HAALEH A 2022-1

K= 0] 4100 2t
24, =c|5 348 g+

2022. 5.







XI=S0[ A0 £st
X O7|x ZHX| OfL

KOREA NATIONAL INSTITUTE FOR
BIOETHICS POLICY

O n=7MEY 2| Y22

KoNIBP KOREA NATIONAL INSTITUTE FOR BIOETHICS POLICY






CONTENTS

Part 01

Part 02

Part 03

Part 04

Part 05

Part 06

Part 07

HIZd & QA e 3
2. OITEEE oot 7

FICHE T} D BER HIOE -onviiniisnisssssisssisssssisssssis st ssss s 38
DR cerereree e, 11
D TSR s 15
3. QUE 18
A, FHF| ZHO| ZRQBE ER] woovveriiieiiiei 23
1, KFEROAI] GIAF T BB -oovvvvvvceieieieeiericiisc 29
D 250 FUE ot s 35
3. TR THO|ERFO] wereereveerereriseiiesi i 48
A, BHIREZO|AIBIB] -oovveveerseerssmeiesisii 51

LEO|Ate| ZEE TN






KOREA
NATIONAL
INSTITUTE FOR
BIOETHICS
POLICY

REZO|Al0f 23t
B, 22I% HH o7







1.o727H2 |

O FY 710142 19694 -2 utetol ] g0 Agolo] 4B o] FE B
ATFAG] o8] BAE ] $1L, 197993} 198810] 217t WA EE Aol ] ©

7HAIAL QoL

= S
= L =
Q1 S W wH A SoIA chet BAZH 4718 4

O E3ZH A7]0]4]2 “o]X|(transplantation)”¥to] g A=A 2EE 7H2 S}
oA thA E7FSE 71 o] 4Rl A& ol 7o X &H 02 ALHT Y, Z7]|T

% gl AEolV|E &

1) ot5H, E7(0|A 2HSHE 215t MO, =¥ H 11(3), 2013.10, 97-103

2) H7|SO|A0EEHEE [HE H5858%, 1999. 2. 8., ME] 9 HH0|], Z/HE-EMEH

3) YEtHO =2 IO H7|E B AtH(recipient)S S=oIAt2t ] HEIE=0| 0= MH2t ZZAE H7(0|A0]
SERHOIIA 2 AHH|2 5= 017 | HE Q. THot & B iME 7| 52 §lsg X|LK[H ZREX| R=S 24020 715X
(donon)2t #=5XHKrecipient)2 7|&ot At &t

=
=
10

Bl £

Rix & 2k he

il

i
o

%

L0 14vd

¢0 1dvd

€0 1dvd

¥0 Ldvd

G0 Ldvd

90 14vd

L0 1dVvd




ADIMOd SDIH130IE HO4 FLNLLSNI TYNOLLYN V34OM

0 =al, 043} T okAe} 714 So] B WA A, 7%, A, A%, 1
= 47 49 oA B2, &, ¥ 2 the] 53} 2ol

O AgolA 2 5A] AP} AAHA| ghethe SHoA &, T, t 53 FARE
Ao & Holu RFolale] BAo| 2Z9] ‘WZHengraftment) ©] oY}, A2

7le= 5 A7 E4tolEhs HolA 71E2] 7ol 24

BEAYAD PAG BAS GO AT US

O o]0 AFgolAo] thgt &24, WA HEE A= oA & 717 BETH o=
YYo= Asot= At -2 o]Ale T XA tigk Ad5E ofyE}, 9/4d 9] A4
(reproduction) o] #HNAE AE7}F B QT+

O YT} S4E 5 o9 APA oA S o2 A/ ol a5t Holle w7t
Z0I3} 2= QA ojuf ojA 9] AgAo] oL L BHE Fl HAHolok 5%
dsfids e e & Sz o] Higt HE: Sa

O A7} 20009 ARg-totatr]otol A AlA H 22 AEE Apgo]4] &0] & AT
|48 9] AR A& TA] AEfoF PE Am= E5om4), 11 & 2009d0]
g 21 71202 % 167019 1971 AAollA 8579 AHEI7F Halk= =502

2o, o 542 e Aekedge)el Y, oFHL 43| AR B pow

’

)

N

25989
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8) https://www.ecfr.gov/current/title-42/chapter-I/subchapter-K/part-1214#121.13 (
9) https://www.ecfr.gov/current/title-42/chapter-I/subchapter-K/part-1214#121.13 (
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oA 9] A7](internal and external male and female genitalia), B33 (urinary

bladder) 5-°] Z3Hg10)

re
1
o

O ©]o] 20149+ OPTNOIA VCAZE 0]4] 7Hs3t A7]9) ] wiFo] Zate|glon, g

20169+ 5 Ao =2 VCAY H|x 47| Genitourinary organ)ll A+g-o] 5 %:i E
gglow ol A9, T xaje} Yo gt Agolo] Te] W wUEE T =2l
1)

0 @Al OPTNS| 4 37171574 B2 Fa2 (1) 424814 Bokpsychosocial s
evaluation), (2) AFHAAE 7|5} X A| AFe(independent living donor advocate E%_“ 2
consultation, ILDA), (3) 835t AX o] 9t 59 (informed consent), (4) 2]+ =
%H7Hmedical evaluation)& 8733l 3loH, ol= 4ot 3= Ag7ISAeIA= .
Z A5 HEEs FY12) 1

e

O oo met FE3 ro| Tt S0 ) B Y& AT Ao ¥1:P4]7] VCA
RE 715 e 49 Agasd, 42 gdo] 9lon] o A Ho| At
ATAY 2= glow AAE S YUY, A 4 S22 iy e WK Aw A w
EZolu BHgh A4l 7158 23 B4 759 REA Tl A A A A i
SRR 24 EL 75 o), AL S 9%: ol A Aleto] AT :
o7 7)5A, n|gA To YA AU et AL A nFolL} =
Al A JgF: A7t ABEFo] o5 BAE R Fe 5 Yok AES xF B
SHAIE o]o] Fakel | Ho-g AL E Shil S

10) OPTN Policy1. p.3-4 https://optn.transplant.hrsa.gov/media/eavh5bf3/optn_policies.pdf (effective
date:2.10.2022) (B 2022.5.23.)

11) Nicole Johnson, Anji Wall, Liza Johannesson, Implementing regulations and policies for uterus
transplantation, Current Opinion in Organ Transplantation: 12.2021. Volume 26 Issue6. p.660 p

12) OPTN Policy14 2 https://optn.transplant.hrsa.gov/media/eavh5bf3/optn_policies.pdf(effective
date:2.10.2022) (MY 2022.5.23.)

13) OPTN Policy14. p.277 https://optn.transplant.hrsa.gov/media/eavhbbf3/optn_policies.pdf(effective
date:2.10.2022) (MY 2022.5.23.)
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5= W2 AFA E= FDA 87F 5% B 59U W2 HAKcleared tests)&
o] &-3to] CMSOIlA A_t @AYl Edhe 22 55k AN 3 sfof
St=tl A 7159 B9 Al 49 5 F7IE 875 AARE S doF i1,
o] Al oS S Byt 9 Ak} B2 RASEAL, Pap smearg F7H4 02

HlAEstn], xpgo] st o olAlo] HsHA] A giol WA HotE

olN
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)
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O OPTNOJAE 20159 5E VCASIE Floje] 44 9 B3 058 Ralsw glonz
o] 54 AT OAEY 5 B 957} Qi VTS o]A] T S5A ARG A
222} 3RS o AZo} shul, 1 ololw 7 WY, A 715Kl thak AR,

7t SAo] o 5 P AHE BESE dlolE® AZor $HO

O o]e} T2 o]4] A¥E BT o] OPTNOA= LRt o2 1329] A& o H17)Z
o|4l9] AJFZ Tastal Sle=tl, "= AFFold] HAAIA(The United States
Uterus Transplant Consortium)o|A& Ag0]24]9] HE- A5 A5 AL

A7k ol ofo]o] Aoz Hel1®3tL Ylo] Zol7} 9

Ulo

14) OPTN Policy14. p.283-284 https://optn.transplant.hrsa.gov/media/eavhbbf3/optn_policies.pdf(effective
date:2.10.2022) (AML 2022.5.23.) OPTNOA] A2 MZE 7|SAA F7HHC 2 XSG Z ot= HAEE
Nz HH(Gardnerella Vaginalis) sHA ZAHNAT)O| 2|5t ga}mqoh SHAF ZAAKNAT)O| OJ3t QIR Cras
IR HIOIHA(HSY) 1/2 HAYZZ2EE G(IgG) &M ZAL DNA L= mRNAO /8t QIRFS HI0|2{A(HPV)

AZZE B E3|FRUHAS E ;qugg T55H= R ZAh (1147 b2l 7= AD7F QS

oT Lo, I_
15) OPTN Policy14. p.283 https://optn.transplant.hrsa.gov/media/eavhbbf3/optn_policies.pdf(effective
date:2.10.2022) (MY 2022.5.23.)
16) 312 p.662 OPTN Policy18. p.311-319 (HAHY 2022.5.23.)
https://optn.transplant.hrsa.gov/media/eavhbbf3/optn_policies. pdf(effective date:2.10.2022)
17) 312 p.662-663 (A 2022.5.23.)

18) Johannesson L, Testa G, Flyckt R, et al. Guidelines for standardized nomenclature and reporting in
uterus transplantation: an opinion from the United States Uterus Transplant Consortium. Am J
Transplant 2020.20:p.3321
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R71014 B2 HE Y 5
F=L 20049 HE QA ZAH(Human Tissue Act, |5} ‘HT ACT' oA AFgst &

E= Aol Q= AFRFOo 2 HE o4& 5XOR AA = Byt ARES 4= Ql= A
SHEZS(Human materials)190.2 #7], A 2o} 722 S EZ(relevant

materials)ol] T3t FA8S ulste] st QS

HT ACTO| uhgt AXH #2]7]4221 QA2 A4 (Human Tissue Authority, ©]3}F
HTA )l A= 710l A3 T E A G2 I F3otl =

[©)

S, =71 B AAH]A(National Health Service. ©]3} ‘NHS)E 714 1L Q&= I+
Foke] & Wl Z}7]o]A] 2] AlE|(National Health Service Blood and Transplant,
|t ‘NHSBT )4 371 % 89| 715 4 ol4 59| ¥e] Y78 shel, HTA)

= 0].0
AHE 51 U=

r>~

ThA] i, ol4] ZHs e A1 4 U BHE HTAS FA02, U4 ojsh 3]

249] 7]% 9 o]4] 542 NHSE $4.02 olelstelo] #els|x Qirke 2L ofmdt

E2Qh HT ACToll= o4] 9 o]A3} 3 E &4 0 29] 5-0)et IWAH ARglo] Ao
A2}, 20194 A7]7150 et 52 Zl’—?‘—‘ﬂ(Organ Donation Deemed Consent
Act ©|5} ‘ODDC Act')9] uFd 2 & 7|0l 4] o] tfste] 59] 7H=Hof W= opt-out

A=E A-8stal A=

ShHo 2 NHSBT Wolke A+, 841 Y A17|& AR27174RINTAG, Research, Innovation
and Novel Technologies Advisory Group)gt= A5t TZAEQ} A#HE A7)

o412 HRISHE 7|77k UeIAI0) ol4] 715t B8 FAT 5 US

N
o|N
>1E

19) = HT ACTH| M2 QIMReHEE (Human materials)?| ©iF= 2

2| MEZ2HO| [E QM FAHEL HE
HOH 0, M, £& 52| RaiE 2 HV|= 88, AN I XHE ZE6H0] F-LISH Fal=0] AUS. 010i w2t
2 2IMUME “Human materials”S “QXQHSES O 2 7|&o6tIXA} &

20) https://www.odt.nhs.uk/odt-structures—and-standards/regulation/(ZA4 2022.1.6.)
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O HT ACTIA &g g4 75 FAZCZ Ydst= w0z FAstal A=
A9k, HTA E9|o]X|of A= HT ACTO| w2t 7F

%
EES dAsHL Qe o] 550l 47](organ)7F = 0] 952D

-lN
4>
39
rir
rS
™
o
B
il
i)
o[
1o

O HTA &¥o]Aof|A AlFstaL A= AAFH=E 2 F50] 2odE o] AUA] g2
d¢ole A7 HT ACTOl e AR d ol 8e o AeAE AHAH ez

weksiol s, R A9 HTAC BEhe L35H 24 We 4 982

O 201999 ODDC Act7} utHEHAA F=-2 77|50 dgt “opt-out” A7}t
EJE =, HT ACTOlA] 715 wh2 Aok 5-9] 7h3e wet =, opt-out

Alzol w2t G718 7158 & fle Afd(excepted aduly?t 7152 = gle A9 =2

o|N

(permitted material: exceptions)& A5 Y=

O o]o] w2t & 1+ (The Human Tissue(Permitted Material: Exceptions)
Regulations 2020, °[st ‘HT 78" A22A23 WA Al530lA &, =, =, &7
A, & o, Fobg, o, 2, A, A, Ik, 718, A A B,
SHYEYL, F 9 Hijol, YT, Hok &<, 44, 274, JSF, =l AHA,
3% HE, A, 4, 92 52 opt-out AL e} 7|5 58 & gl S,

Agisolof st BUF O FHRL AL

il

21) https://www.hta.gov.uk/guidance-professionals/hta-legislation/relevant-material-under-human-tis
sue—act-2004/list-materials (ZA4: 2021.12.28.) % oiiE ESHO|X|HAM HEstE 222 HT ACTO| T2
IRFAHES B HEIotL K| ot MU Moz HESIH TRt A YUH0|ES Zltet

22) https://www.hta.gov.uk/guidance-professionals/hta-legislation/relevant-material-under-human-tis
sue-act-2004/list-materials (ZAMY: 2021.12.28.)
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71 Aol whE A7]0l42 HERt 5 (express consent) §1°l= o] FoE 4 T E
- _ =

Rom, olof met HT 4o T2 459 (deemed consent)Z 7|15 = Q&=

4718 74 Aolera At e

O HT 74014 7152 5183 4 g AAFHES ol 8sto] 2L 0|44 AT 5zE
=
szt b, ol A APE B o] AWste, AT U AuA Bt 9AS =2
AHoF At A%l D 5 918
ﬁ
O Wet $A, ATS oA o|4] 7HsA, e, SaAe] YZE ook srd, 1o <8
e =2
wheh NHSBTOA 815 o] 4l&o] NHSOI A A8 4 QUL sfok sH= AHlAQ1HS o
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5 9824 4
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il

i
o

90 14vd

23) EXPLANATORY MEMORANDUM TO THE HUMAN TISSUE (PERMITTED MATERIAL: EXCEPTIONS)
(ENGLAND) REGULATIONS 2020 p.3
https://www.legislation.gov.uk/ukdsi/2020/9780111193372/pdfs/ukdsiem_9780111193372_en.pdf
M 2022.3.17.) g

24) Department of Health & Social, "Organs and tissues to be excluded from the new system of organ =
and tissue donation in England (known as “opt-out” or “deemed consent”), p.9
https://assets.publishing.service.gov.uk/government/uploads/system/uploads/attachment_data/
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65) Ariel Lefkowitz et al, 'Ethical considerations in the era of the uterine transplant: an update of the

Montreal Criteria for the Ethical Feasibility of Uterine Transplatation' Fertility and Sterility vol.100
no4 october 2013 p.924-925

66) Ariel Lefkowitz et al. 'The Montreal Criteria for the Ethical Feasibility of Uterine Transplantation '

Transpl Int 2012;25 p.439-447
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