHS) Akste] thg Bk ofet 22 o] fglo] Wilth=
Aol g AT 19994 129 AIRE A 23 20019 19 T4 AR IA7F L7FE T Alder
Hey Report Ti= Redfern Report). A} 749 @i} HH HE Ay} 7|&2o| BAEUH A7 5
AAFHES =5 A 9 RiehE itk =3 9URY] HA), 20049 QJIAZRAH A 5ol oF
o]%c}t. (Human Tissue Act 2004, Summary and Background; Robert Vinci, What have we learnt
from the Alder Hey affair?, BMJ. 2001 Feb 10; 322(7282), pp. 309-310 Z=x)




Hol| W2, HojlA ‘o JE ZZF(Schedule 1, scheduled purposes)’120-2 9]5to] Ao}l

L Aoy AR RE SdlE 3 (relevant material)S HI ARG oAl

HHoz Hoa Al A2 F27F WasPH(Sec. 1). L QAA|Z2H Al A ofv]
o

HEsL A" QAIEZo]AY, AoQl= ARAIAIM A5 et 2208 AFAT} 7154
£ AT & glo AT fdIzRE Sl B A9 B, e 239 4
Sz A7t IFHT

GARLS] A7 5-9)(qualifying consent)2D) glo] DNAE E4J5l 1 AWE ARS3l=
22 §HolH HHd, 34 o5t AHE E= F 7HA] BFol ASE 4= ATk Sec. 45).
= AA =0]7} 9Jow DNAS] BAo] 7ls3la 11 AFlE ojy EHogT ARR3} &
Ao, 597t EE AR ot Ak T A=, HAL WA 9 A, 7]

>

&, S7lek, W9l Y9 o)f 5 |2zl BHom A8Y 5 rkSchedule 4. ).
Y FIAZAYL AT AL AL PO F5H DNAS AH§3l
Aol £2H 5918 A5k gort, fete DNAS AHgSRe dpdiets A
Moz geld AES AHSR 2L K5k

(‘l[‘

75 93t 9o HofA= AA 73 (Code of Practice) 5 ‘FE= A: = L=<t
Sole] e Ao 50|, 294, A A0, Y 5 AEAB U]
tiste] Attt of7|A= F97F Adstal fastojof qthal gAsk =T, AE
3 S| (appropriate consent)’?k F| AR, Z AP} Bol Bl AE fejol(FE
A, 79-85 IX), = AFLSE AL AFYSH] A Ao ‘AZA BA O Q= Algo] A|l&StH
Eolg oulaichizy B9t gask] AL o BEol Bojg SElo] I AHet
HRE ABLL Agto] JLHoT AFIHoF 51, o5 WAJSo FHeh20
120) “FE 54 F 127091, o] F Part 19] S5 A3, ARl whdt, oFERo] 52 =Pt A

Al Ul" Az}, AoRIAY AFYEE AlRES ol ThE ARl tigh o5k AR 9—45, 5ol thet 4

BN, QA ol @ 7l Tl A7, o]alo] slgeks tgelth

121) 57 Sofgt PAbe] FoIS Clolsha, ofdlole] A9 MY Yt Ate] BT WL AUt At
O] DNA 243 HAs A= GARAZE AR 23] F2lstdAW 19k 24 TA0 = Aol AFg
Ao Floh= A= vt (Schedule 4. 2.)

122) Code of Practlce A: Guiding Principles and the Fundamental Principle of Consent, HTA(Human Tissue
Authority). ZE-E https://content.hta.gov.uk/sites/default/files/2020-11/Code%20A.pdf. HAY: 2024. 6. 10.

123) Code of Practice A: Guiding Principles and the Fundamental Principle of Consent, HTA(Human
Tissue Authority), p. 13 ©]3}.

124) Code of Practice A: Guiding Principles and the Fundamental Principle of Consent, HTA(Human
Tissue Authority), p. 15 ©]s}.



AT FHO2 A 23S AAK| HsliMe At 527t Basith E9E oM
M 7154 2AEE dElDol A7+ W F2E olsfstal Aled HEE vt
FOE B WL = SloloF ATHIE A, FEE, 42). 2H, 574 A7l diste] &9

£ e Ak 7hesiH, A | 5 AR Eedthe o PR S9E Te A
7Rs3ITHEE A, 45-48; I = E, 4546 &%), B4 B2 Qe 505 = 49o=
7SRl HEE AlEdaL AT+ FHole] SJulE oldlfshe® kolof oh, AAEA] &
o F7t ok Aol doiAME dEof Qltt VISR st o] FHo® AR
Ee AREEE Al diste] sttt ol ol &= glov, Juzkz] vkl
AAE H7loAY 88 A7AETE H7]EooF e A2 oMEHEE E, 52).

SHA, AAZAHo| wet 87 598 JF 2 YS](United Kingdom Ethics
Committee Authority, UKECA)7} Q17dot= =] A1edo](=8+ d7-a=91ds] 29h) E
£ YL, Y= T BotddEo] BRI IFsHs A-a2] 93] (Research
Ethics Committee)?t A7~ AYLE FIRt AHdL BH(GAFREC)S] ofste] =G

© BE d7eE gl stttz

2) QX2 23(UK Biobank)

F=9] AAFHELB! UK Biobank= 1999 HIZtoj|A] A|Qtste], = gt
3] (Medical Research Council)@} WHEHAE, AFENT HH LAYAE X7t
XJ(Northwest Regional Development Agency)dt H&E0] F= EHAX(Department of
Health)”} 3505 20029 e A FA5ITE. dA] Hlo] 3-5o0= At HY
2Rl FHI= —?—°ﬂﬂi’ Jom, AAA 7t & o] =7 F= JAHFIE280]
Tk 200697E F= A2 1%°] 3Foh= F=ol AFSh= 40~694] Ato]2] 501t g O]
Kko z el MR- o5} HoleE Sxdlel ATABA AT Uk 9 50
o] AUATE A4 Fal, 21 U T AE S 747 B HHE ABHT ol 3
Wb ARAE A0 ASEE Aol FolsHTt

125) NHS Health Research Authority AIC]E &2 (https://www.hra.nhs.uk/planning-and-improving-research/
policies-standards-legislation/use-tissue-research/ HAY: 2024. 6. 25.)
126) F= AAFHE2Y HATCIE (https://www.ukbiobank.ac.uk/ AAMY: 2024, 6. 2.)
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1) 4H Z(common rule)

19749 79 129, 1= AuFolsl= 71t H(National Research Act)S A5k, QU
TS RTE sk Ee d1Ee dFaddslE dAskES oFsfeiitt. ol¢t
tjEo] u] EARDHHS)= A7FHAIAIH(research involving human subject)o]] 33t vt
TA(CFR)S UQFo}al(45 C.F.R. 46, Subpart A: Basic HHS Policy for Protection of
Human Research Subjects), 1991 157} U 7|3o] ol& -5 A=sto] B4 A
™ E(common rule)’°] TFEo{F L) o]= 937} AESIe] 515t o X|q HFo 3
Foh= A2 ofyth AW 2 vt et 2 Aol ot 3EA
U ] 59 A e EATE IRB Ao R 5kl Ith4S CFR
46, 101(a)).

el FolAE A7/|BEC) FH 248 o A7, APAS0] F2e Ae] o

4o §A% FHI AR DA 5T VS YA o] FHS AEWE o

¢

ol HHRE FAAE o oAl skl QUTH4S CFR 46, 116). JI2|al of JEet
arge] oot FelE dSske A-foll, WEAe] delg 2Vl 25k AAH B

o= sl= ofd :7]-ol(any exculpatory language)= EFHA] FolES ol o
A}, 2Ry, 713, 718 TAYe] el oz HojuA SHAU HoluA| s 21X
¥ HolA 3= ofd WA GOl EFFHA| BHEE SLTh4s CFR 46, 116(a)(6)).
2 20179 AW 2L ATRRIS] Bl ZRT} AT meH EY ek B
o7 At BEo] JJAE 0] 2019. 1. 21. F=HALE A|QJst FEo] A=, 2020.

1. 20. TS HByz] AR A|E|9jc).127)

-

127) o] o] F8 AEARFORE 1) Y AR Bl EUT QYAY, BANBL ZE Aol A9 5
2 =Rt 7, U lolE] AL AR Ex AR o hE A4z okzo] Bat o
8 =9, 2) 2 AAT QoK £, 3) EHFY, 4) RB %4 94 87 vk, 5) FEAT)
9 YOAE ot 52 5 4 Uk ¥l v1F Common Rule®] 8 A% U8 A,



W8 A E0lA AT BES fIste] =" $8% ®igk F shvke 24 1t A
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