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Huley SB. Cummings. SR. ed.. 1988. Designing Clinical Research: An Epidemiological Approach. Baltimore: Williams & Wilkins.
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*The Belmont Report: Ethical Principles and Guidelines for the Protection of Human Subjects of Research
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Declaration of Helsinki, 2000:{GBREEESS~DERIZH

B. Basic principles for all medical research

13. The design and performance of each experimental procedure involving human subjects
should be clearly formulated in an experimental protocol. This protocol should be
submitted for consideration, comment, guidance. and where appropriate, approval
to a specially appointed ethical review committee, which must be independent of the
investigator, the sponsor or any other kind of undue influence. *** The committee
has the right to monitor ongoing trials. The researcher has the obligation to provide
monitoring information to the committee. especially any serious adverse events. The
researcher should also submit to the committee, for review, information regarding
funding, sponsors, institutional affiliations, other potential conflicts of interest and
incentives for subjects.

T HREE BEE, AR Y — FIEKE. thOBEMABER. BIUHKERE(C
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Declaration of Helsinki, 2000 : #E&& ~ 0 i 8H

B. Basic principles for all medical research

22. In any research on human beings, each potential subject must be adequately
informed of the aims. methods, sources of funding., any possible conflicts of
interest., institutional affiliations of the researcher, the anticipated benefits and
potential risks of the study and the discomfort it may entail. The subject should be
informed of the right to abstain from participation in the study or to withdraw consent
to participate at any time without reprisal. After ensuring that the subject has
understood the information. the physician should then obtain the subject’s freely—
given informed consent, preferably in writing. If the consent cannot be obtained in
writing, the non—written consent must be formally documented and witnessed.
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EiEE MR ED R F—&E LA, |
> OL2EMP T TCOERFER—FF—(F1FEUL
= @G-CSFIRE#ZDT7IIL—RICKDEREMEMEIER—FF—IE

10 A E
BEREELEEDRUNESR
BERDEEESH
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46.4045 w/IBRDYRIIYRELRYRIZEHEDLHEVVHIE [R/DBRUTURIHE]

EE4EXL RBA, H/INEDIRILYKRERYRINFELIZEH-0ShENEE
BETHHAEICDONTIL, IRBAY, 46,408 DIMEIH-ST, FELDTEUEELU
BELITERADHFAIZROLHBEULGHHENEBECON TSI LEZRET HIEEIC
BB->T, ThEERE-IIHEIT S,
464025 TE

""" AETHLGLNDSE:
(a) TFEB (children) 1&1E, ARNERESNSEBDBEREDHLET, HRICEF
NEGBBEFIFVEICHLTREZEZ AR LOERITELTLVEWLEZNS,
(b) T7HE>k(assent) 1&I&, BARIZESMT S LI THIFELOEEHMRE
(affirmative agreement) #L\5, BEEMEEN LGS, BCHEBZFRARLGNIEE, T
ALBIRENSRNETIEELY,
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464055 &/NRDURIFYBLKREQRIYRIEHIAD, BEREAACH L TEEMFTEELSD
RIAHNHLIHAR [RAAHTIERMFBEDRIAH +FRIEEIYRDIRY]

EX£E(E, IRBA, LEEREBAICKL CEEMFIFELDRAADHENTAFTNE
; % WE=RY T 1T5EICKS
T, RIMNRDIRGEYREBYRINFELICHIZESNEEEFEFTHMEICDOLNTIL,
RBA, UTDHBIBEDIATERESDIGHRICEST, ThEEHEITEMT D,
(@) RO, HEEREICHLTFRBIShAFIMICEOTIEHESNEI L,
(b) FRISNAHFNED)RVIZHT HEFRA, HEREICHLT, Dlaket, FIAMREGREN
FEIZE>THONILDERBREICEIFTHIILE,
(c) 46408FDIMEIZH-ST, FELDT B LIUVHRFELIEERRADHAIZFRH HE LA
BEMNBLOATNSILE,
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SREEAE LA
46.4065% m/NBDVRYEYZRELG)RVZEHEL, M OHWEBREBEANICH L TEEMAELGS
RAHDZND, HEREDOEEEISER - KEBICONTOD— L TEIHBEEHETE
RENBVHE [(AADEE-FEQEME - ENCEELANH >AALFRCEEEDEEDFIE]

EXEEE RBA, HEREBEANICHLTEENAEELZSIRAADEODNATZIFLEIZELS
T, F=l&, HREORFLEREBICIESTHIEARUNMEVERITAIZE ST, RIMBDIRI&
YREGURINFELIZH6INDTLERETHIARIZONTIEL, IRBA, U TDOHFIEDIT R
TEREETHHEICR-T, TNEEREITHENT S,

(@) WRID, mINBDIVRIEDVLLTEBREEDEDTHAZE, [BERMEIIRY]

b) MAFLIFLE-1TEHD, HEBRED, BEDEIXFTESNIEEM, EFEM, DEM, 1
SR, BEMIRKRIZAREESEFNTVIREBRESENTEMELE ORBEHBRE(ICE5TC
& [BEMNGEE]

(©) MAFELIFLE-1TADN, HEEOEEEITER-KREIZOVNTO—H{LTEHMET,
BEREDOEEELITER - REOEBEFEILEMAAIRDEEREL DLNEEAHTE
RENBNIE, [EELBOERK DA EEM]

(d) 46408 MDMEICHST, FELDT UM LURFLITERREADHAZE RO SE 0+
BENELONTNSIE, [FOT M EFH D]
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46,4075 D M TIXARBTEDLDO TIEALAY, ?c‘:%@ﬁjitli?saa*i(_ﬂ’ﬁtﬁ'éiji&?ﬁgﬁ
DIERE, T, BHO-ODEEFEL-0THE [2ARLLTOFELDFIE]

E4E(E, IRBHY, 46.4045%, 464055, F1=(F46406 KD EHREH T ELDELITEZLZVHAREIC

DULTIE, UTOFTRTOERNBESNDEEICE->T, ThEEEFIEHENT 5,

(a) IRBAY, HARA, FELDEBEFE(IEUICHEST LIERLGHBEDOIERE, Fh, ENEHEST
LEEMEEFLI-bd CLERELZILE,

(b) RED, BRI DIH/HF(LAIE B2 BEE, HF, ME EZR) OEMRIEREINDGF
BESDERZHE, hD, DRICEIBRFALZODERMBDEEDDLIZ, LTOWLWTHAD
FEFETLIzCE,

(1) BAEAS, EMFITIL, 464045, 4640558, F1=IF464065IT35 4L, TOEMERHZLTIVSIL,
2 LUTOEBDT AT,
() HEL, FELDEBEFLISBUICHETLIEALGBBOER, T, BNEHELETD
EHEMEE =59 & (The research presents a reasonable opportunity to further the

understanding, prevention, or alleviation of a serious problem affecting the health or welfare
of children).

(i) AEHMNELMBRRIBICHSOTEMEIN S L.

(i) 46408 MHEIHST, FELDT UM IUVEELIIRBEADHAZRKO S EY]
EEBEMNELOLNTNSIE, 69

AREEEARE

46.408% BFELBFEREANDHAEFELDTEIIDEHR

(a) AETDMOBAEKIEICE>TROLNDFIMFICHZ T, IRBIE, FELLTEUMNEEZSEEH
EETHLHTHIEEICIE, FELDTEUIERDIEUTEELNECSNTLDED HIET
EFTIEINIEESHN, FEENTEUMTDEENEFTEINENDFIBRIZE LT, IRBIE, it
REGDFELDER, BRE, BLULBEKEEZERETHILDET S, COHIEIE, IRBHEL])
EEZBECAHIZHHST, BEDTOLILDHLETHEDHRESNEZFELDLKIZONTE
SNTHELLL, BLRODFELTEITHINTEHEL, IRBY, FELD—EEITLEDEEAN,
EEMICEZT TOERFHECCENTERVREEICRESNZLDOTHALHIMMT D56, £
I, MBICEFNTOENALLUINE - 1T A, BERFELOREF-(EBFEIKEEICK

LTEELEEMNANRLAEDRAHDHY, HhD, TAHARAEDBEICENTOHAFAEE
HELHTBHIGEEICIE, FELDTEUMNE, AREEDDTZOITLEDFHTIEAELY, IRBAY,
BEREICTEUNTREENDHLLHIETEHETHOTH, REHNAHI46.116FIZHE>THRER
SNSBKRIZENTIE, RBIZTEUNDEHRERBRTEHIENTED,

(b) [HE]
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BORIZEICKDERDENMAERE LR St D5
BEETHRBE BENEROF - RiE- MBEOHBRERKR-EETDHBEER
[CKaBIREEICHDIBE.
O EE DA RBIEICHS THHEDOEEICLDEHRE
®U7 I——HMBRICHT HEMEMAABIE—FF—LaH5LTE
KRATEZ BTSN 4 LT-FRa 'R (savior sibling)
O REZEDH - HARIZH OO DEEFRE (MDBHNZBITTREEZE
ML, ZDREREZREEDH - HERZHICAVNSIENZLY,)
BEGRMNEGRRE—I LA —REREDBRBICPTIZNRS?

1A

RIARfE D £ (Rl 2R B HE S —

Hart v. Brown (Conn. Super. Ct. 1972)

S 7RI0A DL RGN BRIEIZONT, REEZEZDERIARICHIE
DHEDRERO TR RESNT=,

OHMEZEN, REBENZRELTBCLBME—ELTHEY, THLFBRINDLHK
DORERLPKLETONZELIE, ZTORRIFEBEFICHYMNGVFIELELDS
THAI, HEED, BLAITITBUOLAINREIVLZELGREICVDSAD, 17
HEIZESOTRLDHMARNTHAIL, ZBRENZDHERTRT T DHEIGIEN
BN, TNIFIREFICESTIFREICKELGIBRELGLITHAOINOTHAILIE
L1=

O HHFE, FMAZEBICREOREELLGY, RHEFICE T O FI % (some
benefit) LG AT EERELT, MENFMICEET IIERETE TS LEBEELT.
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[l R f] O £ (K figi 2 F 4B~ 7 — (AAP D15 £t)

The American Academy of Pediatrics holds that minors can morally serve as living

organ donors but only in exceptional circumstances when specific criteria are fulfilled.
[When Children May Ethically Serve as Solid-Organ Donors])
Children may serve as solid-organ donors if:
(1) Donor and recipient are both highly likely to benefit;[ FF—®D FIZE D AIHEMEF L]
(2) Surgical risk for the donor is extremely low;[FF—I[Zxt3 B4 ELAG ) R 48/ ]

(3) All other deceased and living donor options have been exhausted; [ K F—F1F
##1]

(4) The minor freely assents to donate without coercion (established by an independent
advocacy team); and[FF—DT7 2 rHY]

(5) Emotional and psychological risks to the donor are minimized. [#5###91) R Y &z/IME]
(Pediatrics. 2008;122:454-461)
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gsrie—E RN —: BABIEFE=MEBREE[2](1)

@ EBREBLLSVICHDREERENICEVDOH LB EICIE, FF—ELTIESEY, 1212
L. 18 D19 DREEEICDOVTIE, LLTOEHLFE SN TUONIE, $RIERH Ol
BURHNEBHONDIZEL DD,

s RF—HDSRA SRS ZHIERENZ AL TW S ENBERRIESICL - TROHLNTLY
52,

» RF—A S EBRE R (- L TEEICLYRBLTLSIE,

- BEREEEEAOMREZESMER DRHIEL TR F—EEEIEERKEBLTILVDIE,

+ RF—DREBLLLITHIES . FIERBEERRANSLERICKDIEENMFONT
RV tul

- FAICAABEZRMEZERICERTROLHL, 1L, REDEZEIZIZZDRY
TIFELD, BHEFHiR. LEREIT LIS B AARIEFEMREEES
IS3RETHIL,
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J7va——BMmMERICHT HEMEFHAREIE:
FF—EE "L TERRIZ S HAEL-RIRR

¢ U7 a——HM(EAMIC, BEREASMER OBRICHT HARELTEN
HEBIENAH LA, HLARBERF—HUVEWMES, BRATZHICE>TRIEE
IZET, HLARABIRERILEZ FEICHIEY S LCF>THROoN R OB
MBEN RSN,

& KNZHE > BRUZEH > KBE > BEHLBE

@ Preimplantation genetic diagnosis (PGD) coupled with in vitro fertilization (IVF) is
an option for families who have a child with FA without a matched sibling donor. If
the mother is fertile, the family may consider PGD/IVF to select a fertilized egg which
is both FA-negative and an HLA match for their FA-affected child. At the time of
delivery, the cord blood can be collected and utilized for the matched sibling donor
transplant. (Fanconi Anemia: Guidelines for Diagnosis and Management, 3rd ed., p194,
2008. Fanconi Anemia Research Fund, Inc.)

@ “My Sister's Keeper” (novel 2004, movie 2009) ([FADF D &H7%1=]) (A Mfw, BiEHRE)
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EEZE® CRFLUED) EERIZHO-0IC, BEROEGFEEOHENLE
LENBIENHD,
SREBDMOCHAENSZHMZEMNET F2EBDEGFREDN, REIC, ERNE
1, BROREEECEZMREDOHLELIIGEUNE, BOREIZL>THES
ncTEt,
S TNHROLNDHEHRELTIE,
MANZH T ERFE - BRANESE, QVSAIUNEFLOMBDRED L EN
&<, OMIZHENGNIES, OREODBRMREFEEINSINEZTIE, A
Ezbnd,
QERDTEUVMHHIENEZELLY,
OHEFERICLIERNVLELGZELHD,
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@ EABREOIFN(ERILTIEEICIIZTDOAE. ELMIERX
[EIEHAMITIEREERT DEEICIETDEEZSD, )

@ AF-BRORERUVEEDHE

B AENDELFESE. HEEEOMEICFELIMBHERECEADINGE.
MEEEOHREICFEIFEHERICEIT DK

MERNZEERVZOEZRENSDHERFADI G
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PSS
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D BEDLEEBAIERTAZHEOIMEDSAICIE. AEARE~AD
MEERZICS(THERDIZLHIZEHT S5
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BEZHESHEDNDZEICIE, YEMEICIH>TEL-BEEEIINTS
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Q) RE(BWMERELZR{ ) EHESIHMETHO>TNAZITIIDODBAIZIE,
FEANZREOMBENREINDIIEEFIRELT. E=RYUTIZHRET
SERVEEBIIRZISFLVICHEZTEZTESN. RELQEHMEAIC
BWTHEAERNREICEATSHAM - EFHREEETSHE
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Lt HMEEENHEELHEEE—BMET ERRTHEIE,
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(XEICFDERBLAEDEREF)

H50% 1 BREFTEMFL. HBRELLGINESEZRRIISMESEHLEE. H5
MLHBBROABRZDMDERICET HFRICOVTHREDERERFTDHES. X
ELLVBEYLRHAZITV. XEICEYEBEEZ/LEHAIEELLL,

(REAXXE)

E515% 1 AREREEMFR., fIRFIHEDOHAZITIEER. RITBIFHFEIEERE
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WMA Declaration of Helsinki (2013)

15. Appropriate compensation and treatment for subjects who are

harmed as a result of participating in research must be ensured.

15. IRSMOBERELTEIEZ T -HREISH T B GMHEL

BEMREIENT RIS,

21

WMA Declaration of Helsinki (2013)

22. The design and performance of each research study involving

human subjects must be clearly described and justified in a
research protocol.

The protocol should contain a statement of the ethical
considerations involved and should indicate how the principles in
this Declaration have been addressed. The protocol should include
information regarding funding, sponsors, institutional affiliations,
potential conflicts of interest, incentives for subjects and

information regarding provisions for treating and/or compensating
subjects who are harmed as a consequence of participation in the
research study.

In clinical trials, the protocol must also describe appropriate

arrangements for post—trial provisions.

22
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WMA Declaration of Helsinki (2013)

22. NRZEHRETHIEARDAHEEREAS L. AR EZICEA
RENEBEShTORITIEGESA,

MR EECIEHET HMMEBMAREIZDOVWTHRE SN, T-K
EEDRAMNEDIICMYANOGNTELNETI RNETHD,
FTEER, ESRMY. AR Y — ARBRBEOEDY ., EIYRF
SFIMER . WEREICH T HIHMELGOVITHESMOERELT
BEZZI-HREQBBESLV FEFHEDHEE]ICET L
BEHEEOANETHD,

FRIRFBRDIZE . COFMEZICEAMARTRERIEIIOVLTO®
BRRYRDEEHSNGRTNITESRELN,

[BAREMZERITHILANZE]
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