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B3 T2 AEY)ISRIT (Taiwan Biobank )1 FEFRZE » Kk
1438 TA1{ERE ) (informed consent) @ JFHI - HEGE A 14 5 5%
(human dignity) ° ®2¥§ : ©

*ALAER PR A BT RIBE - AR LE MG LS - BT REM
PR Lk Bl 403E ~ PO RL AL AT IAB S R R ARG AR S - 4
WostHt o FAAMMF ML ERLE (FREHMELH) ~ FIHE (EREHHAL
i)~ B (ETMEMAiL) AR (BREHAAL) - $ B (£ KEHH
Htp) FRES » GBS -

HUALERNEFR AR L LH#ER B8 A4 flaPrafREHELH TG
FA RS BHEEMZE -

(1) %R TE3 2495047 ) ¥ # #35 htp//www.ibms sinica.edu.tw/ biobank/biobank htm =

(2) “informed consent” —#FEALESFE LR - £AB54% (LA
T$ERAE) ZMAERZH) (A2ES) F218 - B139 (2005%6
A) i 20L& -BRE R~ BRE > (HXREALHRITZ TEERAE)) G
FAREERRAREGR) - F2EF 20 - 7189224 (200556 A ) - B £4hai - A
LFHk THAE] -

(3) #3815 - (RATHE » FHEFA) - PEEH - 200651 A78 A158: (i
AR ERGERR : EXRAA B0 (k) ? Ml E4F) - PEH - 2006
$1A238 A10M : HiB%E » (EHFRadafds)  FENHR 2006510258
AlSHL °
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[ 1) EEAEYRIT. NBEMRRES) BEARES PR
|I‘ ERRAE R HEE - Fmry B A ~ FEEFIERAE TRERY RS - 1
MFESEAXMIABEREE R ? SEEHERAFERE < 0
[ BEHI - A T AR S %0 ?
| 2) BE A ERNGERRE2EE THEIEE ) a9 ?

3) I—fi%[F]&E ) (general consent) A NFEREL B
HI » 36 JE LAPRFE 22 83 7

4) BEEAEYISMT TEISCEEARAITFEA SRR | e ) 2

5) THIERE ) BEfAEAEEFEEIERENBERES
FIH ? BUERIE TAERIE) RGBS ER 7

HERHEITSE - L H AV BRI B A\ RaEE - FE LIHERE A\ 14
&% (human dignity) ~ fF&E{E A E = (individual autonomy) FHA(
#2 - SRR 2 JGH - SIS BT ER DAfsFEE FR - 8
oA THUSEIE ) HAERE (B HA) BRPEZEaER » 18
ARG E R A BB PS R i b th E G P E Ry B R AL - (HHE
EAE  CHESZENEEEEEE (human genetic database/
databank ) FFEAVAIEE ~ B8 TEEEIE D WHFLFE - T
R CARIAMGEER TR R H SRR ER - (FREE LY
FaBA ;- HREGET TRNERIE ) FERERS B & B AL A s i i
il FRE— 20 RE ~ DKE; ~ F VD e nE B i Py R 43 E
. HEREEEERS - AT EERE ~ 2R TANERE ) - HEEE B EE
WJ HATEERE B HEE E AR - ik > BERIEER T84 YR

4: (4) BAR T 22200651 A24 848 : (BE: ARCRIGUEATE REHS
H A&) (HAREABMEINRERARAZLS - $HESERLAE THEHS
| HE A RIGE Wb FBRERAERAE - FHARNLZZINETELFHE
|l B A R AT o RIUAT IR A R R ACE » R A SR SR M B 5 R A Roak b
W BT » APl I ERIIE) o
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171 M ZHNG (SF2F) > MHTOR > Folsa -
&~ A E TR R

AT NEMERE ) PREEREREREEZEM - B
MERFRE L - B - MEER R E R E ? HEAm Le S
7 SRR 2 SR A ?

—~HER TERAHE ]

FEAERHE 1 (genetic databank/database) * SR ( 3CF)
fii > BgR ~ GETF A A BRI EHE - JRASLL TAKE)
RREABIR - HEBEAFTEE TERBERE ] » —flElE AR
K& #HE | (human genetic databank) 5 * SRR EABYE 2
EEREA - ZE T A\FHBEEZE ) (Human Genetics
Commission, HGC) % MERZERE ) EHE MEEIZEAE
i (DNTFER) CERFEEAZES »r NTEHEPELHE
RFEFIER 2 AfEEl (1888) 25, S (collections of genetic
sequence information, or of human tissue from which such
information might be derived that are or could be linked to named
individuals) * ' AJHE22% -

(—) AREHBRAERH

NBEAER MR & A =% i (chromosomes)
P8 ERH L SN EEE (deoxyribonucleic acid, DNA) Fff
k. e =1TEEHBA ~C~ G~ THEZTE

(5) .Human éenetics Commission, Inside Information para. 3.3 (2002) .
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(nucleotide ) FFHF 7 FRBE5AY MR EL% ) (nitrogenous base
pair) < BSEAEYLEFEANES - 124t TEE AMFARNER
BEfE - Al{ZAEE TEEEEIAY (genetic information) °

AR A EETFAEA ~ C ~ G ~ TEREBEA - WEEH
A A ERE IR - SRS —AI B mE - IR AREEENRE - &
fo TEEARE ) (genome) ° FIFHRA FRAVITZE A B 7 EREE ] i
S ~ A (ERER—EIEFAT) LB R
(fER5) HE - SE4)FRER—EER (gene) » BEERF AR
S8 =E{E% TEAEE (encoded genes) = ¥ FF{ER K E
M~ B H fth B RS o T ARSI —IHEE THDIRE - — (B3
R EEaR - BIE LR BFes A h @ A& - Rl el 8o -
HER fA72 2 (BT B R g Dh B » B 2 B Lt 5 [KT P 46 19 T B R4 - D
ATR LRI (EEUERE) EEREAT L ERI RS -

@7 EEZEA B B R EREREME - faEEhEs
77 0 Eb# TZE8HA% ) (mutant organisms) BRIERTAY TRAVEHER
(“wild-type,” organisms) » BT E EAEY LRI T H
SR » Al 2% MEmaREAY ) (disease phenotype) ——2€
ST - B MZeB LAY | (mutant genotype) — 2848
RRHRL - (FRGERS - FE—PRYTFFEENa] e+ H SRR e ZE A
A GG —— T288# | (mutation) - FEEZEEBFEL— » GHURE
BEER MRS s O HEE (nucleotide) FTEREAY » 47 L)1
(6) HOMBEM » £ RHBA (BAREARREAA G » T3 (HosR$HHo

FAFLBL 0 200457 A) -
(7 #%& (A) B-2*% (adenine) ~ (C) M#=X (cytosine) ~ (G) HRR%
(guanine) & (T) MMAR (thymine) WAL T & -

(8) MAAHLASH Rl NAEHAYHELFRETZZIMN : AF TR I4HE

8 (e fdad) s AMESH=+E%MZ S © 4 LBoyce Rensberger # + & T
3 (—smp L) » 107 (dk : RTF AL AR » 20034 -
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ZhT—@FE  NELT—EFE  AHIRESEMBEE T
FHE > FIANEE R R ) A B R ES C L F i -

AR A R FE 77 R E R EH RAVALR - @ L HEL
REEIESE I - EAERFE LR HE R EATER
f9 MEE—ELAKE5% 1 (monogenetic disease) » FIANEH# 7] B4 [(1AE
(sickle cell anemia) ~ BEfEIEAEME(L (cystic fibrosis) ~ FUEETE K
PEPAAE (Huntington’s disease) 55 1 75 22 {12 FR{E s R (& LA E 3L
KB #hFrEakry M2 EEEMR 1 (polygenetic disease) : ¥&H —
SEHI R R R Ze 8 Bl X MBI N R L O FR SRRy 2% EA
FI%A ] (multi-factorial disease) = " 7F B —EL[RES T - 228
FEEEBRAIIEE — 2585 (penetrance) (E(FE M41-88
1) BERETFEZ2EH ; £ NFREKERK) 8 NEZHFIK
] ZREB R B RAIR R I KRS FRE - v

Hi#2003 %A T ABEEXME® 1 (Human Genome
Project, HGP) “* BEfisehk ' AZEEE o5 (FEEERF)

(9) See Michael J. Smith, Comment, Population-Based Genetic Studies: Informed Consent
and Confidentiality, 18 SANTA CLARA COMPUTER & HIGH TECH. L.J. 57, 61~62
(2001) ; Jocelyn Kaiser, Population Databases Boom, from Iceland to the U.S., 298
SCIENCE 1158, 1158 (2002) »

(10) T3 XEAE ) R TS ATAS BEHUBES » BRPAS TAHARG RS $ -

RS - RS - JoRR AN EEFERL -

(1) #l4= » BAEBRCA | A XX A FHBEIEHMFEA 55% < T L > BRCA |
AAXRGFLPHASUFERENLE - BAFTREALRLA > A AL EE
BAT  AFXALEEAAZL ) §RBRCA I AALY - YEHLAN TFH$
(penetrance) # [ #}8i4% ) « See Michael J. Smith, supra note 9. at 65.

(12) TAHEXB#MITE ) (HGP) #441990 % » & X EAEEH (US Department of
Energy) S E R # 4P (National Institute of Health) A& % ~ ¥ siehst£t# - 8
REEFAMDNAFMS L HEESHHFHAA (protein-coding genes) » FI% LM A
# DNA 8930 81 % (chemical bases) 944 » M T NBEETHA » BET
Fratizdk - EMEAITES M52~ AP PME] (the ethical, legal, and
social issues, ELSI) ¢ 3f L http://www.genome.gov A
http://www.er.doe.gov /production/ober/hung_top.html °
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Zi& > NEERAHZEEA T — (B FraufcoT - st ER
AT TS EAYBERE (TRA ) » =30 BELERENY A K
Fg - Eanpit ; 76 MR E#E{C] (post genome era) * AJHKL
KIREIhE ez » B A BB R A - tHsE A Bl 7E
FEA = MRS (W SRR BE IR - fEFR IR EATIRE -
BfE SR » AREARE 2 (8 BL R {5t an {m] B8 » B #4 {lE BE X 81
SHERZE Gais MBI ) e GRS HERE - (IHRIEA
KEME - B Z > BiHEH TEERER) 8 M E 7%
I ) HHE MR 38 o IR (R AE JE KT DNA HEFF#T S FEAE A ~
HGRE ~ EEFTBIREE R E - DNA BEBER TR L IR (@
A TERESEHE ) # IREHER ) &7 - RERZFFEITEEN
MBS RFRIREIME ] (physiological and phenotypic effect)
(¥ TABEISE)) ERGERS - v L {EEREME L8 s -
BiCHE (K] B B {th BR AR A 1 R0 L Eh A pE 5 - 9 BT TR 2R T S
(BRAB) SAERA  TEREERESFKRT LS - HEHEA

(13) #r A3 > HGP YA & T AR T AHKE # 09% o9 K M 4 7] 2 85 » JEaf fig
99.999% = % R hitp://www.genome.gov/12513430

(14) A EATHAS L ARD (genetic tests) I FA B X A& Z (genetic
therapies) #9#4t « AW i A THARBANAY » L b —THiH ik
VHAOEARER - X455 > FleNEEEHFMME2ILE (Lou Gehrig's
disease) ~ FI?#5 3K 4 (Alzheimer’s) ~ E#HX# (ataxia) ~ LHEEHEHAL (cystic
fibrosis) AARALZ MK B35 (Huntington’s disease) * & T#H# M A A# 2]
(genetic tests) ff#e « BrEGERCTUEBEABRYE - MESELAASMGE
i#—— TR BE#& %] (genetic therapies) ©

(15) ALAAARFAXE PR FAC e X eMARGHAL L RAHEH « 4o »
T3k #2572 (Alzheimer’s disease) 09 B4 =T 4% =30 « B—HA4E5% » LANA
Ha ey AR Hm R FE100% : BHAEI0%~60% » AN kL
B R4 A2 A e R REN  RERLR TR - 2HATA R
EHMAAEMTREHRA M TE LA » 4P A H 4 © Sarah Tobin et al., The
Genetics of Alzheimer Disease and the Application of Molecular Tests, 3 GENETIC
TESTING 37,40 (1999) .see Michael J. Smith, supra note 9, at 64.
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HIER o A REIR i S (E SR SR EEBR T - 09

HERIL - FER T HES) T LA S B R 2R R 98
( population-based genetic studies) » 7 AR T LB A
By THEEA ~ S8 BB EFL) (genetic, genealogical, and medical
data) o WAEFE S T AFEAE#EL) (human biological materials)
g1 TR HE N (medical information) (EXFE TEEKEF
(clinical information)) » 3 & TZFKFFEHN 1 (genealogical
information) FTERKEI KBIE R E » @M T EPRIT)
(biobanks) = % FRFEAY FEEFEE ) EEE ISETEYR
BT - MEETFHOABEYWEERE] ; A1 - FBERET
WA ER - TAEEYEERE) EHEES GERT) R
BeFraosm R R (FTEE TEERE AL 3 TERREN ) - i
Y TIEREENE ) Th$E TEWSRIT) (biobanks) « AT BRI
BHAYSY » ASCATEE TERERNE) e TAEYRIT) ms - @

ot R e T g L T (] I SR 1 A W B R T SR U T G -

(16) See Jocelyn Kaiser, supra note 9, at 1158.

(17) UNESCO, International Declaration on Human Genetic Data Art. 2 ( v)
(“Population-based genetic study” : A study which aims at understanding the nature and
extent of genetic variation among a population or individuals within a group or between
individuals across different groups)  (2003) .

(18) See, e.g., Ellen Wright Clayton, Informed Consent and Biobanks, 33 J.L. MED. &
ETHICS 15 (2005) (M 44988471 (biobanks) 4§ TA# L # 1 (human
biological materials) 3 8 3R 1 (clinical information) Z #§&) »

M dpdRdy) ar#& T4 473 # & 1 (biodatabanks/ biodatabase) |, see. e.g.. J.V.
McHale, Regulating Genetic Databases: Some Legal and Ethical Issues, 12 MED. L. REV.
70 (2004) &y RERAE [ AFMSRIT (genebank) * see Estonia HGRA § 2 10.

(19) Mark A. Rothstein, Expanding The Ethical Analysis of Biobanks, 33 J.L. MED. &
ETHICS 89 (2005) (“Biobanks are repository of human biological materials collected
for biomedical research.” )

(20) THE F# A (genetic databank/database) % # T4 44 | (biodatabanks/
biodatabase ) ~ T 4£478247 | (biobank) F38 M ° See, e.g., J.V. McHale, supra note
18,at 71.
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o A AEY RS R TE—) (IR ABSEE - 5
5 THREE ) WHEEE B EMEAUS ~ i Aiat » S rg)
W 9% & #8 ( each research subject) *» 75§ [ 2 81 & |
(participants) * BHFAERE Tig#d) (X MEREREERL) B T
BEEY - TEREEEE) AREEATRE - RERERES T
HRESE ) (RN AREEUE > MEBEPREHFEABNER
B2 s EREHEAEENEARRIEEE (R IR0LEE 2 B2
FEHEE A c FEAZEBBRERERTEERR : fmE
A T—{EF7E ~ —KATERZEL #9480 (one study/one informed
consent model) Hil[] T—R20 (EWHIT) ~ BERE (Fr
Hif7E )1 (one general (or blanket) consent to participate in the
research activities of the biobank ) Iz FERRAYEISS - =0 THH
HHRHEH ) i e B IR E &R > B T Mark
Rothstein ATl AR ~ AR 2 Bl 5 A (i 28 B U i) 1 e R R
(complex issues of big science, big business and big ethical
concerns) !
(=) KB EHETRAAR

SRR G F A B AR S [RI0 /4 B LARRAR ~ 435 -

Lag# (FRA) #iTH

IRATERE TAEEREEER G (HGC) ZE#K » TEKE
WEHE ) BIRRS (BEREAIEmaz) BAFERPEF r&fl
Bl (AR HEPSHEREFEAZ) T ARERE) (888) vk

(21) Mark A. Rothstein, supra note 19, at 89.

(22) 47 &% Human Genes Research Act § 22#F Ma#45 & | (tissue sample) T & &
TAEABMAEBGMAAMIREZI R - WM Mk (cells, intercellular
substances and body fluids taken from a human being for the purpose of genetic
research ) °
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& o HELEHAR - HREREPZEAR S ERE - il (M
A ) EER -

Meds1 (sample) ) &7 » FE 2 M ATEREERT [
W BN EE YD JE R ik R JEE 5 eI 22 B S5 Rl Y 50 2 T AR IR
W& s 2 HAthAs AR EAE ¢ EEAR ~ B8R T T UIBREY A RS REAREE -
BREE THm ) RBNUE M28E ) IEREN - & Mafgy a]
WRE—E (EG) & - &KL (data) &R0 » T ERFE2EH
HHY TEEEER (M2HEFREFRHE) kRS2 £IRIE
e A REER) THEH#EL - @

2% (phenotype) ¥ FH A (genotype) M

B[R R ik i B R B - AREEE - W TERIEAL
(phenotype ) E2 TELKHY ) (genotype) WifE o [FEREHEY (Rig4E
YIRSREH 2 B REA - fla - BIRBRZ AHERFREHRRE
ARER 2 BERA (BUEERIHRL ) » TEEIRER 2 A B EE WA 20
MRk SR (BRERIRERR ) < FraE MEREAAL ) » Bl —MFrEE <
CPEAR D » THAEYREE KNI (gene expression) BERFHE Z5%
B> Fr 22 ol SR YRR SR - B0 ARIRER B ~ 52
B~ BhEEESEE -

FFRBIAY | {FREDECAHE 2 SRR R RIRO 8 ~ FRIERAGR - LI
F R AER L EIRY3Z A ER A L [ERaE » WidFh MEEE ) 2%

(23) (& B B AR #ED (Estonian Genome Project) » H 8 »
http:/fwww.geenivaramu.ee/mp3/trykisENG.pdf =

(24) DEPARTMENT OF HEALTH, MEDICAL RESEARCH COUNCIL AND THE
WELLCOME TRUST, UK BIOBANK ETHICS AND GOVERNANCE FRAMEWORK
VERSION 2.0 ( May 2006) ( hereinafter cited as EGF, available at:
http://www.ukbiobank.ac.uk/docs/EGF%20 Version02%20May %202006.pdf ) sec. L. A.
3.

(25) MARIA | o THRAN | 2 AFREF - 5] AL F935
http://gmo.doh.gov.tw/Web/mail/main.aspx °©




094 | ol IR AL FE L

e - PR AR ~ BRIF A 1 BRI R B - B & BHETE
IR~ fffF M228E ) (tEm) 19 TEREA] 61 MR\
BUEEEA L o o FRIFAEAPRAE HIGREHUG A » 77 ol #8458 3
& R 2B E NI R E RS -

3. I¥TaA] ) (identifiable) 32 T35 (non-identifiable) #3

UEERERL » L TEFEFL] (information privacy) » {77
HORRES - BROBYRRES H TER) 82 Tiafs ) HEasEAr s = 5
—— TEREEBIATREM: 1 (subject identifiability) FRE - HEE Mg
21 RPN 0 B TRIERA B > 28 TRelEE1)
H -

BiRE (22802 ) (IR ERE) BIBBE. - EEZEPHERAM
A (samples) BZER (data) FiB .2 L8 S0 » HIFREREE S
RERE - FEHTEZ : THRIEL (code) # MEZ1L
(anonymization) ° TfEiB1 (RIS EFH LM Z & B LIRIER BT
(o) B - FERAEERARES (AR5 decode) HARLEAS (HiEk)
FHR2H5m - TER) MEZEERZMERE (MWEAR)
LA BREFTEEBICER (fRIREEED) » S HF MR ER
HWEHEFR (PE) Bt - RS FENREEE R
% RERRAS— » YHIAHEEERL 0 mFBEH— -

ALUTH#E TEBR{EL (anonymized) {RIBIFHEEERIEH
R4S TEAEZAY ] (identified, personally identified) BY [#w@AGHY ~
FIHHERRY ~ TEHERY ~ REE4EY]) (coded/identifiable/traceable/
pseudonymized ) fEEEENE KL » TEACFT (32N 8 ) (FHHB1TER:

(26) Henry T. Greely, Population Participation and Other Factors That Impact the
Compilation and the Utility of Resulting Databasese, 66 LA. L. REV. 79,79 (2005) .
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Fra kR CHE (identifier) » (B EHMAEPERFTMER 238 -
FrE#fb) EREERGEFRSEE T4 0] 3 X Bk #H &
(irretrievably unlinked to) = @ ZEATE UG HLISRF BN BEGE B3 A
BEREZ T#H 4 | (anonymous) fEASENEEl - FREFHIEEH
4% - 5 TEA{L) & - LITHE THREBAY.) (coded) {RIEHEMA
W —NERIE (single-coded) BXEEFHHHAS (double-coded ) &
B oo (SEELIREE (RRER) e (E—o(™E) RS - HraiEe
BEi8zE - »

(Z) £B4HFHE > Z2ERD

H /i 25875 B N E R E 2R BRI EIE =1 -

1) {TEBEREIEZE B gZe b &Y 2R 2 IErT
BITHY M7 TR AR EERE R E Y ATT RS G
(2003 FESLH~2003F+_H) (LT al{7EarEEt
&)

2) TEEMSh R A P& f BN B % RN 2 HfEPe N 2
HACENETFE) 18] (2005 % /\H~2006 FLH) (LLUTfiifE
IRy DI

3) B ZFER BT TAY T B8 A 1) Bl e TR
B 8 (2005 F+—H~2009F+H) (LUl MelAziE

(27) See.e.g.. International Declaration on Human Genetic Data art. 2 (xi) .

(28) Bartha M. Knoppers, Biobanking: International Norms, 33 J. L. MED. & ETHICS 7, 7-8
(2005) .
% iy R85 % #3847 (Estonian Biobank) W#& % X » M £ 16 2 F A W ER
8o 22 AP A - AR TH R E& T H ¢ £ Chief Processor 32 ~ H R -
See Michael J. Smith, supra note 9, at 88 < L WA Ml E 7 XA L - HTH
ManBREERATAMBLZIREG » B MTHEXMmit s (retrievably
unlinked to) =

(20) & B &% 2493847 ) ¥ H 435  hup//www.ibms sinica.edu.tw/ biobank/biobank him =
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aHEly) -

FEMTPEEEETE] ) 252 2003 S+ ASMTER - MRRE
ARSEEA - T FefEan S TR B e A E SR ROREAIRE ) (8
B TR ARAIRERE ) » WARFEH AL TIE/H - TFBEE RN
FHERI AT/ -

Faf{TPEET#] ) 52 2005 5 /\ HFAMGEAIT » BHI—5 » TG
2 E A YRR E R A R E R - HRREREF - £ 8
FMETHE A o TERuGRFFed@ LATaEE D ~ T &Rk R E
2o~ THEMWRIE S EITRIR ) ~ T OB R R % ~ BRr
Bedff7 ) ~ T2BEBEMBMEISR) & » FHRERA AR
—FA - HEHGHSEEHRIERERAMEMAEZE -
RUFFEHE R MEIAN - v AGEIERFEIICIHE] s WEREIT
BT - TEAHBRAt & 5EEIBERAT » NEFKRIRERS - hRFE
BB RitsEfmEZE & (IRB) 22006 1 H + L HIFRGRE
FEATTHAEREZE REYGETE ) - WML AFEEGHRATER
FE g T R GEEE - B2 @ T E AL EREE TlE (iR %k
AR RFE | RIARE - 2 BRENEHHEZEGREAZ
+/\H BRI € - MR FEa Bl — BITHRLES
8 UK Biobank {Fi » 122006 £ JLH — HAETIFH LT BIANE A&
A ; ERR A S - IR B -

(30) $Hp4E » (RBEFTHE » HFAMTR)  TEHEH > 200681 A78 A158 ¢ (W&
HAEATREGERS : EXEBA G0 THE) ? E2Md0F)  F Bk » 2006
10238 A108 5 MBE  (AGAaseadi)  $EEHE - 200651 4 25
0 AISHR °

(31) P RIFER » (B — KB THE L EAE)
hitp://www.ibms.sinica.edu.tw/ biobank/press.htm

(32) (RERERAMA IRB THEHM) ASHE EXLATHELER FEAF) -

PEFH > 20065F7 024 8 A88a ; Al - (A BAERELEMR) PHEF
#2006 F7H 258 AI5HE -
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ER THRERBIGHE - T NEEEEHE) - MasEkg
#H1~ THEATZEM) B FEZEFEHE) F0UM - oEiRE ra
#AEYISRIT ) (Taiwan Biobank) B2 SEHMREITHIZE -
ifi 3% Taiwan Biobank HEH/AE » EHM BN - THITE 2007
FIEGRERE (THERFEANBE—& LT A) - Baifs7EiH
REAEI BRI RR G S SRR ER o o

BESR 2004 = RFRER » BT -CRHY BRI RS SR 5L (A
BRHE - G0 (B2 TPE_L RIS R E A RE o AHRR R #E 2 i
e B Hofth HE G {F 3 » RES B RURII LI - 1HIREERE - B EE
BRGR TEEMAYIERIT) HyamE -

=~ ARFHERE %

BEEEREEERE BRI AR KE - EER
e - (HEFATWES (e ~ EERREGRHE) (ethical, legal
and social issues * ELSI) JRAZEEH o o9 il : AKHELR 2
FERE IR S m B 7 BE KB AR B o A REAEIE 2 B Y
MBALAE (BRAAERHE) 7 GO Qe (R IE KT IE A ERE Rt & I

(33) PoARABAAMAREELT : TERL2HAHELMNI S AERIH - BATH
HAERERAAR KA EITRTRTE08E » T—FREEBFE  #H55
EHEH - EATHAEEHE Ao BFHF X AR 1 FLTERRGL
MR R TR R BRI ERLE LT HEHTHE - ) A Br
200656 A 25 H * B4#g °

(34) 728 » (EXLANREAWE) - TTFHF 158 2005550268
hitp://tgs survey.sinica edu tw:8080/igs/epaper/015 him °

(35) See generally, J.V. McHale, supra note 18, at 70; ¥ % & » (ASEAATH B Z4 MU
ZHRE—HEBRLERARERARZFN) » (HHHE) - F303M > A 88-93
(2004412 A) =

(36) $REEY » (AR TR BAHERE) » (EHFR) F23 5540 > 78195
(1998 F4 A) : #-F# > (AEFTARLAMRAME —REREAHEORBEL
BT eg ) M S0 M%) » Bt (ERAZFHGA (FP) —HFHEEHREHBRR
Eb L) H693-726 (b TH» 200257 A#008) s FEL 0 (Fa-
RERAMER— 0l BB EMZFRREEF ) T 406-419 (Fdb @ AWM >
2005 4 10 A #nha) »




| 998 | i) ESLALE EE

B (EHAMERRE ) ? o REWRREE 2R3
1) e FE AR IR € B B B 57 = 7
(—) FHREH

FREREGHEZEBMRLGERE - FTEEEREG - - F
St - EEWFETILL T AL (MFFE TH1) (FEMERESR : R
HEUEBE ~ (RIFAVERA R HRE TEARVEEL L (personal
data) > BBRMK® TER) WEHA - HEH LB TBURER.
(sensitive information) = HK » EEEHIETH# T BAVEHEREE) »
R 2 DH R — SRR R

125 B F3n 75 B 69 B AT 3R ‘

FILEAE L (genetic data) FHEH H (L TR &EF
( personal health data) » [E{#$'E 1 (genetic material ) FHEEHHE

fih T AfESEHE% 1 (human material) * HBH LLF 25 HEME 8L
m a

el -

1) EREHAESG NFEEIPE) (predictiveness) » I {EFHE 2

(37) See generally, MARK A. ROTHSTEIN (ED.) ., GENETICS AND LIFE
INSURANCE: MEDICAL UNDERWRITING AND SOCIAL POLICY (2004) .

(38) See e.g., UK Data Protection Act 1998 s.2. (“sensitive personal data” means personal
data consisting of information as to- (a) the racial or origin of the data subject, (b)
his political opinions, (c) his religious beliefs or other beliefs of a similar nawre, (d)
whether he is a member of a trade union, (e) his physical or mental health or
condition, (f) his sexual life, (g) the commission or alleged commission by him of
any offense,or (h) any proceedings for any offence committed or alleged to have been
committed by him, the disposal of such proceedings or the sentence of any court in such
proceedings ) ; Australia Privacy Act 5.6 (1) (“Sensitive information means: (a)
information or an opinion about an individual” s: (i) racial or ethnic origin; or (ii)
political opinions; or (iii) membership of a political association; or (iv) religious
beliefs or affiliations; or (v) philosophical beliefs; or (vi) membership of a
professional or trade association; or (vii) membership of a trade union; or (viii)
sexual preferences or practices: or (ix) criminal record; that is also personal
information; or (b) health information about an individual”) .
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£ PO R LATE IR AR G2 BRI I 5

2) FUCELRFANEREAA » BHEE - EE bR
BT - BRARE : 3) ERENNHLERER FaGRSRRGE

4) HREAFATHBER A SHEE (WM - MR ~ §#86%)
815 - WEIRRLERAEANEE

5) EREFEEHB RIIREEFR —DNA AL, MNEm#
@) (blueprint of life) fH.Z ¢

0 A EE B George 1. Annas 325 THEEEAFHITLE
( genetic information is uniquely private) » ‘% [BBF.]) (privacy)
A Y {EAE=EE « LAEFA (private information) ~ FLARH R
(private relationships) ~ FAAGRFE (private decision) K FAA B
(private places) ° =K Z A (genetic information) FEEAT=% -
AR RS Z L2 -

B EREEFEZEEA S ARG - REh TR 3
THRET MEERAYI - B ARERY TRZACHEL] (future diary) © 41
RHE (REA) HECHESZERFE - AREREE AR - TEEEN
SEREWISL T BNGERE T# T (coded) » HE B
(probabilistic ) ZVEHE o HEEEE AT HAL A ST (5l
—W§i ~ —FRESE) G o HRE SR RTREME T R B IEm -
R BEEREASERE TABERL (KN) » JRBRRATEE
M (FEAN) 2 5k s —HEBERAZERER - #EFHHR
BHAE ~ T~ "B EREAN - KARHEFBEE

(39) HUMAN GENETICS COMMISSION. INSIDE INFORMATION para. 1.23~1.24
(HCG 2002) ;J.V. McHale, supra note 18, at 76.

(40) George J. Annas, Genetic Privacy: There ought to be a Law, 4 TEX. REV. L. & POL. 9
(1999) .
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TAARE S ) (HIEREIA) BIHEF] (right not to know) Bl
1 TJEH11 (right to know) » (9 THERAZL (HERFEA) 1
#EF] (right not to let anybody else to know) | P& » JEKIE A
BEF ~ ARAWIREIE IS #ETRE - BT A MR BE N BHET » 585
(FAHEEEAI R ) FBEEi & (insurance discrimination) B
FLE i (employment discrimination) FYFEIEE = <0 f#E » TE
FH&EA LERBURNEREELR BREF ) > AmasFER
FIRMEST T LURTE -

2ERARBETR

FH A BE AR g (e ) B B - 38 26 P JCE BT 8 5 e 1B 42
) i B R O EE NG - B A HE R EH B T ZGETEBRAIK - 4]
o EEWEEEERI THERE (RS EEZE G
(Institutional Review Board, IRB) 3 B2 {GHEE T » FEE
R 7eEHE] -« BIREEFRESAERBE (hERE) -
BEE g/ o R - BREEHEEREE - ERWRETFE
HEE ~ R - B AEARKRE f B B BRAE B R C MR FE - SRR
FUIGENERBME AL - JAE R THF9EE ) (investigators)
8 [28i3% | (participants) #EERFNIHEAIEILE o 0 QA SREERL 22
7 ERAEAEE - EfESEE (LHEABRHARZAE)

(41) See, George J. Annas, supra note 40, at 12-13 ; LY - (AATRATFFHY
Bil) » (ELEA) F3aEF2M > 7095107 (199854 A) ; Fxsk - (&
A LAFHALREEREALBTRZIAR) > (TEHREL) £5
M+ 433465 (200057 A) fTikE . (AEATRAFRE —F A RAEE
gAY (AdpAE A EsTRA) » B 148 - T 88-17 (200254 A) 54
16 (RERIMIERAEN) » (RersdE) - H285M 0 B 7590 (2003 %6
A)e

(42) George J. Annas, supra note 40, at 9.

(43) BWPSAREAELAH2L206 LS BREL TP AAERBEMEGHE
R4 E22%) (hup://projl sinica.edu.tw/~irb/committee-2.htm ) =

(44) See J.V. McHale, supra note 18,at 71.
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ARELR - T TEEERESR ) FRESaudki - «
(=) T&F#%

FE [R]# f} Je 4 1 < A A AT B AR S LA TE o IR TS [A]
B EH] . 7ETEEE M283E ) (W9eEl) LYl iE g
Btz » X LERKH TERE) (H2HEEEE TRIES)) - #
g b THREHEFHRECGEIIA TREE) AR - S&IRaTLL
FMEEREL 2 THiE) fZ -

LA R R EEARE

BT TLAATEBILRERIERIIIIE ) MR RER ~
A ) B B — M S AR R - LI ER G 0 DL
FIBEA - (B3 EE AR BURAE A G » A& E R E P
MaTSgRaT B Eae (EA) &R - #EEEFEER. (information
privacy) K& ZE (data confidentiality ) o' » SR AATBHHE Z 2
f% (unauthorized access) * R A FRAUINRRE -

BEEERERFRE - EREREEE G HMER e
PREN— LR 4t 0t - CANAR - B (BRAB AR ) Rk
B8R B Bk IS - BRSPS N AN R (BAESLLERT
g8 » I E GRIRIBIH A B ~ JE (R ~ B LE B AR
(FlaEEEE ) & - ERWTHEEEELE - @ Ktk - #E

(45) See generally, George Annas, supra note 40, at 9.

(46) THARMEA ) A5 EAM A THEMIBA TR » TRERERTESZRAS
FIHEFTAER o THHRE ) RIsAREIN (F8F) XAEHAIHTHRA
AR T H I THERE (RHAERERIBERZANM) - THE)
BRI AEGHZE EHAFRAACHEGONFE (HERMAMA) REFE (M
AFEFHRUE) AR APTIRTZ (RE) &F o See generally G. Michael
Harvey, Confidentiality: A Measured Response to the Failure of Privacy, 140 U. PA. L.
REV.2385 (1992) ; see also Henry T. Greely, supra note 26, at 83.

(47) See, Henry T. Greely, Informed Consent and Other Ethical Issues in Human Population
Genetics, 35 ANNUAL REV. GENETICS 785, 796-797 (2001) : see also Henry T.
Greely, supra note 26, at 83.
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FEBR T 144 ~ 3B 1A% B L Al — A B 3 3 5 G il » AR T
LITEH T RIEE EA R St S E 'R A - B ~ #E TS
FfE o ol > vk S EEEFIEFEIE (Health Sector
Database) SECHRA TE—#HBEI X - BERER ZEAGRE
A REFEREEENEREEEKE A DRSS > AM
HATREH AN EE R » BHE ~ PERHFFEMA - kSR
LB LU KB BB RERE - A TEREFIE K
[ ARG SGRE -

HE - EREHESCREHEES - MEEM2EE 2
BAHE B {2 & (information related to physical and
physiological identity) : MEEIHIIREEERE - bR THEES ~ K AME
fbridsG 2 TE{b) LAY » SaTRE st 2 HAE ERE S - Rt
NOEREAIEES - EEBEREZE (S6F - HH - FIHER
HigEz %) » BEMBEE - I EEHER NERAEMRE
Bl [HHMEPRZEHE | SUIAERE -

BEm L - BERL (LHEFEERL) JH ERFE TR PR
(A i8HE) 28 A 2&# 1 (any information relating to an
identified or identifiable natural person) 3 ‘% #FLLAASEEH RN E
88 (EA) ZEAFRBEEFZ T/ #HFEZ2EFAL (non-

(48) Henry T. Greely, supra note 26, at 83-84; see also, Michael J. Smith, supra note 9, at 85.
fFldo e 10 BAMGHMP » L RAALETHENLS 1063 F B AN LEHE - HFHE
SROvHRGRIM ~ A7 11854 1 1Ak &b ~ AU » BB KGR HE R 09 #
g

(49) Ragnhildur Gu?mundsd?ttir v. The States of Iceland, Case No. 151/2003; see, Renate
Gertz, An analysis of The Icelandic Supreme Court Judgment on the Health Sector
Database Act, 1 SCRIPT-ED 290 (2004) . See also, Michael J. Smith, supra note 9, at
86; JV McHale, supra note 18,2186 : #4 L £ 8 » %45 (3235) X - A 8893 »

(50) See, e.g., EU Directive 95/46/EC Art.2 (1) ; UK DPA s.1.; R R EATHREZ
(84/08/11) 34513k °
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identifiable information) » B EFEFL 2 - <0 8(FH « = @R
MR F A ZEERIEE ) PESK - BEARUIEES - Bma A S
IR AT RE » NLEERI B RHE R EET T AN a4 1k )
( “irreversible or reversible anonymisation” ) Z &kl » S REERMETE
15 THEFEEIZE ] (generic consent) BIA]—— —ZR[EEATHFIH
116 » BRI ARTEREE  EXETL TEARk) 288 -
HRMEA AERIES TFHERZE] (specific consent) © 43w ELF
rafuhEE 41k (reversible anonymization) E2 Al MHIEE 44k
(irreversible anonymisation) [FIfREHH A3k » THEHEFEE 24508
TR LA R LAHESR TRITERIE D » RaTBHEY - #4an » 5 A RE
S B R ATFSE » (HERAFEEEREAHMPIL TERETRE ]
HIRHFE 5 - HEEERERGR] (§158) AYER| » HEEHR8E
ThiRFez—7 TEE AL BEXREZEHZERFRIEE - hF
FHE FEAE - o

2. A WA ~ AR A AR ZAEH

MEE LKW R R R R R ARE - B
WA > T LR 2 G ~ M 6B S5 AT B M BT VZ A S S
g » MABRMPE— (D8 HERITsE - LH » FFrL R
T Fe e RETE ST B RFHEE I BB A SE SR IRF - RETMELITH R - RWF5E
EEHERE2EFENIGEEZAINITRE - /W - 2HEHFHPB
miEEEREAEFRALAFENE » FETGER —HREZ
B > Bllik A ek B HARA BB A Z(EAEHIRE ) AUFEE » &

(51) .0, Gostin, Genetic Privacy,1995 J. L. MEDICINE & ETHICS 320.

(52) HUMAN GENETICS COMMISSION, INSIDE INFORMATION para. 520 (HGC
2002) ., see JV McHale, supra note 18, at 85,

(53) See J.V. McHale, supra note 18, at 84; Mark A. Rothstein, supra note 19, at 93.

(54) Henry T. Greely, supra note 26, at 82.
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ELFRERFEHRERITE - RAKRBFESEZIES
{ERFRZHMAFE - HAREFFEFERAEERTLREE
% RIGER (HR) - BEABTBEENGHAEE R HIER 2
KEHE » HVTHRE - HREHDLE ERAFTAEN B aiE e
HhHE T HTEA R (A2 E E B —Er i) a7 - e
O AR o B SRRREth AT g BRI 9E A B i B2 kL - iR sg
—ERHEAMI R AR R E - DIHEGRARRE ~ BRI SR A (E
A e G0 ELCEUR @I INGIEE B A HE - thrREfE RfseE ks -
EIRT B seE prEsa -

3. B EA M (commercialism) 4] 5% 2 F (benefit sharing )

MR BERAERVIZE) BOIRESTER - EREEE
EFErIBRE: - PR EEREES - thelgEd TEAEET RN E
FIF 1 R TiAZER RAEER A L (T T ARG 3£ E -«

s H A am 2 R EHE Ry TEAS ) (BaRg) 988 A ERE )
T AREHE) 2 - 0 208 E )R IR0 B B B BT -
RATHER H AR (altruistic) OB » TR o WARFFEA
BiFEE# TRAETE ) (FRmERAE (GHEBRE) - Bk
BN PE R DR A LA ZE R R o M LIS RE 7T X FOREESE R A
IR » BATRERTAEMER B2 80 [ R|E ) AIRE - o

(55) Henry T. Greely, supra note 47, at 797-798.

(56) See Henry T. Greely, supra note 26, at 79.

(57) MIARANERTE - BT TARR) & THAM) S35 A TEATE)
(common asset) .~ TAZEZF A | (common heritage of humankind) #F47 &
3% - 48 M) 31345 L Melissa L. Sturges, Who Should Hold Property Rights to the Human
Genome?, 13 AM. U.INT" L L.REV. 219,248 (1997) ; Bartha M. Knoppers, supra
note 28, at 10-11.

(58) Henry T. Greely, supra note 47, at 795 i 3 L » $1 % & » (Public Trust,
Commercialization, and benefit sharing in Biobanking) » (&3t K& XSG H) &
574 » 7 367-394 (2005F12A )
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7 THl@S=) PEE RPRESE 1992 F4YE BRIEAK
( Convention on Biological Diversity, CBD ) = ** & B 2005 F4£9)
B8l A##5 S (Universal Declaration on Bioethics and Human
Rights) 8 IS{RHABER © TRIZATE R HERFIEEH &
R WEBIPRt G (UHEBRAFE PR ) = - @

475 RAERZ @ (feedback of findings )

fiFF 72 3 JHE 25 ey B {18 A e R JmL B 5 R A i 2R 3 55 - S N2
# (W) - B mIERAE - EEARSERTIe - HEEE
R B FE G R BRI e S IR S A0 8 5 TE— AR BRI OE
Al - EREFFLBRBERERESHN - SEMEELARS
R ERARPHEZIER -

FEBERLEYMMEAFNEZE G (US National Bioethics
Advisory Committee ) 3% : EREIRFFTE LI T ZHE M8 » 1f
HEGI TS SR E A T 20 -

1) WHZERRAERRE LEEHSE

2) WHFESEHRE 2 NE AR B AR

3) HEMEEGHE RIS B RREER 771k o o0

TlTEE TAEYERIT ) SR ERIUR R 5 o @

(59) Convention on Biological Diversity (June 5,1992) ,31 ILLM. 818, art. | (&£ 5
HARERE - AABRUBBHRIFATR 2 AP ETRALATRANZ
#lE]) -

(60) (“Benefits resulting from any scientific research and its applications should be shared
with society as a whole and within the international community, in particular with
developing countries.”) http://portal.unesco.org/shs/en/file_download.php/
46133e1f4691e4c6e57566763d474addBioethicsDeclaration_EN.pdf ° i 4 22003 4
UNESCO Universal Declaration of Genetic Data, article 19  ( hitp://portal .unesco.org/
en/ev.php-URL_ID=17720&URL_DO=DO_TOPIC&URL_SECTION=201 html ) *

(61) NATIONAL BIOETHICS ADVISORY COMMISSION, RESEARCH INVOLVING
HUMAN BIOLOGICAL MATERIALS: ETHICAL ISSUES AND POLICY
GUIDANCE (VOL1.) 1 (NBAC 1999) .

(62) 3B EGFALA » 4 A il o7 L 69 45 R FIALHET 44 © EGF, sec. 1. B. 3.
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B e SR ER (a1 6 22 002 b Be S EIRRE - o B BINEkR T
A THIFJRER] ] (right to know) #t » A5 TAREITIRER] ) (right
not to know ) o ‘I SESEIEMSINE B A REEEFE T 400
HERI ) o HOR > 1BSETH ISR T - A RE & ¥ 2 BAE BoAs 2l i g
HEERIRTTHEENFI R - HE > TEIESFFEEE Ay
EAFEIE A B ASMERE —— Bt S AEN T e s - B
& > EIFS R R B FFVE - I FE SRR B 65 22 0 th AT i
BHELERIRAY B EE A= L% - RIRE )18 5k -

S.EREGAEHRETRE

KEBME » ZREBIT S RS- EiE - 8
A 2= N E R E o A0 RS 2 AU AR e - ARSI
HEEE > BEEREZZ (data security ) B 22 3 Fl| F
(appropriate access and use ) * 3%t B TR BH A 428 1 T AT e
FEH L KB R R Y S — TE SR -

AR S 0 BEEEREEE G226 (regulatory framework )
Al AR ER Y« AERIEEE (internal governance) BESFEIGEE
(external governance) ° il & fE & BHEA S ATHMBEE 55 T - 4l
R AE THEE BRI > (FTEENEE TR
PRS- B IR TERETE ) 55 - RSB S B K )

(63) I.V. McHale, supra note 18, at 90-2.

(64) See FURTHER R. CHADWICK, M. LEVITT AND D. SHICKLE, THE RIGHT TO
KNOW AND THE RIGHT NOT TO KNOW (1997) ; GRAEME LAURIE,
GENETIC PRIVACY 264-74 (2002) : see also, The Convention for the Protection of
Human Rights and Dignity of the Human Being with Regard to the Application of
Biology and Medicine, Art. 10 (“Everyone is entitled to know any information
collected about his or her health. However the wishes of individuals not to be so
informed shall be observed.”) ; UNESCO Universal Declaration on the Human Genome
and Human Rights, Art. 5 (c¢)  (“The right of every individual to decide whether or
not to be informed of the results of genetic examination and the resulting choices should
be respected.” )
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VERESE » AR E R E Z AR AiEai - gl MLt
PI8R1T1 (UK Biobank) AUEGIZERERI{E22E - &

Ao [RFER&] LALEARERE

AR EE TP IR EGN 0 1947 F TR EYSEHI ) (the
Nuremberg Code) ' &5 1 S 4577~ « AH#SEAEE 2 H ot L
(%ZiA#E) Z THFHFEIZE 1 (voluntary consent) ° 7RE[] » EEH A
(=ZH#F)

1) FEEMMTEEE LIERRIE ZEES) (legal capacity to give
consent)

2) MERRRASE B HIRE ZARRE - MREZ:E ~ FFikaiH{th
PR HIEE ] ;

3) FEFEERAN ~ MRS 2 NE ;

4) FERRIERTHE R -

i) B A ~ BEIFER -

i) FEEBIT Z T IEFITFE -

iii) AIREEEAE ZAE (inconveniences) BLTRESE 2 f&H
(hazards )

iv) ABEIRRE SRS TREEE 2 E -

FAETRRERBES TAERE) WEERE -

T FLEEE22H % ( World Medical Association) 1% 1964 4538
i® THFfAEE =5 ) (the Declaration of Helsinki) ¢ » #—5H

(65) HRALHEKA  — (—) ZHHHA -
(66) See general, L. DOYAL & J. TOBIAS (EDS.) , INFORMED CONSENT IN
MEDICAL RESEARCH (2001) .




1008| Foiff FlESLEE THIE

A TEEEEEIT o M i BRI E - ZE 20 RHUE - ZHEERE 'y
FEHAN1ERI22E23 | (volunteers and informed participants ) = &5 22
IEIRE » B2HlE EPOEE L&A : fFZE2HM (aims) ~ ik
(methods ) ~ EHKIF (sources of funding) ~ {17 A] GERHYFI| 23
Z€ (any possible conflicts of interest) ~ ff%¢ A B Fir i #H &%
(institutional affiliations of the researcher) ~ T %t .2 TEHAFI| i B v
TE/E\B& (anticipated benefits and potential risks of the study) ~ K
Feal TR ZAi# (the discomfort it may entail ) : 32 ilfi fig
e HH (2B IEAHEF] L (right to abstain from
participation) k¢ {SFERF ~ MEfZK 2 BEHUEH 22 8L =~ [F) B A9 #E
#l]1 (right to withdraw consent to participate at any time without
reprisal ) ; BASE A BEMEZAECTKMHER LHASMZAR
7% RENEZAEBELAPEHEE ZAERE (freely-given
informed consent) ° ERBHS THIE) 28F (EFHMZHEH) -
MR TS ) WAL TR HEEN ) TRa -

ot - RBRER P RBFRAPAFERE TAHERE) R
Al o jBe LLB AN S 8@ 2k - 38 SRS AT -& BEIERE (reasonable
care) #H; » REHABBEEEN - BURAZ51 - MEHZ
BESH - AldaiREbE Lo BERE o o ik - TSR
Bl ELVEMREER —XEE (F8k) HEEEE (B2
B ARG ) -

(67) Declaration of Helsinki: Ethical Principles for Medical Research Involving Human
Subjects (June 1964, amended in 1975, 1983, 1989, 1996 and 2000) ; see also,
JONATHAN MONTGOMERY, HEALTH CARE LAW 346 (2nd ed. OUP, Oxford
2003) = % » 1975 R B F ARG FEXAM TR &) MAZSd » 2R E
o BRAEAE - ESL W (d22) X B 194

(68) FT38 T A% B %575 | (medical research involving human subjects) #.3&3% [T
9 A 4 T 2 T #H ey HPT AL R ) (research on identifiable human materials or
identifiable data) . Declaration of Helsinki, para. 1.
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—~ TR &) 2454

BETEAREAWRELABEHR > BHEEAHEH
(human dignity ) * B E{# A E £ (personal autonomy) > JTH g
FE 42 | (autonomous choice) » Wi FBAF AT HERIBF R E /| » B
ili 7E 18 A\ B AR R T RS 2 8l BFSE A BTES T28E | (W
oY) PREMMSEEER T BHESHARZREE Z TH
% [E]3 | (informed consent) = ™

BRR TEERED AR » ATHT o B REi - Wk THEITE )
2 TE#R9D 1 (information component) Kffrk MEE) Z TE
BA%{3]) (consent component) - &AM 1 X EHE NMEHAZIE
#% | ( disclosure of information) K 88 H A =2 H %
(comprehension of what is disclosed) : [[EIER{F) T548 TBEE
Z R % 1 (a voluntary decision) 8 TE e 2 & 1 (an
authorization to proceed) = ' 5 » HIfF] B TEE ELLEfH
Mg s TRES) ) FEATER - U 72 LIS TABRE) e
A 2 TAES) ) (competence) ~ THA#% | (disclosure) ~ [HHEf# |
(69) TOML BEAUCHAMP & JAMES F. CHILDRESS, PRINCIPLES OF BIOMEDICAL

ETHICS 81 (5thed.2001) .

(10) M3 TR &E] RA6 A - £ TOM L. BEAUCHAMP & JAMES F.
CHILDRESS, supra note 69, at 77. % » Tk Rl &) Fae& % TTHME] & @A
) BHRITEXRFEMFE-- $AHFE W08 (d22) L A 138152 -

(71) See TOM L. BEAUCHAMP & JAMES F. CHILDRESS, supra note 69, at 79.

(72) See, e.g., Alan Meisel and Loren Roth, What We Do and Do not Know About Informed
Consent, JOURNAL OF THE AMERICAN MEDICAL ASSOCIATION 246 (1981) :
2473-77; PRESIDENT'S COMMISSION, MAKING HEALTH CARE DECISIONS
(VOL.TI) , 317-410 ; PRESIDENT'S COMMISSION, MAKING HEALTH CARE
DECISIONS ( VOL. I) 38-39; NATIONAL COMMISSION FOR THE
PROTECTION OF HUMAN SUBJECTS OF BIOMEDICAL AND BEHAVIORAL

RESEARCH, THE BELMONT REPORT 10 (Washington, DC: DHEW Publication OS
78-0012, 1978 ) ; Michael J. Smith, supra note 9, at 80.
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(understanding ) ~ THE{1 (voluntariness) K T[A3E
(consent) ¢ ™ gZ 47tz o
(—) #&# (competence)

EIEMHEA (LM 28HE) B TFERE) K- Ea
fif7e %A TRITEREDS ) ) » FERERRAREN 77 e A 5 ZATR (ERIBLE)
B) LEERE (NERGR) - WS THBEERZEL B
(threshold ) BXA[#2 (precondition) °
(=) &% (disclosure)

BEtE TRITE ) FE - BRNHEMES THE#E) (550) » 45
EHA (et 28E) o NEE T\E) (S58) ¢
FRIEE (Bldy) PR ZEH -

FRIN (HRIZEBA) ERFEEEA (et 2e)
Magz) (S5 2%l (BE) EHERE

1) SR EMSERE (BUER) SFrEErseat 8RB E &
ERZEN

(73) Stk » %5 Beachamp §% Childress ¥ B & &3 8 2Bk 25) 9nE
ki A
— ~ F{# 3% (Threshold Elements) ( A% 4F)
1. (EAART) €4 Competence (to understand and decide )
2. (H&Z) B M Voluntariness (in deciding)
=~ iFi##4 (Information Elements )
3. (F& iz ) 45 % Disclosure (of material information )
4. (3t#]) #3% Recommendation (of a plan)
5. (MATT#HAFRLEZ) 2H (Understanding )
=~ Fl#%%#% (Consent Elements)
6. (FEkE3HE2) #&E Decision (in favor of a plan)
T RMEH (EEZ X)) Authorization (of the chosen plan )
TOM L. BEAUCHAMP & JAMES F. CHILDRESS, supra note 69, at 0.
(74) TOM L. BEAUCHAMP & JAMES F. CHILDRESS, supra note 69, at 81.
L TR | FELH - Hl4e £ B Ao i 5 % 75 1 £ Moore v. Regents of the
University of California % (793 P.2d 479, at 483 (Cal. 1990)) Epi2/5 1 [ 56645
TR THEEAMEA B R m A EAMOBEAF S  AHLEMEREFEY
Flid | o w4 TRl R -
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2) HEABABHEEZEA

3) BoRkRIEZH/ ;

4) [FIEZMHE SRR -

I PIETHERE < AR S Al » RBIERRBEAR— - 0 &
gpEdE o THEEEIEITIE®E ) (the professional practice standard )
gl [ AFEHE | (reasonable people standard) ° Hii % 2 MEMR (B8
FEEIFIT ) BB 2T (customary practices) H7E & A0 TE
2@ o HEERATAE MEEARET) WMAEE - BRATRL
EHRENAENBBEEARTERAF G - 28 TEASETE)
— FRDMBRERMER I 2 ABHE » FEEMERRERE (SIE
) EZWENSMARFHEEAMEEZEA - B—F RS
ME#IE®E 1 (subjective standard ) * FREBMEMKE A (MIEERZ
HA) QEARK  REVWBZEARSTK - ZEE LR -
FEnfERE ) BERESEEEA (RASIZELER) ZB8ERE
P E BN Z R R E AT K (persons’ specific information
needs) A& o

(=) ##% (understanding )

FIEtEA (et 28E) HitGmEHEA (EHA)
Fi¥a 25 2 EaAME ST =R - & ANFTB AR S 2 & AT
fAIFE sy » fatHE AKREGEERR - AR EEfR THIERIE D - B
AT - SHBIHEABBEEIELLEZE AR Z
MES1 Kk ThHxX) B2 - B EGF HE » it ABZH%
MEEFERA (Wil 28E ) HifstEA r8&%) ()

(75) See TOM L. BEAUCHAMP & JAMES F. CHILDRESS, supra note 69, at 81-83.

(76) TOM L. BEAUCHAMP & JAMES F. CHILDRESS, supra note 69, at 83; see also
JESSICA W. BERG ET AL., INFORMED CONSENT: LEGAL THEORY AND
CLINICAL PRACTICE 46-51 (2nd ed.2001) .
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ZEANEMZEMCESMEZRE - miEm2EE (ER)
Wtk TRIEE - ™
(=) B (voluntariness)

ERIEMEA (HEEfE  2HE) BRE (HEREHEZF)
B > (REEME EZAKB - 7RED » REBEBAEH 2161 - filan
#3H (coercion) ~ FFK (& LUBIEGEE REAR T » FIB2R&
F\EFFE (informational manipulation) ) ¢ ™
(&) Fl& (consent)

FIZ 2 (consent elements) FEAJHH53E TERTE 1 (decision)
Bl T{ZHETHE) (authorization) MI#E - MERE ) fEEIEWEA (W
ZEf /2EE) AE2HE (NER2H) SMBEBA (EH
A) FrifRtiz (B2l AEAEE) S8 2FRrR - TEH#E)
(authorization) TEFIZEA (WHRER 28HE) BFHEAER
(ReEF7eEbER) - ERES2HEZERA - HZ TS HEN 558
T (BA) 175 (Flanshimsiere Hihtags) <R - 85
o TRRRE) Bl TIZHE) HAEETR— o

fr Lo BRI REE B gE (S EKEHSE) PREE TRITEE
Bl HiEEBR=HET (competent) ZA - EFRB RSN
EFMRECEEERA (FELREZERF - HRZMEEE
0~ BELZHEFE) HalET » AREHEEARRESHETN
BZFRm = ™

BE—SH > KB TEWE) (waiver) - THIERE)

(77) Michael J. Smith, supra note 9, at 80; see also, DEPARTMENT OF HEALTH,
MEDICAL RESEARCH COUNCIL AND THE WELLCOME TRUST, UK BIOBANK
ETHICS AND GOVERNANCE FRAMEWORK (Version 20) (May 2006) sec.
LA3.

(78) Id, 93-98,
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BEZHER] - HERI AP E R R ESITHEMEN 288 ; thsm > f£
FrEIEMEA (WM 28HE) EEMRE MNEFRED » 775
MEEARERE AN - CHEENM (HEE) BANEH
Z¢ (conflict of interests) Wf = £ FREENT 7T HEHYHEF (R B2 TS
BEZ LEEME » — M LIB I TERE R B3R E - filan - e
ARMERHEANEAELZE® (IRB) XXk MHEEZRE
(hospital ethics committee ) Z#F i » IHTFMEE TAIERE ) JE
Hif o (300

=~ EREERARE

(—) EHE

It & B0 B HLEE T AHBGEB AT S AR RE S - I
FIEER - B4 - TEFE AR EE | (International Bill of
Human Rights) » @ MiE5LA$#E S | (Universal Declaration of
Human Rights) = REfTEZ TEH & LREFBIBE R
(International Convention on Economic, Social, and Cultural Rights,

ICESCR) ~ ) I'ARKEBREHEF|BEEEE A1 (International
Covenant on Civil and Political Rights, ICCPR ) * &4 # A2 A

(79) See e.g., TOM L. BEAUCHAMP & JAMES F. CHILDRESS, supra note 69, at 79;
Michael J. Smith, supra note 9, at 80.

(80) TOM L. BEAUCHAMP & JAMES F. CHILDRESS, supra note 69, at 93; see also, 21
CFR. §5023 (v) ;45CEFR. § 46.116 (c) .

(81) International Bill of Human Rights, UN. GAOR, 3d Sess., Supp. No. 1,at 71, U.N, Doc.
A/565 (1948) .

(82) Universal Declaration of Human Rights, G.A. Res. 217A (III) , UN. GAOR, 3d Sess.,
UN.Doc. A/810 (1948) .

(83) International Covenant on Economic, Social and Cultural Rights, G.A. Res. 2200, UN.
GAOR, 21st Sess., Supp. No. 16, at 49, U.N. Doc. A/6316 (1966) .

(84) International Covenant on Civil and Political Rights, G.A. Res. 2200, U.N. GAOR, 21st
Sess., Supp. No. 16, at 52, UN. Doc. A/6316 (1966) .
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¥EECAHEEH#] (Human Genome Project) ZHi5E °

ALK ESEEFREE T AMEE) (human dignity) °
#5) JCCPR 28 7 {%BAZE » JEASH MTEHFEE L (free consent) » {£1d]
AT SZE RIS o oo B AESROGIERCE (BREEL)
ERFFes ARG ; tHRM - FEREFFEE HIRTE S ERER T
FEEHREZF] - ¢ ICESCR %5 15 {fHE : TEEHFIEMIEH
BUFT A A WI 8RR 2 B RV EIRF - B AT EEE ZE PR
25 By HLFEF (2 R

A BIEE UM (UNESCO) #E7 AJEIE R & A ReS) 7H
A EAEEHE SR /R - B EEY TR ERRE -
R 1997TFE+—A+—HESE T \EEREEAEES .
(Universal Declaration on the Human Genome and Human Rights,
UDHGHR ) » * /2 2003 4 10 H 16 Hi#i# [EIFEE AKEEER#H
#1551 (The International Declaration on Human Genetic Data,
IDHGD) = * JLH IDHGD B EUSEEER 2 TAEEE) §
Afas L R o ZEMTIRANR -

1. B R &

IDHGD % 8 68 (a) JHEA$E : AHERERREMEEZ
T EE 1 (collection) » MEGHFEHIZE A M IERE AEREF (through
invasive or non-invasive procedures) * K H &,z MEH

(85) See Universal Declaration of Human Rights, art. 1: ICESCR, at preamble: ICCPR, at
preamble.

(86) ICCPR, art. 7 (“no one shall be subjected without his free consent to medical or
scientific experimentation.” )

(87) Michael J. Smith, supra note 9, at 74-75.

(88) UNESCO, Universal Declaration on the Human Genome and Human Rights, 11th
November, 1997.

(89) UNESCO, International Declaration on Human Genetic Data, 16th October, 2003.
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(processing) ~ T (use) B2 TFE{F] (storage) » HEZHE AT
AL AT - S E S A 2580 ~ BHA ~ ®iE - BR
Z[BE (prior, free, informed and express consent ) * BFREFEEN
HtfE A RIS =25[8% (inducement by financial or other personal
gain) °

UDHGHR 7€ » ' EEAEREHEBTNGESZAZ TH
Al ~ BHEATEZFEE L (prior, free and informed consent ) °

2587

IDHGD % 816 (b) HFAE » JLEMEBEPEASBIER T
FlE ) ZREHZMEA » PSR AR & AR - JERE Ak
SFEEEAFE AL T4 ) (authorization) : iEECEE A FEHEHE
> EZEEEBAZRIENRE - X » SEfilRERE ) 2B E
A AT E H 2B EREAZRERF - RFEAZE
R BERAGEE B ABRIERF B3R - B35 B imE sy
RN Z Ffin B R ARE - o0

UDHGHR %5 5 (ke JHIRE » * BHEBRARE A REERES) 2
A {815 TR HEHE B 2 EF|4E 1 (for his or her direct health
benefit) » EITHEH ALK W5 » WG T4

(50) UDHGHR, Art.5 (b) .

(91) IDHGD, Art.8 (c) .

(92) UDHGHR, Art. 5 (e) ("If according to the law a person does not have the capacity to
consent, research affecting his or her genome may only be carried out for his or her
health benefit, subject to the authorization and the protective conditions prescribed by
law. Research which does not have an expected direct health benefit may only be
undertaken by way of exception, with the utmost restraint, exposing the person only to a

] minimal risk and minimal burden and if the research is intended to contribute to the

health benefit of other persons in the same age category or with the same genetic

condition, subjected to the condition prescribed by law, and provided such research is
compatible with the protection of the individual's human rights.” )
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(authorization) » ELBSFEREUE 2 RIEMERG - ETHMIRE S
AFRHEHEREAZZWE  EELUHANZARK - ZREIRKZ
PRI ~ B EEARR/ AR/ EE - BAHRZENRES
i 3 B 5 28 A [R) o B 2L A5 AH R B IR P =2 fth A\ 2 B R R 42 » 3if
EMeaEEREZE NS - HEWM R ERESE A Z AERE
LSRR L A

AT B AR - W B[R ERE ) 2 AR RN T A
HET BE R 2E - ZH 52 JEET RS Z PR o TR 12 e R F R 4E &
S HERREE M -

3BEREM

IDHGD #RARR TE8E ) s TEEEE | ZH8%E - (HEEEE
F%01# 1 [FIFX (informed consent) » fifS I JEGR R/E MIBFIE F i~
ZE B8 LEER - WiEEHFO TBEE] » 1RSI ~
R ~ FIIF ~ AP R E R EUE R -

4 WP &

IDHGD % 9 {6 (a) HHME » FRUEZEKEEF (human
genetic data) ~ EHHEHEF (human proteomic data) BEYIEE
A (biological samples) » {REL OIS HEE 2 (8 A RO EEERE
#& (irretrievably unlinked to an identifiable person) ¥} + EEHA
(ZAN) 154 B R A B0 52 (£ A F) i3 2 3T - HuREE
% KA ZEEER ~ EHEMATEEEYERARSH TR
H + (HERIE AT {53 2 (B A ol i ERRERE 3 - TELLER -
o B (BEFEA[GHERZEA) FERTEMERIRERS < E B alibk
& EIRE R AN ZERFEER - 8B AZEREEREE - s

(93) IDHGD, Art. 9 (b) .
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BEATITERA L EE » HER R EA T it gy (B
AZ) BFEB TR -

#% b - IDHGD #R7E » NEERER RAEMEAAKEGR
ErE12 AN TER - BE ~ %118 ~ BARZRBE . (prior, free,
informed and express consent) * HA5H MEENELBARES
25|55 (inducement by financial or other personal gain) » Z&E5I4
%~ B - FIAEGET - RISz THsE) RPEPER (EExA) R
AN ERRRERS 2 TR B RS 5 A 2 R BT LA R BBk
A MRA AR e
(=) Bt

ERIHPEEE @ (Council of Europe) 1997 iy A REELAE
YIB&E2 /%71 (Convention on Human Rights and Biomedicine,
CHRB) ** B3 —{f% 8% - BEENRNINESE R IR
B TEAMEFE A VSR » fECR B AR ARG B A BE A A M - TE4E
YRR ER - ST ENEE -

CHRB % 2 R EH : T AJAFIZ B faal A et dr aiml 22
PRI GE) -  B16 (FAERIEFSUTREEHN » 185
BAETRISMER :

1) Br AR - BIEEEAA 2

2) ELhFFEEHE A AT B0 b B Se T A B R - A

(94) IDHGD, Art. 9 (c) .

(95) Convention on Human Rights and Biomedicine, 36 ILM 817 (Done at Oviedo, Spain.
April 4,1997) .

(96) CHRB, Art. 1.

(97) CHRB, Art. 2 ("The interests and welfare of the human being shall prevail over the
sole interest of society or science” ) ; see also Declaration of Helsinki, para. 5 ("In
medical research on human subjects, considerations related to the well-being of the
human subject should take precedence over the interests of science and society.” )
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FERETHHE 5

3) HEHBEREHEBELE LFEENEZEAS
(scientific merit) ——ELIEHFSEH I EENE 2 # (assessment of
the importance of the aim of the research) K f@BERIEEZ 2552
Fl# & (multidisciplinary review of its ethical acceptability) ——
1BRAGHE 3

4) EEREIITEZ /Y - SRR BLEAEE 2R

5) MR ERZAELEAR - EfREkEEZANX » HEFLKE
5RARTE 2 BRI - M E R FRERF s Z -

DRI T IEIFRE » FEFELLT S HEN » FHEER R
[FIEEE N 2 NEITRHRIZE ¢

1) AFIEE 16 f6RFTE LLHEH:

2) gR 2 hE R AR A Z BRI A AR B ~ AR
AlRE 3

3) MEELIHAMBREREIZA » EREREBZRE ;

4) ¥ELEME - Bz HEIFAKIEE 6 (RRE 2 B

5) BEAFREGHE -

FAMERE ) Z8E » FERBAH (F2%F &Hl) 3Bs51E
EFIME -5 Z:

1.8 B Rl #&

CHRBZ S5IGEHE 1EHBE - MRS EH T
(intervention in the health field) * {E{5#EE A TEHHMATFEZ
[F]# ] (free and informed consent) {&F.Z ©

CHRB 5 22 6 #E - 12 T¥EE thUJBR 2 A\ SRR - BRAE
BESAMREERERI - NEETF - FIAREVIERERLSZ
HAbhEH# -
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2B HREM

A EIR2 AR IDHGD Z AR5 » CHRB 5 5 6855 2 TH{S RS A1
iE o ARG (WFE) Z B89~ HE > R ATRERE 4 RS s F|
f o EHAIE B A o B CHRB A AR RE S FH B8 ) 8 F1| 82 28 5 75 0
HEA - HOKE 10 REERE - (£ S AR IR Z R
REE S E#E ZEF (anyone is entitled to know any information
collected about his or her health) » ffE | HIEHESHMES ALL—
T {IE A G R AR ) -

3687

CHRB % 6 {6568 2 THRRE » FHKERERE N FE T (W58)
ZARBFEN » (SRR ASEE @Az T
fii 1 (authorization) % » WG1SHEIT T (WHSL) « BAARE AN Z
B B ELAE G S R AR B R IELL - PIRERGE T4 ) BE
Z EERFE - [FHEE 3 THHRE » #HER.OEEK ~ HEREEEDUEEA
MEEE NERE T (W3E) ZFEA - EITHER - THMEFR
AT HACRE A B0 E 8 A\ SRR 2 B i - RS EIT T
(BFFE) - BERSPTREEEZIET TRRE ) Z A N BB 2 IRE -

4 B R &

CHRB % 5 {685 3 HHE - HEASERE B R E -
e b JifiE E A ASERT S 2 T4 (authorization) * 715
R IR B HEL T B RE ) A Z R iR mids - o

=~ %H*%

S B oA 2 2k (R B R A AR A AL - FEWR A R - £

(98) CHRB .l Art 5. para.3  (“The person concerned may freely withdraw consent at any
time.")
(99) CHRB, Art. 6, para. 5.
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B NI A BB {F#3% 48 H] ) (Federal Rule for Protection of Human
Subjects, {4 Common Rule) ~ "o [ F i, BEEEY) & B R AR HI|
(Food and Drug Administration regulation, FDA regulation) ~ o1
Beife i T or il =X G (R b B & T 5 1 BT E 1Y Privacy Rule
( The Health Insurance Portability and Accountability Act (HIPAA )
Privacy Rule) = " &% HEFHEEEREE (FlAIFE#H%
P~ R ~ FrEETE AR ~ AR ~ JERFEAHAMN ~ B 5 N
BithINEF) » HRAEZREX » MG EEERB S RE I RIRERY
HE P - S (FRBRIENEET ) SR o 4=V8RTTE B B9t
oo T R AR A0 R o BRI o (00 ZRAEH S o3 BT R A
=k LR -
(—) @RAEE

HI 8 = (EB R RE A S E A T HE - REARFTLEHIE
fig - MoJiE=CEERIRIEEEEIE) (HIPAA) » BAHEE - [FRELL
HESF T R A\ E MR L AT R IRE S F B - #%5FaE T
TEZEEH 1 (“job lock™) o {RIBAX LB MERT EHY Privacy Rule
(HIPAA Privacy Rule, MEERAMLANL) » [ HHE 5= 1 (R34 (R R RS
REWENEE - B TEH RRBESRIMBERS » Privacy
Rule (B AR =8F3EM - TEEREBEEME) (health care
providers) ~ T{EEEIEGEZE] (health plans) K MEBEREFAHL
(health clearinghouses) = "o Hl#i. 2 IE{8) /MMERMPFTEE
M a8 EREH L (protected health information, PHI) ——1§

(100) 45 C.F.R. Part 46, Subpart A (2004) .
(101) 21 C.FR. Part 50, Subpart A,C (2001) .
(102) 45 C.FR. Part 160, 162, and 164 (2006) .
(103) See Ellen W. Clayton, supra note 18, at 18.
(104) 45 CFR. § 160.102.

-
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M el {@E B ¥ a% 2 @ FRE# A ) (individually identifiable health
information) » H T LI 71k /7 =2 (it LI IR TFE ) B
[ LU ) 25t FE X B o 1 (R B R A7 3 1 = 1 J& Privacy Rule 7R
SE AR LVE b 77 X GEF ~ (AR 5 oo (HAR5E
AR REARBM N A BELEYEE (Human Biological
Samples) = ‘o7 3 » TERRLEHI) A@EAHP TEgbR (EA) Hiak
Z&#J (de-identified information)  FTZE TgkR ({EA) HEk
ZEI RS -

1) GEALEIT.Z#ET BB RRIEL 771 (generally accepted
statistical and scientific principles and methods) * {H&E IS
LI rn s L 2 B e B 5 o B

2) BB (BHRAFRTIEZ) +/\FEEBIEE 0 & -

Common Rule i@ FH 72 BB FR R RR BN S8 2 AR8FF5E ({H
FEFREWIZE) ~ o FHHAZER FDA #HEAER ARSTHZE ~ ReBd THRER

(105) 45 C.FR. § 160.103.

(106) Kevin B. Davis, Privacy Rights in Personal Information: HIPAA and The Privacy
Between Fundamental Privacy Right and Medical Information, 19 J. MARSHALL J.
COMPUTER & INFO. L. 535, at 546  (2001) .

(107) Ellen Wright Clayton, supra note 18.at 17.

(108) 45 C.FR. § 164514 (a) & (b) .

(109) -HAEVHERES © 1) #£5 : 2) MEUTAAER{E » S280E - 3t - 375 - 3~ SpBEE
(SpREBIEH = est) : 3) AASMEAAMZ AN BT T U 8484280 -8R - &
B~ R R~ 8 4) B3 5) 8 6) BT EMHEA - 7) A (GR) #3t
(socdl sequrity numbess) 3 8) #ARFEES (medid recod numbes) 5 9) AURFRRZBEAZES (hedh pln
bereficary urbes) 5 10) HRP A 0 1) EEAERY : 12) RARAAFE  13) REEHA
A 14) #8E (Wb LRLs) 5 15) P4 (erntPood (P) aldesns) : 16) 449
PRI, » SARERARE 1 17) 2REEN § 18) JHEAETAFAT 0 MRIERS ~ SHBLaE o 45
CHR 8164514 (b) (2) (i) .

(110) I ShH MR E 4445 CFR. § 46.101 (b) » #lido @ RIEBE G KA 0 4E 2 69 SR
HAFHMRE - BN WEES C REFAELARITAREA MR
BEGTHIERAMIAL  FulETHEC AR A AESESIL
et AHRETHIMALBER -
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Bl A FEARFEER ) ( Department of Health and Human Services, HHS )
g MRS ) (multiple project assurance ) < BTS2 —
UIsE (FHEEERFESM) - v (HIFEAEAAERE S
o 0 LU R R R 2 77 =0 AR e A I R
B R EERS 2 7530 - GEEE A B E » BN 52 Common
Rule Z#R#E < "> Common Rule {E@ A8 I AfREZH#E
(human subjects) HFAH. e[ {EFIEEA] ) (individually identifiable )
ZFLNEF (private information) = " K » FEEE [ A #5234 )
HBA. 27BN~ iE A Common Rule ©

BB ATE TEAMZHAEARMZLAEN - &F
fi# %€ Common Rule 1 THEEREL AREARFEER ) (Department of
Health and Human Services, HHS) F7/&@ I AfSWFsEiREH A=
( Office of Human Research Protections, OHRP) Ji* 2005 & — F] &
e - 38 : FFE T HIREE » BIJE45 CFR 8 46.102 (f) AR
EEZ TWEANBEFMZEHEBRLAETARESE) > MAEH
Common Rule :

1) FEEEITERIRETRIZ B/ - # il 8IS Az B+
T - MR E 2 A EA R

2) WEE MAEEARRIS Z (E A B e ie e 8 < LR S
& > il -

a) FRISPTTR ZMRLS I FeRtnie S C R

b) 7 BlEmRLEE A Ekina - EMILTHT » &%
HRELAZKEIIEE
(111) 45 CFR. § 46.101 (a) .

(112) 45 CFR. § 46.101 (b) (4) .
(113) 45CFR. § 46.102 (f) .
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c) #%3E IRB #tuE 2 i FEat &l L EBVE B OB TRER » 55
IETEE LT ML AT AE T 9T %

d) MRHEAMER ZHE » RTINS SRR ~
T FHrgEE -

HE by LT FE B (E Y S MRS 2 B A > 1T JE 5 B il R 1S o
2k » BIASE A Common Rule 3 3+ HEE S A MLy - B
e EFRREEL A Tl {E R < BEfd ik » S5 E A
Common Rule = ‘"

F 2 FDA regulation HI{E:E FH A FTE MK TR ~ 28k
1k ) (Federal Food, Drug, and Cosmetic Act) JE57 £
BEEYEME ) B ZERRITIE (clinical research) 3 [ EHAE
BRI AR » JRamE B RS ek - (e
(=) #ERE

Common Rule, FDA regulation 5 Privacy Rule tFFR7E » ZHHY
198 HAZAEFE ST - =8B TEERE
MR E » P18 B i AR SR THAE AT RO SE BLABREEREE s BT
EFREREREPEN - SEEWHT THIEREY &R .
HIRGHRE » o

1A BR &

Common Rule Bl FDA regulation ¥JHIE » FrEIF5EHE A FIE
HETTRI » U EEASEESZ TAEREL « BARE FEE

(114) Ellen W. Clayton, supra note 18, at 16.

(115) 21 C.FR. § 50.1; see also, Ellen Wright Clayton, supra note 18, at 17.

(116) EECHEEZ TMETREST Ml E &) 425 6948 M 3434 » T 4 & Barbara J.
Evans and Eric M. Meslin, Encouraging Translational Research through Harmonization
of FDA and Common Rule Informed Consent Requirements for Research with Banked
Specimens, 27 J. LEGAL MED. 119 (2006) ; Daniel S. Strouse, Informed Consent to
Genetic Research on Banked Human Tissue, 45 JURIMETRICS J. 135 (2005) .
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A ERER] » SRR ERDBAEE - 7 X »
Common Rule §2 FDA regulation ¥35R EMFE A BIESHIES A »
ZNNESTIEURP SR A Z B BHEE - TREEE2I0m 22|
BEHAFGE - o iHFEES TERE (free) ZFARE °

Privacy Rule #i7E > {H#EERHGGERRESEA ABRRS THIBERS 5
BH{% BF (indirect treatment relationship with the individual) » {i
R GE B RS AR ZE A BT B ~ AA (T BB T B NG AL _L(F - T fE
s8R R TZREIEERENL (PHI) BT - HUSH B
BZEMERFRE - o frad THEERERR RiF - MR
FERR SR BT 55 WA o 8 i B s B s 2 B 4 - (R
FRIGEER M B R 2 R TE RS (R I - (R A
A9 R AR R RE o BNV FERE PR e R e A T R R IWRAE T4 -
LEot o J5 R S SR 2 IR HERY - TR IR IR B Z A= - B Al
B Z TR REI L (PHI) EITREITE -

N » Privacy Rule[% A& 1 (consent) ¥+ > fAIHATE <
(¥4 1 (authorization) ° 175 & *» FEITEEER ~ fa T Eeni TR
HERE T{F » MR B E R HIUSRE ZEm NEE Y
EivE THAEM ) mMAARERZ T2 RSB EEEERNL - HIZE
HUiS iz T4y - oo Frgl TEfth HAY ] » $2 Privacy Rule Z
HE » EFE - 1788 (marketing) ~ 32K (fundraising) ~ T{E/@H
H7E (employment determination) 5 o X » (/] ~ 525K B 0VHE
(117) 45 CFR. § 46.116; 21 CFR. § 5020 (“no investigator may involve a human being

as a subject in research covered by this policy unless the investigator has obtained the

legally effecti'\:e informed consent of the subject or the subject’ s legally authorized
(118) ftesp::eé}:?tgiﬁ.)n-ﬁ (a) (8) ;21 CFR. 85025 (a) (8) .

(119) 45 C.FR. § 164506 (a) (2) (i) .
(120) 45 C.FR. 8 164,502 (a) (1) (iv) .
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fEFERCEE (psychotherapy notes) JRFg 815 THZHE ) o 20

248 55 i A

Common Rule #2 FDA regulation #i7E » W7t A BESHIE S
ANTHIHEIE : o2

1) WroeEt8Ip 2% - W9 EHr ~ THEWFEHAR - e
R s

2) AEBEHER ZmE

3) AT EEHAREZ AR

4) HEHEMAEAEERL

5) IFEREUZ (RS

6) RFFEEAE ZI8F - A MM eI R i

7) HEFEN 5

8) HH AUEEZEGA G ZIEM ST : BH
NAABEIERE 1 2 BAR5E » TS @l 2 (Al E s il -

THEWMERRE » DL EEFELLE B A S E A 15
Mgz 72 o BRATEE THEFEREZE L (blanket consent)
Common Rule REHE - MANEREZ TAEI B2ERDG
Common Rule B FDA regulation }3317F 1 IRB & @& -

Privacy Rule REUEBGENE R A M6 FERZEZEA
G TR RESMZES AR lE -85
Z o0 FRHUES THEHE ) o SRR IEAERREE S R T L L FE (core
elements) : ¥

1) PARERGAAF (A ~ 582 HY T 3R A R A

(121) 45 CFR. § 164.508 (a) (2) .

(122) 45 CFR. § 46.116 (a) ;21 CFR. § 5025 (a) .
(123) 45C.FR. § 46.117 (a) :21 CFR. § 5023 (e) (5) .
(124) 45 CER. § 164508 (c¢) (1) .
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2) AR PBEHER(E A SR

3) THEBUCEFRIE A SEEE

4) ERARIBEECEH

5) HHEHARR s

6) B AZHERR -

ISt » Privacy Rule fiffE S FIA N SITIEMEARE (S0
(AT {38 B FHAFNIE1EFZ ) o 2% Privacy Rule B ELE » o5 50 {5 F 3
RERA 2305 « (9

3.7

BAMS T B EE ) AB R FE A ZIFE > Common Rule 82
FDA regulation {57 i fEFE S HIEEM A 2 THEHE) - o

4 i 8H B TAE

Common Rule ¥ FDA regulation F#i7€ » EH AGEAR;
EHEEFEE - #2128 ZeEHE] - CAIF1HE  Privacy Rule 3R
£ BRTAFSNEREN - EFEANEEERLIESmES s
|y oo

1) SEAAFR A Z RS TR LT PR 5
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XALHBRITRAEI T ECGO T ESTARARGLES
FR-BREAR - -BRL - sHMNEFLLHBRE > 225
WRAEH  tMESB R AR EEA MR FEREL
BRI - REG A HBMETHE BB RAR LD
LR L RG5H o

FHE R S R B ¢ Bk RR TS R EF TR
A EeHMELS QKM EFTF XFRE - AAGHMK
(EBA)~ ARER (£F) F - bARXRBEEHRITHEMFF
% % BEZAEIBGA > AFRELGIUIE B T FEIAT H 2 ATHL
EEAGREEERR » RABALS TG o BHRBEA BHH
BREFEESHT - AR chBARHFT* -
KXBALHRITEAHABREHRNME R Fbdtd - 5FR
(HR) RAFH  BREAZHEREBHE - THAKRRMK
RFAMADBEEBRAEHE EHSNEBDGHHRR
too MR LA EEE > ARLE ML THAKRMY
AL o



[1002] Sl F ERLEEHE

(=) ZBEAHRITY TiFR &)

1.4/ (Competence )

FEIFERESI ) THE SRR IFEE AT HRIE(E (precondition) °
R A YERATIHRSEN) 28 E ) RN E/S sk B B
FREBORTERESIZHFEN = o

2.8 8 (Voluntariness)

EGF 5352 8 UK Biobank lEA 2 HEH - BEEEEF
(recruitment) » fEAx FIELETERY (FIHERY ) Z2BdEE1T HERRHH
B ERAAKEHIEM (FEd) - TRZBHEEFRE L - B LIS
Bl Z HHEM » WS ESbERZ GET - BIER2HE
ZHFE > HEABESH ~ A (LEHH) B > TIEFCK
AR - v Z2EEFFRFEZ20E - MGFERGRE - AEFRZEM
TFllgw o O

3.45% (Disclosure)

Fiiad TEIfE ) RE > RS2 HEEEMNFEABRNAT » #
T S - MEE 2R A ERTT « (o

1) FEREADSITAENBN (B HERGIATEE
U5 - IEGEERIGAEET# - DIk 2 BEE 2 mbREEf )

2) FEMEFRHRE ZEAEEE - Hrhnge e G2
HMS @ FFABBRNER (2EF I LUGESEAEZEHAH
&)

3) HEEYIRITISESS EE IR E FOR K TR RECE
REMBRERAACE - L2 E FF Lllddy - R

(164) EGF,sec. 1. A. 1.
(165) EGF, sec. 1. A. 3.
(166) EGF,sec.1.B.6.
(167) EGF, sec.1.B. 1.
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PIERAT I TR PR A LR A2

4) T EYERTT ThE R B E AT AR AR A _E R A
N v BELE L EATER AT HE FEHE 5

5) HEEE AR T FHAEIRHNAI P38 RS Tt ( safeguards) HLEE :
LIl 4220 (in reversibly anonymised form) fi{F&E#}
BHERAS » 37 E A BRI FE BE 2 L& R B A 2 B2

6) FERAMERITIRGE « GEFE B ER A 2 2 0 B 7 RE
WP A PERTT (UK Biobank) MtHRHmMIEZEE & 2 #dE » H
BEA I E L E SRS TE 1k (anonymised) FEHE » I615H2 (L
TeEBEM

7) #iZ%EFE#E (commercial entities) AT 52 FHEH {5 FH S€ B0 4=
YIERAT 2 B

8) ARACHTREEHTIEA ~ EEFAURI EHAY » T2

9) SZEHF LRI » REIEY)ERIT i EREM IR
BHER  WHRELHIEE M - KESE E B B RR
T ot s B

10) ZEEA[EERIRHE ~ ~BEE ~ B2 EmESnE
PR R (withdraw ) JERJAEIERIT ¢ R AN RIFR EERSE HIAT
{RFEAYEE (the meaning of different levels of withdrawal )

11) Selsd A= PP8RI T ARG E G B 22 B Bt @ AP AE AR R I -

H1f2 UK Biobank THRE 85 B 5% (B 2 RO 8% » TEBEER
FEE ) 2EREfE T - FF7eEIBRZE ) AT HERY 22 822 3« 9]
G RITHEE AR - WM LEEIENRE (medical
records) ; {HEHMEFRSEIEIATRREN ~ (A S a2 MR EREC &Y
WREERF E B L o 0w 3> IHFCERRITIG S ) 2 B E AR - UK
Biobank ifi JEBEAEIRFEET M » FE @38 (enrolment meeting) il
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FEBEEREE ; IR RIS R E TRt 28 E - o |
FERR LT 2B E ML - FENEAN - SFHMTE - 8 THE,
[FIE > #E 2 miH -

432 @ (Understanding )

FEME ) FIEAEER TERLE HFRABHERIE TIER
[T L BERFAA - M HBEOREREE (28E) M@ 2
R TE A\ BT A& A - #2 EGF RS - 2281 3F {E R G
(#3) 281 UK Biobank Z§ij » T ZAC/EREREE: - ™ 5% »
AJRERY 22 B35 AR 55 2 W) BN E| 45 Bl UK Biobank HY/T#8 ;
R » A]RERYZR B A HGBEE 2 @ 3k - I sCEERER A A aﬁ']
B - RERMEER : &% - AECRAERNZ2HEERE TH
Bl 28 - fUAMEEENER - EARERMEE - 28EE
HIETHIBRE » & nTBE R ERY R B FT 35 AR S HE A -

5. % (Decision)

SEACATR A Al B TEREA) MR » m2EE
MFHFE ] 228 UK Biobank » fZCEIBRIGECRH TR » M7 LA
MRcEk 5 ik 228 T3EM) (enrolment) ~ #R%E (HRH
EGEARERN L) ME -~ FEE (MY EWEAY) ) #
& WEREMIR (SCH M) - o

644 3 ( Authorization )

A2 EEEERE (H5EE) P (EEEEEFREHEHNTE)
Y EAE » LHEHAIEE TEaRE) —2 > mAaFHR - 538

(168) EGF,sec.1.B. 2.
(169) EGF,sec.1.B. 3.
(170) EGF, sec. 1. A. 3.
(171) Id.
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(r) BEFAEERLA 0 ~ BITHE 0 LAR{BEA B ERE (7 FE
B BEREHEZHENA - BT (2HE) 5 TEZ08H)
(blank authorization ) » —#% TH#EFE[FE ) (generic consent) ©

EGFIiRIEAEMRFES Mm@ sk - HEHES
S A E R UL ER A B LR - BRA BRI E R EBNERIEE 42
YIIRITRRE » 2 HE ARG H L RETT EMEF] - JRAD » 228
FHRHL ) BRAS R BHGIEB 8T » J908 THEEE 1 (donate) Z
TR - W2 E T AR - AR BER ALY
HUTERAR R A AL ZFIA - LD - EGF U2 E G
B THERE - o

7.3 % (withdrawal)

BEA TEEZ28) W » EGFIAE 7 2B EFIRH
HIHER] (right to withdraw) — S ERIEFRE ~ FAEBEH - BF
ZAEM I AER T - BHEBEAEYRIT - (H28EE B0
FEREIET - I E EHRRE -

IR FE AL » TSRH ) M=% : TAEHi&] (no
further contact) ~ [ ASFFHEME 1 (no further access) K M ASFF{i#i A 4
(no further use) =Ff o TAPFIREE ) 5 9B A VR T 8EAS (5 £2
B 22 B2 B - (H B (E A 2 B E A R R I 2 B R R -
] 5 2 EERRRECEHIEIGE—LHYHA -

(172) Mark A. Rothstein, supra note 19, at 92-3.

(173) EELH T MARREEE AR THE » RLEERTATED - M#EE
ERABERALIARRAZLER - ZRHFAHEFE THETFA X (specific
consent) ZA%H » PITHAEAMEERL S0y HEMAASBEX AR (HFE) A
B A S

(174) AEASREF X > FRELARER  AASAFRCHAKARLAE -

(175) TSR & 1> —4o THARERAEFREAMERFEZIA) &> HHBALL
#FEZ AR IV McHale, supra note 18, at 80-81.

(176) JV McHale, supra note 18, at 80.

(177) EGF, sec. 1. B. 6.



1046 fmiff[a] AL E EHHE

PG RIERB A RIT A P22 8 il - th 1~
1R 28 L 35 1Y) (RE R SRS HIGEE — 2B 9 B AL - (BT P R AR {5 P 22
FiRE et 2 R B ERA -

P fE R EERITER T B2 B - thf
T 2 Bl 0 R BRAC S GE — PR B F\SE - U0 88 BE 2y
VR B E 2 BAREE - 2 HEEIGHIHE S - A8
HESRE AT E EBUfRU R RE B eRY) - TETRTT L BUH A -

T AR W SRAT 5 O B 22 B 2 T 4 B WO [ T R R A
T (PR EREEN - Lt DGR TEEACERIE KT
T2 HAYTTELME Qi (E) » (BSEEHEE S pIiF 9 i iR
ANZEHRL -

FH® EGF #Z 2 Bl F ¥ THRIg ) ZMiaap » R85+
SRAEATIA AERER - TEFIEAGE 2 B 15 THEFGSIE - TR
B BHEAREEREESERE - 2HEZMEEER LRH) B
il - AgeRE b H (Z2EIEEAEYIRITHY) FE - fHEEREE
B Al (AR ) sl IR (wliiit ) ZRBREES ~ 5107
i -

=k BREREAE

OKEHEEMENGASC ~ HIEREERE - 0 JERDEMESE DLARE
FREERERTEERIIFSE - 327 deCode 23 T2 1997 1A VK B BURT H2 3%
SEEWRE -~ fIFEMKE AREREANERE - IKEEGE
(RN ILERER ~ AR BRI TIE S » JhREEEE

(174) Michael J. Smith, supra note 9, at 66-67 : £ LHE D » Gk BitisARBRALER
AL AR LR A FERHARBZET) » (FLREHEHRE) -
Fo54M1» 45 (H55-58) (20045F-64) ¢
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#) - AHIE TEEBEAFIEBIEZ L (Act on a Health Sector
Database) (LATfEifE MEREEEZEY) - 0 #RIL - kKEGERE
— (AP EH (centralized) ~ HEIEHFEABREEE (non-
personally identifiable health data) ~ JEHE UK 4= BB e 2 Jet
[y MEEEEF9EEE ) (Health Sector Database ) ° (% ZZ ¥ 5
FEHEKES 2RI - WA EEKE A AfSEEaE
H&EE - eSS i ESH rhAyBERE — REE R E
( genetic database) J KR & FI#E | ( genealogical
database ) » H:[EERLUKERY TEPIERITEHE] - (o0

A [ 12 i it — A B P AR i B e B ( Btk Z b fEnn)
& KKEHEBYAEYSRIT W A ERAL TAE R 0 B0 5 mEREL
MHERE[RIEL ) (presumed consent) Wi T MEEELEH 1 (opt out) HY
FERI o oo i THREEERNATE ) URE - Vi A RIS EBUFHE i
FHEH » REAEEZ2HE MMERAMMEEE ] - ESRE (opt
out) i o HRHEGE o HIEARFE UG T B RHE -
{HHF A BRHS MR TE - HEEZHE » 1EHE T2
ZUERRERERE BT - PERREH THIEEE » 7R TSR HE
EHSG HEER LR E T2 » s

FERE R EE ) L THEEREL (A& TREEEL 691F
%o 5l EERTTIHE - REHAEEWE ( World Medical

(179) Act on a Health Sector Database no. 139/1998, available at
http://www.ministryofhealth.is/laws-and-regulations/nr/659 (last visited July 17,
2006 )

(180) Act on a Health Sector Database, art. | & 2.

(181) See Jeffrey R. Gulcher & Kari Stefansson, The Icelandic Healthcare Database and
Informed Consent, 342 NEW ENGLAND J. MED. 1827 (2000)

(182) Henry T. Greely, supra note 47, at 788.

(183) Act on a Health Sector Database, art. 8.

(184) Henry T. Greely, supra note 47, at 789..
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Association) Bl Mannvernd ' fH#% > B EHE2E THIF
R AR - 5 EGE R & B & 2% BRI R A AR M
oo (o) HEPK B BUAT B2 deCode 4RI LL THATIHR RIS
(epidemiological research) # AJEH B 2 HERE » BIfTAIAE
EER{EA B Z SRR A RLEITHIR AR Bl £
SRMEEREREE 2 THERE] » TEAR - HHEFRE - i§
HAEE THRAE L K - RS2 8E ZAFRE - o # R
LA B S EEE  BH TERAMFERE] EfiTR2BZHER
[l » H{EAGE AR MERERE - TREESEEE) o
Bl - BEEITERG o

Mannvernd & E B B HHE 5 15185558 (European Free
Trade Area Surveillance Authority) ' $EEFGL « UIHEMFEF » vk
BT EW MEREREE ) - SURBIPREE — & BHE A B R
JHHT » WAHARANZ TEIEFE Y o 190 VKEHEEERER » S8R THI
TR » BERE A E R A0 A > Rk » o

fitil K 5 12 2000 FEHIE TAEWIERTTIE L (Act on Biobanks ) %
R A BRA IR EE ~ BHBEAIA o TAEWERITE ) SR
VR 8 PR S KR TN AT DB - BR58 7 10R 56 1 JHERE « LA
RTFRAERAT 55 B 0V TR SR AR AR A - LH 1S EIE

(185) Mannvernd #h & B 67 ~ H LKA T A AL - FBRHAL TRk THEX)
Bl ) BB SELER » 3 RLJE 88 35 hup://www.mannvernd.is/english/ =

(186) Michael J. Smith, supra note 9, at 81.

(187) H.T. Greely. supra note 47, at 789.

(188) H.T. Greely. supra note 47, at 789.

(B LA HHEERE - ZEAGGH HEATRAEART He BEE TR -
L E F 935 hitp://www eftasurv.int/ °

(190) Michael J. Smith, supra note 9, at 82.

(191) H.T. Greely, supra note 47, at 789.

(192) Act on Biobanks, no. 110/2000 (available at http://ministryofhealth.is/laws-and-
regulations/nr/31 visited on 2006/10/09) .
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HoEm - R TAERE) - WESAEEEEEZE
B ~ G Blmps ~ REERAIE K ARIFBESRITHR « o [FE
2TEBUE - 1B E1SEERFREI L FE - MERER - B%iBEE
FEREE 2 A HEEN$H5% » (B3 2 B 3tk A2 T 78 ak 5 B 4
IS o

FHARE A B SN G B H IR IR B AR A - P8R
1TSS 71658 3 T {HER THEREIRIE L (assumed consent) X » #
S ER RS A TR - I ERREE
TR EAVERAAC ) TAEWERIT) RE - o [E{ES 4 =R
FE » HERE R AR & eTRERF R [ - ME RS - AR
LIRS EIBEE ZFEmFR - o

(193) Act on Biobanks § 7, para. 1 (In connection with collection of a biological sample for
preservation in a biobank, the free, informed consent of the person giving the biological
sample shall be sought. This consent shall be given freely and in writing after the donor
of a biological sample has been informed of the objective of the sample collection , the
benefits, risks associated with it}s collection , and that the biological sample will be
permanently stored at a biobank for use as provided in art. 9) .

(194) Act on Biobanks 8 7, para. 2 (A donor of a biological sample can at any time
withdraw his/her consent under the terms of para. 1, and the biological sample shall then
be destroyed. Material that has been produced from a biological sample by performance
of a study or the results of studies already carried out shall, however, not be
destroyed) .

(195) Act on Biobanks § 7. para. 3 (If biological samples have been collected for the
purpose of clinical tests or treatment, the consent of the patient may be assumed for the
storage of the biological sample in a biobank for use as provided in art. 9., provided that
general information on this is provided by a health care professional or health
institution) .

(196) Act on Biobanks § 7, para. 4 (A donor of a biological sample may at any time
withdraw his/her assumed consent for his/her biological sample to be stored in a
biobank for use as provided in art. 9, in which case it shall thereafter only be used in the
interests of the donor of a biological sample or by his/her specific permission ., but see
also para. 4 art. 9) .
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=~ RITRERRABRAT

Fyyfens AFBECH AfEE:A#¥ (European gene pool) FHE
REMEA—3Z » WH LA OBE A SRS RRN 2 5K
ZEMBIFSE o v BB TEE TEYDERiIERERIT ) (Estonian Gene
Bank) » ¥EEHE VDR ABFE ML - MRS ~ BEATELEGE A
YITE 1999 FAAMAY IR FIREAR T EDErn I RREE @ ) (Best
Geenikeskus * Estonian Genome Foundation) * % [a] B £ H
rEybean B A #851#]) (Estonian Genome Project) * ' FHE L,
hEREEE—FEBRR (HZE—aAN++SAO0NE 2L
+EA+T) MBRREHEEZERAE raFERBFEILEFH
(phenotype data) BEEERIBUE ] (genotype data) o

FyDEREE & (Riigikogu) 22000 K& T AFEEEKF
%23 | (Human Genes Research Act, HGRA ) » 2 {EEE &
PWRERERERIT) (LT MERRIT)) Pk@mE - i
RIERTT 1 By TEyb e ni LRI RSE T #3E & | (Estonian Genome
Project Foundation, EGPF) ) F45 Wif%%E 5 2290 e nn BT Ha 1t
BEMTEREN20% » HERERKE —RIEEBFILHWAF"

(197) See Lone Frank, Biotechnology in the Baltic, 19 NATURE BIOTECH. 513, 514
(2001) ; €& ¥R EXAMIIF) (Estonian Genome Project) * A 3 =
http://www.geenivaramu.ee/mp3/trykisENG .pdf ©

(198) KR ZEARE L& - ¥ L F F B3k hup://www.genomics.ee (REFNEAD :
2006/9/1) =

(199) $254H (i2197) H#F -

(200) Estonian Genome Project 7 ({(FiF R EXAMITINEF) - w48 (£197) 07)
see also Michael J. Smith, supra note 9, at 68-69 (2001) .

(201) Human Genes Research Act ( RT I 2000, 104, 685) . available at
http://www.genomics.eef/index php?lang=eng&show=20&sub=57 = i & 2001 4 1
A 8 AA&EST o

(202) #4k : hep//www.geenivaramu.ee (#3198 W 2006/9/1) °
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“EGeen International Corporation” ©

FAERREMIEE) A F 7834106 CEERRE @ THE
Hily~ TEERIFBHG A ZHER] ) ~ TERIRIT ZEEL > THEER
1~ Tl o)~ TEREBERFRRR ) & MThfT#E) (H
KeFqz—) - Hopgg " & (TENBIg A ZRER] ) BASCEIR
EBEY) » NAELE  ZEEBI AR S0 E TR ~ o ZEH
MermEmEME ~ = e THRERE D [FRISE » 22087 T AREERN
MRkl Hrg TEITERIE D QR e
(—) #&7# (competence)

BFEEREN AR ErRiR G - [ AMEEREFIEE
SREEE TERHITESRESIA L (persons with restricted active legal
capacity ) B2 TE{TEREJJ A1 (persons without capacity to
exercise will) R MFEEIBEE A 1 (gene donor) 2 A5 EL
-

FIRGHTERENI AL ZEIE (R TEEBIGA 1) » (ERRF
& PO =IHE AR GEER

1) BREVTEERENAREIEERHEA (KEFEAN) HEwkE
FAE 1216658 4 sk € < & (B TIEIEEE <« EEE AL - &F
&)

2) A AREEACTETIEE 1211 HKAEZRE
(consent)

3) FRHVIT FSRES) A S b (R Ak A e B R 6 EL IR L

(203) HGRA & 8.

(204) HGRA & 9,

(205) MAFRBE AL (gene donor) HAGFRAZEIZM MaBEM ) (atissue sample) 2
A e it B m Ak AU A A Z T Bk 483K ) (a description of state of health) A&
[#3% | (genealogy) » See HGRA § 2,cl. 4.

(206) HGRA § 13,cl. 2.



[1052] $oifiA EELEFHIE

Z At -

B EEE PR E KR EZEE TTEENIA L HIFR
1GRES TEERIBHE A ) - 5E3RNF - JE THERE ) HOETRF Mg
[FlE R FIEZ & o >
(=) AR (voluntariness)

FAFEEL KB 9E L ) A IR R B FEMEE (voluntary
nature ) » WG AE E7EARAFAREL A B B AR (specific knowledge
and voluntary consent) FYEIZ T » FREEMEHE (tissue sample) ~ H
{EHR ERAR P i3t ( description of state of health) ¥ fi%& 2t
(genealogy ) = WifEEEGC ¥ {th ARKE MEHIBI AL BIRE » &2
& (DIAFIRSRET) K (LARETEN SR EBEE
SERS) FIEE - o

BEHMEEZ MR - T ABEERWIEE ) TEHRE S
RIRNE A5 HGE iR = HERRFUTEFZER > IHA
Z1| BB R HR HE A P S8 19 HoAth— YU HERI 21 o MHERE BE BRI 2
% EGF & 8.2 |
(=) #B% (disclosure)

2E TEE) RBEEBEA Al BEERITH rE=m
SH{EA ] (chief processor) @ s{#EHFZHE 2 TIREEIEA

(207) HGRA & 13,c¢l. 3.

(208) HGRA §9 (2) . A3 1 ER&HEBEAM £ 124445 » BETICRRAAEL
BiHEAERETE -

(209) HGRA § 10.

(210) HGRA § 11 i £l fl 45 : RAEAMMAH TRee (LEAEFTH) GH# ]
(right not to know ) ~ A& £ WEA5 L £ K ASRITEE G THAOMSR (2245511
ARIRGHLA] ) ~ A7 B KB HA (right to genetic counseling ) ~ A 444 703
IMAGHEA] ~ RN ~ B - BEIR LA R PSR ATOE G AR R AR LA K 69 AR A -

(211) THRASRAT) 09 TEZEFA) B THEFRELAMITE AL F]1 (Estonian

Genome Project Foundation, EGPF) o i B4 i & & 2003 4 T8 A T #H4R3E % )
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(authorized processor) 2’ fEESHI T FIIE : @

1) TRIZE) HEEZITE

2) FEEARHE A5 R A A i ~ B E AR BT RS iey
WEEE ~ SNBERIHSE - MZREIEA ;

3) EEWFEAESZBER LR R 2R - TS
FEREIE A EEAR

4) EEEIBHAEEAN A EAHERER (BN TR
F|1 (right not to know))

5) HREBEEAFEANEMEERER (HHERZR)
(%8 THIFIREFR] D (right to know))

6) HEKBIFAGGERK T EEEEA L (chief processor)
2 TR ERRER#HRIE.ZEFl) (data which enables decoding) 3 B¢
FAE B E A R BRI - FEOREAERHAERE - DNA ikl ~ Ao
FRAR I AL 5

7) ERIBIFA - P HEHBEEE IR ERESAT - 1S
(withdraw ) H[FJE -
(w) A2 (understanding)

FEMERIE ] NMEEK TR L) HRABME Mgt 26
EIFRFEEMTEZEA - MERFEEE TE@ L) e TEz)
e A BATHE RN E A » BRI SEERE « REHLF RS

( Personal Data Protection Act, available at: htip://www.dp.gov.ee/eng/
Personal_Data_Protection_Acthtml) #9#RE » M2 2E A AEABRATHRE
#4154 (European Union Data Protection Directive, 1995/46/EC) Art. 2 (d) Fi#&
M4t # Al (controllers)

(212) &M E ¥ 248 2003 # TAAFTAHRILL ] (Personal Data Protection Act) #9#L% »
TigEE 4 A 48 E 7402 ¥ HFHMH 4 (European Union Data Protection
Directive, 1995/46/EC) Art.2 (e) Fif&Z T 4EZA ) (processors) =

(213) HGRA 812 (4) .



| 1054| 4oy F B AL E i iHE

Z o W EHFEERE A # G o o Il T4 SEECR Mg
figg 1 - BREIEZERF > HliEHE+ g8 K (Minister of Social
Affairs) LiaTHiEL o

() & (decision) EAZHE T4 (authorization)

BRI FeiE e KA A S MR AYANE - 8245
[FlE R AR HE (tissue sample) ~ @ [ BB ERR AR DR L
(description of state of health) ~ 7 [A|ES{FIEFE ( genealogy ) ~
(e [5] BRI Bl AR B R R 22 R LA T2 =X (in coded form)
# AFEFIRIT (Gene Bank) % » Wi[EEF T EEETHSE (genetic
research ) ) ~ (R 52 RORETEE HAY - BEH AT B HE
Bl o 220 TRESE ) i ERE FHER - e BLRBIE A 2
LB S YRGS aisEE - BkR] ~ M4 R H Rk
hk) ~ THREPREEFH A AR IS <« PSR PR B S SR ~ THRE PR EE A A
fafec BREE I EIRE X - RIEZHE - B{ERIERE > 3%k
HARE « &R0 R B Z[EE - JE - = ENBIgAZ TH

(214) HGRA § 12 (1) .

(215) HGRA 8 12 (7) .

(216) MabkAERE ) 48 BT R AR » M O AR EZ dafie ~ dwpi B W LR -
HGRA 8 2.cl. 1.

(217) TR | 5B ETLEMAE - ML EAMERR A ZREERL S §7
BamAL G - LAFHE - AR - ARG RHF T4 - HGRA 8
2,cl.5.

(218) Takdt | WAAESFFPHAMAREMAZBE - BAE A0 ~-BARTHZI LY
M 1% - HGRA § 2,cl. 6.

(219) THRREARAT) D T RBEAPEE ~ 3 - ASABEH - DNARE - (R
A~ R ABATH - AAEFTHBRLABHASHZIHZTHE -
HGRA 8§ 2,cl. 10.

(220) TAREHFIE ] 45 DNA ~ - Ak M8 s 4 ~ A HE AR DRG0 2 7k 3% 2 AL R ot g2 s ih
o EREAFRERAMASLA - LA E SAMGRHEZ TR A MM
i - HGRA § 2,cl.7.

(221) HGRA 8§12 (1) .

(222) HGRA 8§ 12 (3) .

(223) HGRA 8 12 (2) .
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Bl (ZEIERIRTT) M MR Fa5mes— -

BIEEE - SR EAEE - BE G HR OB R S Y
FESEEIEA L (chief processor) » BGHS ECIZ A AR EE S E T
{E=z THHEE{EA L (authorized processor) * [ REKIEEF A $2H
FIE &K - EEEAFES T TFRENBARF - 2 H &
FHARIERE ~ BRI ~ 3{ DNA #3# (description of DNA)
0 FEGERS THRERERTT) AR » TEESEF AL EATRRERER
HgAZFRES - =

IR BEfg T28EE ) 5 TEEBE AL (gene
donor) » HI|Z2 85 THRHT ) fHMmAE SR AN ERHE - BT
FEE 2 RMERE: X gl TEEE) 2RETREHEM -
LfERES NERUTE) ~ TAHREEIIE) & T#&Et1 28
# » AR A HIEE AR (genetic data) » 27 BEFAFRHEY
ME+ERIE ) (generic consent) &z -

¥ (Ehfe i RERIMEETE1E) (Estonian Genome Project) (2
ZEBH - HRERHEPEH RREREENE TREAHE
HpREE ThHaktats ) RERGy o TRBIBVE R 208 ss il
g B B EERIT M54 F A1 (authorized processor) E {7}
HIE R RS A (data collector) (BIANZREERRTN ) » {7 BhEL K R T
ANIEEAEmHIXRE - BERse s THEESm) ~ TER

(224) HGRA § 12 (5) .

(225) TDNA #i€ | 45K B# 7 /7 52 DNA #4216 X - HGRA § 2,cl. 3.

(226) HGRA § 12 (6) 2XRARBAGEEF S PHMG L THEMRESE - F
fe bR o Id.

(227) TRABFH) S5AMAZLR - LAA S - S48 FH - Lz L BAREMH
HZ DNA#E (435 ZDNA#E) - HGRA § 2,¢l.9.

(228) ESTONIAN GENOME PROJECT 7-8 (available at: hup://www.geenivaramu.ce/
mp3/trykisENG.pdf, last visited on 2006/9/1) .
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iy Bl TREEERGY) o THGEERGY) B - ' AOER - K
A~ AN - IREEBARRATRE (ShE - 2B - BiE
B~ B3~ TIFBEFRREZTER - TRBEES ) MERE
MEREPE 7y $85 + /) (the 10th wording of the International
Classification of Disease, ICD-10) %3t » B pE i) @8 2
(filter questions ) Bl » #35 EZMTZE AMIEREIRE « THEGE SR )
MEaHERBEE AR A (M EAE ~ tHX B R+
) » FWE e Aa i IR RIS 5 B A SR ik - BEME
{FFHE ©

FRHfkAE e | ZBREE = RIEMGIRZE (TAEKITEEFRR
TEI A - B IR AR 50ml FRIRIMIK - MRIRE
FEENFE | T#E& {5 (transportation code) » 3#EAZ FE K ERIT
F = Z5#E(E A J (Chief Processor = Estonian Genome Project
Foundation, EGPF) A #&i5.0») (Coding Center) : w5
O HERN LA —#HEH 16 (1785 i pl HL#8 it S RS - iUt &
W fCRS - AU TREAAGE ) B B PREEREEEY /U R A2 B
RIERTT M58 - FRAREEBEFE 5 » YEHUDNA (50ml &R i #4
TRy Al AL 2 Z 50 DNA ) ° DNA B [ffl 5215 53 IR F A i B &
o B EEIRIT ZEE7F 4 (Storage Facility of the Gene
Bank) * LIfifthHTEHA -
(7) 4i% (destruction)

A [EIFA R ASER] EGF fu#r 2 6l BRERER A% » Z9
JErn TEERBRSEE ) FREIZEEE B A ZBEIRE Tilaktae ) a)
M ERAR D HE A ) #RESAU » #8H KR & (withdraw his/her

(229) Id.,at 8.
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consent) » ARINEERIGRIT - 1 TZAWFIEEL 5 TEERER AR
FEERE TEHSaERIE ) - LIS A LA RN AR PREE -

HA o LRI ASRERTAE R TEENEFEA ) RS TREH
RS E L) (data which enables decoding) 3 0 - BESE{E A JE
AL R BEE A & FHEEIRE - MEBIRRSz - & HK -
HEBEABLGMEIAENREH - 35K FEEEEA
SHEE TiHMEEE ) - TDNAfGE ) 3¢ MERIKRGAL B
MESGEIEA L RERFIARNIBE A 2 5 (/MR Ty KR KB A B
CZITEBAEES - TEEGEEA ) ERICEE R B A B
FHERIFEE—{E A SRSz = >

ML EE — TR G RHE Y THRNBEAZEEL EER
TR 2 BERERE-— ERBEAGER#AR (EEREBEZ)
G tranwe - MAEMER B R RE B RE
MEEREAZEEEL = REBERARITEERRTHER - L
RFZWRAE (RABFZRREERER) Z&E - il
FEgee ) » FHEE AE - #ERAER—E6E TREER 8 T
&R R A (RAT) BEAS A 5K 25 5AE o

Fyhlenn 23 BN Te R RAEIES G - RIS S BIE0E SGH
foEER) TAHE RS AR R E S 1 (Universal Declaration
on the Human Genome and Human Rights) B2 TEUHH A REZE A58

B/ #71 ( Convention on Human Rights and Biomedicine

(230) TARAG ) 28 BT A4l ~ DNA fnill ~ bR K A% H - ==
WAy B A A AR s AR R A AL S s AZ ik
T~ DNA## ~ 4R JESLAG L © HGRA § 2,¢l.12.

(231) HGRA 8 21 (1) .

(232) HGRA 8§21 (2) .

(233) EHFEALLAARBAZ G TBATRE - i : A FHmurde » LAZFH s AR
ATAELAAFRBAZFR - fALBAHHARHPEEL S - HGRA § 8.
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(1997)) » HllxE T AMAFERWIZEE L - = BRI NE6T - B
MAIERIEIE ) (prior, free and informed consent) [RHI] » ZEFEELR
FEHE - BEEEFTRUKE TR (FREX THEERIE L IE3T THEER
Hi1) AE s SR ES B @AY TREERRIT MBS
HIZAE ) (BEGF) » BiSED - JEREGHRE 2 - =

vy ~ M AR AT

AaE TEMAYIIRIT) MRS - BHalfTBEE R R EE
B@EEh R Tebe AR BV IITRY TRIfTEETE] ) - Ty
LDAFF (i S8 A ) SR 17 8 8 mT RESEE R R 4t - 6 B 2B RE e
BHE - TA{THIE) CEATHEREMEZEGZE
¥ FERERAAYN—TA - HEBHEEASFHTHGAE
WA TE TR ERES ) (LITME TRESL) - &0
MAESE) thez NFEFEREL AET e
(—) &7

A ESENHEELTRZEFEA - TREEL RE0HM
T FIERES 23R » LR FH B+ E L+ B2 E AT e 52
EREESE - ML - hFSEREFDERRERE » bk
EERARE (5HE) - KRERERT -

(=) B

MAEE] Fbf (HHEZEEFERZ) TRES) h#lE
MA& NEE2mLirsest 8] - 3 EER it A seat 8 R <&
B %55 - T2 EE TibE28) (FFk) - 2R N28) %
EHEEE -

(234) {ZFRELEBAMIFIF) » #745 (3F197) #HEF - A3 -
(235) Michael J. Smith, supra note 9, at 83.
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MR - FEEPEE TFES - BE2EANEEZE
B2 HFEIEFPIAE - IAG G A G 1S ] 58 7 (SR
Fll » 2% RuPGREE =HIT - 20 HR - FH B g
THMRE  BREECRA - FRRER BTG
HOZERR R E L) - MIES TR R ERERRE ] - 7 MBI »
MEEE ) EEEREE 2

(=) B%
[FlEEHSE T s 28 A5 8 2 EAEE :
1.3t 3 B 8

FIEZ0AG 0 TalfTHEHE0 B MR EEEKEESE
{8 b4l [ 1 o0 MR RO RR I » TE R SRR ~ ZEETh ~ JEENR = (%R
HRBGEE DU 22 ek RO 2R B ST - AT RS A BRI S A2 )
EhHE - S8 AL E RBMER (BRESE R ZaEmeE -
FRIA ~ SBIEFRMERFN » TR EHRESE 2 KA 5 RiE
PR ) ET RIBRNZE - TR 2T R SRR 28 ER
EEERTE I ~ B sl ~ ARG RE ~ AIRREE AL R EYiahs -
Al F WA B B 22 B 2 R LB T2 » LT B A8 e rh 2
FERE (REAEEHE - (| ~ 175 - BEF) Zo{EfA
FHRAWHF T » A EE R 7CHS R A\ & RIEHBUREE »
BN SCE SRR TERS ~ 2B B HE » [R(ER R A - ETER
BIARRZEE =

2. REZEH

[FIE B2 E 20 2 N -
(236) #RAEE3. (2) (1]

(237) $ LAI&EF2 (2) & (3)
(238) #REAFEF1. (1)
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1) HE—0HE - AR « EAERER ~ 15518 -
BREE - EFRERE - £FE ~ EARRE - FERE
FEHILDHEER G » DUHRRAGEITHEBRIFSE < @ HAREE TR
RAWTSE) BETH TA L8 RBMEER ) RO - EEBE A
MFEEEERH ) Lvtz THFIH ] - 28EZES T G
MR S » AHERER - CHHEAZBURER (EFH -~ B
S~ FERLOBHRR G ) oo AR o

2) Bz e - HHEE - B - #E - WIEY - R
B [ ~ R ~ AR ~ Al ohaERREl ~ B BB AT - (4l
SEMHRREE BRI E A - LA AR AGEI THERANTSE - o

3. Bl R

[FE & rhEAfEaREA - 2HEEHRIRTREZ RS HE — ¢

1) OEmEE o RENZ2EEE.OH CREMRE S IEYR - 5
fELEREAESAE > e E B RES OS]

(242)

2) fheErmEbE o 7REMEAEREE Al FEAIAYIE I 44 ik Jm
bar o GNiB R kS - TRIEE ) BOH > TS ERE R F i fE 5 g
B - (RAEEASEERS T M o EsEmME L o o e Tl
{ETRRYE ) FERIFrds - AHA o
4. [EAN PRI
[BI R E AR B 22 Bl 3l A\ B kL Z BB AL LRI S
(230) R &EE2 (1)
(240) 74 » Fe B A AFAHRE SAF T A AR R 02k (physical or mental health
or condition) F= [E4A 7 (sexual life) 7| & &2 MAA K4t UK Data Protection
Act 1998, sec. 2.
(241) £RRAFF2 (2)

(242) #RR&EF3. (1) [1]
(243) AR &EE3 (1) [2]
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1) el o BLEE RS BRI S 8 be 20RE RS & LARR R 75 =Rl
7 » 3 B HR A% B vl a2 (B A ¥ RHE B3RS BE - FHBR S
2 FARIHR double lock EEHIBRFITFIN - A H 28T BI9%3T
MREEIREE L 5 o

2) FrEEAEEHERRE AL WEBEZ TSRS - T8
BB ICEIERS -

3) FRME P A E AT S AT R R -
RELIHRBCRAE AT EHE 5 2

4) FGHMTCRE SR 2 52 - NG A G R AT HEE (8 A E R
(an#E# ~ SETFUES) o o7

MEAT - TATITREZHEI) M RERE ABEMRAS - LS
B PR UL 2 AR B R BRIGE RUBRARRE ) AN n] 2 PR A [ RE -
(i » TeATHEHE Ytz TEAER ) BRTEH a8
B AC RS ) A - REGHFA (HEA) RAEIEXEHHE]?
[FIFEE o (THE AT EBEITIEF] - B H 83 AT fEs i
RS - BERE2EIEXGHEIERE)) B - LREE - 75
BN > ZEF AR e A TRMEEE ) 28IEGHHE] - miSHEA -

5.3

FEIEE) Fil 0 TIBTESTEET VIR okl R ik - BT A H
# L2 SRR > ATAEEE - AFEE 0 T2
wrsEEEE - FRIZEE LY ERES O - HPTEREER
ARG - G LIS HEL R TR - BIZIHLR S - 4 o
(244) £ RFEE3 (3) [1]
(245) £ LA FEF3. (3) [2]
(246) B LFAEEF3. (3) [3]

(247) £ LAEE3. (3) [4]
(248) $RAEE3. (3) [3])
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BHAEREE —

1) SERNGRH - G2 HEE I EAZBERE » (HF
BICHTZIFER R 3 >

2) {EABERAN FIBREE o BN 808 e i 2 B RMIIG Mt
R (B ST AEIS S P S 2 B - BERTH R o

6. FkikiE

FEEE ) B REERRRGE « T T ERMEEAVRESE - 3
TEAERTEBEIT A A A REGER B Z R E - B T HRELL
4% > Rl A A GBI PR IR AR (ARG B
14 B 8 P 950 8 SRR R IR (AL » I 4 FH B B0 2 R e e 1T 40
FHRER) - 10 TRES ) ERHH (AH2HREELZ) FE
BEGEIE © TAR AN BRI RETHARA - KA G
-2 E TR - FEM A - A AR E S PR R
INEFRFR - SEITHERF -1
(w) =i

FEEE ) A MR 2 8\ B AR AR E A ZBUE - (AL
(HiBEEHG2) THEE KITik : T2HEHMEY
{EASGRF - G 7 T 7F R A AT EHE R R B EITHE T > U
LIF{E TREFHE ) iR TE) pifl\BEAZLE -
e — A RES A ERE (CHEREN) ZHE - HEEIE
WHEHR > ALY —Ea{TRERIARR - = WEERIAG

(249) £ REAZEE3. (5)

(250) £ LRAEEF3. (5) [1]

(251) £RLAZEE3. (5) [2]

(252) £ LR EF3. (8)

(253) 4o W M £ B EGF ML » 4 84 £ £ 38 UK Biobank i % 25 £ B 3L Bl 2 42
Fo BMEAMEME  ABELREZAE-
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% - #6T RPAHERZ EHME - MEEF 0 EA - TRFIE > F
HEIEAIE ZRE -
(Z) ARABRMETR

aifE CRIEE ) BARIE 2 TRHRE TEHE A B8
i (BRIRSHERZu&mE ~ BEiRA - SiEF 8RR -
TREL & I AR 2 oz Bt A o RARPE R ) 1T 5 B B o
FE1 e 0 AR (AR R A G RIREEH L - I TR
AEITFHBRATAZE » = MEIMLAMG  RELRE » AHERE THE
fEIEE L B - B0 LR AR ] K Ve il Z HEE - il
S cENFREEMA CEBNERRIRE (MZFWREERERE
FEEERIBFZE ~ AFLURERGTSE Bedfiat < HAYmEA ) -

BEgt - TRIEE ) Pk RER s - 26— @ RIEE 1.
(3) 38 : TAGHEIZEERE( - WS EZTREE (LLATFTHR
FRFZEA ARSIR SR S AIE SR IH Y 2 T A ) ) - LR
AFHEIESZ THEEREH) & - 2800 - TaffTHEEfsey 36
FeREdiEl - MITEM T AR REEREES
IH ? HANATSCATE - 18745 B Re 75 LI SR ELBERA I BB 2 T17 8L
AL (Frad TEESEL) RSB Rt e -
EEELWEAERERN | 85— RNERERSEH MEFEZL 1
HEEM -

RELE - B SHHRERNERET - EREEER

HEABMNLBRBELAZ R LR EZH LT LASRERHABMLY
o 2AFAREF S EARTA  BFRARAET 8L U HFaMF - #
BEAEHLE—FRBEFAEHELETE  2ARTLBIANAC PRGBS
BaHAATH I H AL EFH SR 3RZNN - REASFLAFTRGEAAE R EL
B (#51598k) o shafid 2 pf A TR EE) T3 -

(254) £ RLAEE L (1)

(255) $#RLAEE2 (1), (2)
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KRG AAREES TEEE) ZEM - 8 TEZS) b
FEHT: 28 KL 1SRRI Y TR (B2A8) HAE > msm
HEG5EK NEIE] - '

Bt TEZE# BT mstE - bRk
Py BB R AT ~ o g BT I B 4 L 4 4 R A
O~ B i el i S i e (A B ¢ M ERBRE F
AR SE I TR N R o BT AR
RFURTR M2 B 7 X SRS R EE BB » WA
st 2 T o

B REARATHEZERSER

A L EARBAMGE MTREAERE) (&F%E 0 EFRIT
A~ THEREEL FRITE (BERR A ) Bt &
i~ LU 45 A A8 A2 8 rh Ay 2 R R R 0 T g B T R]
oo IRP(E TEEM AR ERTT o TEERAO BN B2 - (8BRS 4
BiAL » sk i [ R AR HI 2 2 1 SRS SRS » (LR 2 -

— s BT EBHARGH - FRRRBTEER

o B ER i B R B R A R R E R KRR - Blan At B
PELAFTEE B A P)8RAT B G #2248 ) (UK Biobank Ethics
and Governance Framework, EGF) HJE{EHAAISER » ZL TFH
BEHE) - XH2HE TEF ) - FEHR MEeR0) 8XES
AXIE IR o > HE(HHE LR » AT REMGERERT) » FiE T
fHEE S FA - 20FELZEHPEE - EFBRABEHE - R

(256) W F #2006 %9 AKX ILAF - UK Biobank H#L EGF #4572 £# 7 (public
consultation) —— /2 b 430 i 8 K &Sl o Miie ik odar K
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REBEHILEBRE - HEEEMUTEHRLE T - BRI -
SBPR AT ERZEE > MEREHE L ZEMERE > &
BELS » fCKRIEAEE - MR EE VY EM - L8R TR
L DSBS B RERE - SRk @ o ILa o HEG 58 A B
RIREEAE EE » A REMATF BT ~ YREARLR -

REEE - RBEIEHATBR TEEREL RE - 2RZE
B (flan ME&EZED ~ TEeEE)) - ERGERPEREREZ
AE (i TRk L) o NEESIE) 2 THERE L A
it HRFHBEREZEZE ; £ TEES) EEmaEryEil
2y - ReeFX T REZ2EEER - RERNERHE ZEEY K
ARG (Himm) - MBAREEREZ TAGEHHE) 6 T5E
TL4E ) (WBERRTL physical privacy) 3 [K#5 B U A& 3R
(FEREA ~ EEREA - BIREN) ZHE ~ GEEFESERIA - mikd
TRz THEFFETLHE) (information privacy) = 7 MG
T ERESIFFR > MEERE 2 AMEE - & TEEMERE
PHGw - o B NEEGREIEA ZEBEH - o

(257) R KEFEETH 603 LA (T1EAH a4EA 8 L4 L EATHZTNEL
B BARARAZATBELOATH - AREMHERA -~ 4T -~ ilfTH#5
X -G TABREZ AT ERRARHLBATHZ EAALASEHIEAT
HieFRZ P EM ) -

(258) R ARFEFHEFF O ZRALF (86/12/26) (MFEREFE) : [ [} A4 8447
A AR HENRZFE » ABMMARBAHF LR - P AL EA B2 F
REFH » BA R REMZ A4 BMRAE) -

(259) HFFH» (HEHERGER) MK F (FHARMAD A117XATF » A 179-
92 (£3k: AZ : 1995710 A =8224]) :BRFF (Fo¥ fREiraaza
iR MAHES (i) (E)» A 153161 (&3 : o8 » 2006510 A
IMR)  RER > (ITEE) » W 37-39 (d3k @ %k 0 2006 F 10 A 148) =
HAOLILAR » MRS > (AHIERFE MR TN —iens o L AHEA G
Ao HEAAKEH (ERRERAMD - H35360F » W371-74 (b @ $4k 0 2004
SF1LAR) (HAFNBIEE S mBEREREEFARES TAL AN EE
Pk Bt THRMtGr4) 424 E M) Er) -
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e 5 —{l A R - IE KRB B 75 & S 2 B\ MO bR
HE > MArERER (BEREEAEN R EUREAER) »
BIsR BB T A - LLEHRREIS2F B i - S Ao s ot
BHIATERFE -

RS ABOE (K 7T IE SO A 3T 3mSR AV REIRE - Rk
RHEFRET N MEEEIE) | TEEE ) SEnNS AT
ARMEHERER (MELEFLL THEKY) WER » MRERZ
HE - FEZHNE EEARZMENERSRE - HY > &£
RREEHREG T » T2k BREREAXAMERSN TEHER
Bl | EREREZEEEA MY - IRIHEARF®ATFRA
5l 5 & R - RESHR R - FHEEERGER » FBHA
RS ~ V& - REHSIIRESIY TRIERIE D Al > ol e
ARWGRE T (EREALMHIEET) TFREL AR
(ZERRETHEE) -

SLERBE - T2 RERNERE - Rt & K E R E
2 o HEHEF A gl - A28 AR R E 1 & LR KGE -
BHEZR (£PRER) LT NI A SR RERE
EREREME (LHEAMERVIE) LHEMEEAEERNE
& MFESEHIHERERERE (deliberative democracy) HFT7}
YA -

FRIGREN ) & 1 ARG TR e A e B # - B
8 o TERARD #hEr A — RN e (WTRE) « BERF7ER S i
BEER (ZAH) 2@k - REEFANZRETRHERER
FFHEZERAI : T 8 NE4 ) 2RKFE > LUEREHR
gER BHE BIRBRAEERPHZE - #FF§K Mark
Rothstein ZUZ TR (R EEHEREEM &) TABHE - Kig3
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Ed A BERRY) 2 i HERT R (complex issues of big science, big
business and big ethical concerns ) Z{Z%E » MAIFTISE) -

=~ THARFEE) 2 EARE

MEE T30 (FEEREREZRERIBRE - EHE P
e E SRR EE AR « 5 RELS » AI{ARLREY fERE T
®H - Iz T AHERMIRE) - HEREEREREZ
wEyEReE TEEEFZE] - LIS TEREITR ) HER - R
PBZFE -

HR - H T ABEREFZEE ) BRI FEEAE
(—) sHE

FCABEEEWRE) ZROABTES =580« —B T
8 TEAL =8 T -

1. Mén#k ) 34

MR gt ) MEREN FER A (T A YRIT)) 2%
FRZEHE - @ -

1) EEREEEFEREN o ST VD E il ail b KRS S
EmSRe - BT TESEYRITI B (FE) HBERBEHE
AT o MRS 2 IEE R B N o en

2) ERBEBEEAANEGEE - TEEFAEE) B2
BY EGF - BHIE IR @ ~ S i - SR 2 AH pk BRI A - R dr
By > A 2FHEFWRAIES - e BAEHIIERE (LR
P ~ ATEBE (fTECERPT ) B rh i 9Eke (AHE 2 Estonian

(260) AFATHWE TEEFFH) T RBEH - oksiT TRl & FA2EE-

(261) 24 THFHFEA 1 EEFEANBETZRIK - MFHEE L R_RRITHZE
B oo IR R EARM -

(262) Estonian HGRA § 4 (1) .
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Academy of Sciences) & {Ean —{i#E BN - REEE IR » a7
2% KB EGF » REBWIH MGHEEZEd) BEEEEREGZ
R R TEEAEYIRIT) FEMREE (F) SaEs (T
HHFEiE ) PR MEE 2R - WEH A MR RS -

3) EEERBEEVEAIEREE o BERINGEEH (hi) &
A EREEREAS G R R 2 TEEME) BE - M
KRR FEiE ) FERAE R RE ~ JCHEEF 77 =X B A (B B i
i TMmEERA G < THERETE ) MEE 27 1) -

2. TER 1 34

TERWFEE ) MR ERERERE (TZEEWIRIT))
o e R EREA ~ AP ERERERAER R
e

(1) HNEFRERMR - EEHOER - EREAZ TRE)
(collection) ~ TEEHE | (processing) ~ {7 (storage) EF|F]
(disclosure/uses) BZEST THWEREE Y FRAI - EK > BEETSCRT
am TEIERIE ) SHELE - Bl TEAEFR ) (oK R AT TE
HHIZBEIH) - 22554 [ 3 B R i Bl B ST ik o 0 e
EGF ~ B /ema i K 7eEE » F—FRHE - THMERE)
SR 2 IEHILEE - FERFT= - LT R - BN
7E » LABAE ~ LUEEFRE -

EREREREFEER - KRBz TERHE B
AEERHENE (BREM) - TSR] FEHIEER AR
SEYE » (FREBERFEE - EE T ABRAZEA » HERRK
AIHERYEERE - T AR - ¥k -

A LG # 23 E EE A R B E L > il —R[EIEE
HATE R THERS R » REERIE B (R R » Bk 2
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B\ A RE B2 R 08 I < B N AR I RE R - A 2|
HEX (BEEEER) NEEED - (HEE EEEHERE -
WA FHEE S @FEEAE - TEKR -

B LIAIBT A R R 2 R - T2 ElE (i) 3
FTE TR AYHER] (B EAR2ERA) 3 M50 B4
FIl (FEREIEE AT AT RES BB A O P B i RO FEAA) -

CEIRBIARE NAMERED ML 2Rt - MR
BRI - BREFTEBEE THIEEE) &9t - EM TR -

D. MSARE ) ETFEL - 8% - ERHPERENS D
HIZiE (28E) REMNRERT] - BRITEB EGF - BUER
FIREZ THEE ) 5 BB RERE R HE B EEE R - B
St b - TERTIEE ) I ZEDERLER] - RETE
H R A LLG Ol 2 A B/ R - G RER T REEE A
S HARES - DNA RL R R FOIRDLREE

ot - BB RFFA RN - TERWIRE) A IEEE
TRIES L 1T (BIANARGEETT 5 7 bl HEbe 2 s I JE 5 SR 0l B FF
EBEANE) - (QRGREEEREM  FHRERERD - BUBFELE
HEZITBRNZEREABR - fIAMEEERLEERBEAZ
TEE L (32HE) - BHAS TEEMAEYIIRIT ) HEsdE L5 2 RIBERE
BHE (EARERERA) falE B o Ay RIS - FERARERE -
FIA (#eR) TR AOSERE] - 36 FERT 228 & 1S RERT ~ MEEEH| 5K
Hi TR SERERUE » 42115

R - B AEEI AL - Bl TE&EEL - TEA
1~ THESEEE D FZE IR - T IERAREERE -

(2) HREARMR - BREREA (SWMBEHEEFE) &
- GEZ) - (7 (EPRE) - /R (HHEE) - 1
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B 5 L EIPEER - BERAHANAI /T - ERERIZL 2 TE A
51 BEGARE N - ZEIANE AL S EHEE > B AR
RAUHERHEZHEF O - EARER & S0
(information infrastructure) B T &l B fE AR 1 (legal
infrastructure ) Ff[A]SFEHE o

3. Tk 1 pty

BiEEEAG O ~ HEAiE G - TEERFSEA ) ERARE
Ml S fEEE R ER B R mBEZEAFAITEZES - S
20~ TEE] ~ RRFBHEFIEES - WERBEERNES (SEHEHA
NFABLE A RRRACRE ) R -
(=) kb

FERR R BT R » RERATIEIRE (BRIR TS ) » 23 T ERF5e
1 FERM AN Z ER{EG 2 TH#E L] (comprehensive
legislation) RS » o) i RTMEE R RHE AHE A B2 AH# ~ EA
BARFPEERIE » — RUAMER E AR —iEE# s -

BRI EFHRF

FEREBE 2 SRR - BUINERHES) - ZHE
#H NEEFER] (due process of law) o 2% JuI » JRERFL R )
FGE (BLFERFIY _E M AR i B ~ RO BRSO R
P~ BEIRHKERIE IR A E BN ) » JLATDR SR ERR A (5
s B A A TE R SR ~ RO EE (KR ~ F R ZBGRK

(263) #RAHEFE (F24) (AELAHEOEHZAE— KB LAIRM A N ER
%) W331-333 (b FTBUEAAA G 2 1993F0H ) -

(264) B RHET » (HEETHER) » #RF (TR SHh—HEH A
Bl (AWT) (£ A » 2005528 » HIT28K) »
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ety o AR FEATAARE ~ PUSRAERR - FrEECZ eI R IR
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