
BM~~.~~g.~••$~m~~~~~.m~M~
illIJS~ fI!'i!!!t~~~JHT (Taiwan Biobank)J (0) .f!i!Jf:~~ , *1lE

1tr~ f1illtJ'fi'iJ:l!r.J (informed consent} '" Will] , MH!tA.1:ti!i):~

(human dignity) 0 §f,5 : (,)

·*~~.~'~E~.~.~A •• ·.~*•••~.~.~•• ·.'*.N.
~.~.~•• ·'~E••~~~••~~••••••&•• ~' •• lf'#
&.~·.~••~~•. L •• (~*~.~.±.)·~*a(~*.~~4±

.)·.~~(.'N.~4±)a~~+(~*.~~4±)·~~.(~*.~~

-ft.±.) .1l'hJH ' i~&.~ •
~~*~£X~EA~~.±~~*~;~~ ~~~~'~~~E•••~~~~
1!-t';l!"'." , ';H:t~i/il."=.;!;·

(1)"Jt. r*~1.#.I.HJ 't7i,tIJj6http://www-ibms.sinica,edu.tw/biobankJbiobank.htm''

(2) "'nfonnedconsen," -i'l~"''t'~fil'Ji, r*..ftl'l:tJ· t-JUlb'f~' (A~

r*.. ftl'l:tJ .WI"=.'t$"=."'./If), (JI ....,l'>' if;2IAA' 1[139 <200S'l-6
JI) ; t-Jl.Jjl~.....~"" ·I!JJ.A, (iot.. ~~",;,.ltz r*..ftl'l:tJ)· (ilf
*#41••;l!~Jitiotll') , if; 2 -l>if; 2 AA ' j[ 189-224 (2ooS 'I- 6 JI ) • Ji, *tk'li ' *
:i:jf~ r"!kI'l:tJ'

(3) ~~Hi;, ('\\'111'**'" H;Ji,i,Ji'-)' ,~at.' 2006'1-1 Jl7 a AIS"'-; (lP,
~~,":t*... ~{",,: VU\.I!I .. , ..... filllllJ ?f:j.~'>l.-F)' ,~at.' 2006
'1-1 Jl23 a AIO"'-; AM!:"",' (~","'/!#o~"HH.)' ,~at"'· 2006'1-1 Jl2S a
AlSMi "



l)m~~••ft2r~.m~~••J.§~.5W.~

••*.&~•• :~~~§~·m.ffi••~n~•• ,~

jjjjr{f-&jfm3't:f71~wt~~~~*?.§P,Jf!WJ.~wt~~~(.j ~

t\!!ilill ' f'F7i!ofOJ~5~o?

2) fi?;§3't:i715~oM>:1*1¥~!"i.!%:frtfii@]~.J a"Jtfii'flj?

3) r -1fll:~~J (general consent) .§H-& rWt~~~J JJj(

l'!1] , M>:,@j;)j*I¥~~%:f ?

4) 1J'~.£m-r rtf!!l\mE**ujf~fil~a"Jt\'ii'fIJ?T:!1U]~:§:J?

5)rWffl~~J~~~~~~~.~M8~.~ro~nB

'fIlm? ~~JHmIE r~oti1i~.J fli1~l~!Iill1'}i~m?

fti'fij..Ujf~ , :1t~~.'i!l1.ujf~&Ajj'"nit~ , I!!UJ*I£~~A1'1

~Ull( (human dignity) • f*l¥fll!lA EL±: (individual autonomy) ffiiiM

tie ' tMifill!'i<tlJ:2~~ ; ~Jl:t~~!!l\l'~~ r~ot~~~J JJj(l'!I] 'lll£

rt.. rMt~i~.J tMiWi'i!l11i'i (IlfmlV1i'iA) l~mf;j\J:j:'1§~a"JIJ1(l'!IJ ' 1:£

A ~I:r~tf~m~II~U~f[j J:jJ1ttfm~*fll!ltlJ:*c~~/iliI!t~ , iE!~~

1il!~!@, , :1t~1:£~al!A~j'j~jl;Jj!fNJjfi (human genetic database!

databank) Si¥I!!!i!OiOJi'%I:r ·jWfJl rW1'tl~~J ' J'@tf8'f3>~ifnjj • T

::X:M7'i:~BAiOJ81'1~jl;Jj!f:f4/il.l&~"J I~~lli~lJ1(jl;J , f'F~mIlli21f

:l!1:~BA ; ~;xm'1M r~Offl~~J ~~IlJi(&~~~jl;Jm~~Jlg{f!J:jJ2

~~;~~-~?Tm~~·~~·£~~~~~~~~~~~~

~jl;JjH4jjJiai'f ' YOfOJf1l1IW • ~ti\'i rWffl~~J ' *ntfJJ}J~1l'Ilm

~M~jl;Jj!fN~~~~~m·~.'M~~~~~rm~~••

(4) lltcll.'!'.,;±2006-'1-1 J124 8.'1: (Jlr~: JiI¥ii-I\.'±-Ji!.Jlt&.I!l'lt7l'. It<'''IJi~

I'] :@;) (r '" lli. ii-I\.III It41 lilli. ii-I\.'" &.-1' "''''''' ' '!' 'It ot"':I: i'f &.I!l jf. W# jf. lUI
••• ii-I\.Ji!.~a••• '.~I¥ii-I\."'.ltl']:@;·R.Rm~~•••••••
R+~&~,lt<.R.ii-I\."'&.-I'''''~.~••AI\.MIII~'A.ftl\.''''±-Ji!.~

tt"'''''ltJt, ";t,·IJi1::~I"'jf.1l,J)·



m~rrr~m~~J~~~~M~~~~~ffi'~~W~

r~~ji['f4I!1iJ 0 -E!.tf5 : iPJili:1l~~jl'f4)jfl? ;!,!;r:1'~iPJj;J"JI~~

ilti? ~jf,1J~~'ilfM~~~~*JH!lIJmiPJ?

r~~ji[M/1l!J (genetic databank/database) , ~t"1"jjjj (:J(~)

m,~~.·.~~~~~~~~m~.M)jfl,~~urA.J

¥~~mm~R 0 1iHjlgApJTili:1l r¥~ji['f4/1l!J ' -liJIiimfi1i r A.i!i!i

~'i'fNl'lU (human genetic databank) ffij ~ , ~.&~;!,!;i1!!~'1l!~

~~'i'fm o:!R:~ r Amiidiw*~~wrJ (Human Genetics

Commission, HGC) ~~ r¥~ji[N/1l!J JE:~m rWM:g2MA~

~(.~.~~)2~~N~~~m2~8'.~§.~.~~

~~9U~m2Alll!*Ilm (If2lll!) 2~8J (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)' '" PJiJJ<~~ 0

(-) .!!- ffil1fi1+Jt- it,I IHJ

A 1i'Jl*grH51~(HIIIHfi!fi;'j'§f=+ -=:I!t~~1i'il (chromosomes) ;

~~ 'till::!':~i* Ei3 *~.mt\l1itt!lJ1 (deoxyribonucleic acid, DNA) pJT

fi/iiiJ( , (., ~Hfi;'j'§f-=+(f!i~Ei3 A • C • G • T l1Yi~.mtf!lll

(5) Human Genetics Commission, Inside Infomlation para. 3.3 (2002) .



(nucleotide) '¥'ff.}: '" plTgln~;a'J 'ooe:1llii~ J (nitrogenous base

pai rJ 0 ~~!tJo/i1t:~10'ma'J ~.g- , jjHIHglJ j§AJ!JjplT flit Ii']1llii~

l!lf~ , nriZ.m~ ,£j;s!JimJ (genetic infonnation) 0

M~A~.~~$M.A·C·G·Ta.lO'm,~n~

~nrWIi']M~'~Mm~*&~~m·~&~~~Ii']~~,~

~ '1lliij;s!11'~J (genome) 0 ilJII*i1i~~a'Jfr]fJi:A~7'JEI3frtil'Bnr$!ni1\

Ii']M.g-·.A(M~••-.Ii']~~M)~.Ii']~m,.m

(.frllj) ltt'iJJ 0 w@~~1-t~-@1lliij;s! (gene) , ~@1lliij;s!~*m'J

-@;~.::.;1il;@flii7fr!!j1i']1lliij;s! (encoded genes) 0 ("W{~1lliij;s!JlXfI!

m·JlXRX~1lliij;s! • .g-'.fiA~~-~JlX3~~no-@1llii

j;s!1i']•• ,ep~R.m.~$~@,¥,ff.}:,tttt••~••~·

••3@.j;s!Ii']~M'&XRX~.j;s!~••li'JliD~.'~

nrt'HIHJHliI. (;l!;JlXmlll) 1lliij;s!~~PIT&:••li']fjmmffm 0

~~'1lliij;s!fflJi:A~.~.~m~~Ii']$~o~~$~Ii']~

11 ' J:t:illi '~~*J:lMlJ (mutant organisms) RlE11';1i'] ,lJjHI~MMlJ

("wild-type," organisms)' 1l'il>ttJ<:t:I:lmfl1:E!t1o/J1t:*R1lliij;s!)'JOO

a'J2l":~ , Jij\~nr~!I~ '.~~IJil.ID'J (disease phenotype) -~

~1i']1o/Jl!l!~j:i.l1 ' R ,~~£j;s!ID'J (mutant genotype) -~~a'J

1llii j;s!M~ , 11'~iY!*.fj • j'l}jJt-*li']fflJi:epnrntJ<: t:I:l;lk1"fJE1llii j;s! Ii']

1llii*~~- '~~J (mutation) 0 1llii~~~fj'Hf~:;r:;- , ~Ii'].~

~1lliij;s!fillif!j3 JlX~Y:l1!<HIIi1 (nucleotide) plTj§~a'J ' H J:t:~~fill

(6) "" @'Il,Ait II ' t- It. jf '">t., (lO "- ,.A±jUt*"- iii • d1» ' IT 3 (Jt 'I; !<!l' ikIf,~
JEfIf'P.±i.Ii'i:' 2004+7J!)-

(7) "JIM, (A) .!9-"*"," (aden;ne)' (c) Jl!."!t<i: (cy,os;ne) • (G) $,J'"*","
(guanine) 1!- (T) AlI""i&~ (thymine) 29it,fiU~·

(,) J!I1#.-AIA~r!J~tt'Zit!>}.. - -AH*jt,j./f.Ji;V;-,--rJ.-'<.1llI ; Ji.'il"rt;t:J.·'~"'J.

1m (~a~l;ffi;;') ; Ji..-m.i..'.Y·;if.::.t-1i.~M.i:..$· ~R...Boyce Rcnsberger:iif ••l;1f
/it,." «-f~"Jl!.It..t.)'I-»· j[ '07 (:1:'0' kT'i:1tl!:M., 2003+)-



~1107-f~"i"frJ ' jjX1!fy7 -f~"i"frJ ; 1'lli'-JflIJ;li!:I2;I~1't!*'fjmr.l7

"i"frJ ' WiJillI~f~£I2;I~Ii'-JAlP<'lfM~M~ctHt!!l1·

n~••Ii'-J~l2;Im~n$.ft••1'l.Ii'-J~."·'~X.

~~I2;I~~~1't!-M·.AR.~1'l·;li!:~1't!-~I2;I.WME~

ft) rfl!-~I2;I.~J (monogenetic disease) , f9~ilO~!7Jlli!~Jfil:I.fE

(sickle cell anemia) , IillH1I!tHjlI$IW: (cystic fibrosis) , m~H.i'i£\,;

t~lm:I.fE (Huntington's disease) '{if ; 1'l.flIJ;li!:jjjjj@jjXjjjjjf~):JL;!;!;

12;IB:!l!lJpJTE~1i'-J r~;!;!;I2;I.~J (polygenetic disease) ; ffi1'l­

·~;li!:~~I2;I.~R&•••I2;I.~B:Wffl~E~li'-Jr~.12;I

T.~J (multi-factorial disease) • ,>oj 1:£ rfl!-~I2;I.~J ' .~

""'12;I~••~li'-Jtt1I$- r!if~$J (penetrance) (jjXflIl r lrHIIi

ttJ)~~lli~B~ZB;1:£r~£I2;I.~JRr~I2;IT.

~J ' .~~I2;I~••~li'-Jtt1I$flIJ*~~~f!£· 'uJ

E1JiE2003~[!JFl r AR~I2;IfJ\'l~tillIJJ (Human Genome

Project, HGP) '''' ~flii7'C~ 'nJ A R"'" 12;1 ff'JiIJWHl!; (~I2;II'Eff')

(9) Sec 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)"

(,O)rJ5ro••J.rJro*••J ••••g~'.~~QTA•••~*J.·
."';<•• :II"., il·:I,.a*kit~t<"'-;f~·,f,"'-·

!II) i>I-lo ' ro.ll, BRCA 1" ro ~ 'l "" 'f ftJll.MLI.f. ~~'l'il;/f 55 % • 4R'1' "'- ' BRCA 1
"ro~'l~~*~;/f45%~~JIl~~I.f.·.~~~ft~;/f~~"ro'~~~~~

J.tro*, ~~~~f:,,";/f"'-'~.BRCA 1"rolf1> ,~"u."ro~ r;T;t'l'J
(penetrance) A rtt-1fi-tiJ" See Michael J. Smith. supra note 9. at 65.

(12) rA~"rotlltt~J (HOP) '*-* 1990'1- ' Akl!lfti/l.4i< (US Departmen' of

Energy) ~~~-Itf1.1'Jt (National Institute of Health) RfM.. ~ 1tJha-ryiJt1titli· ro
-it../i.il.J5lJAft DNA Hf-t"-3-;ft{fa 'jf ~~!.l!1 (protein-coding genes) • Jt(ii(!;!1l.AA

~ DNA ~ 30 iti'Ht'l'" (chemical base,) ~~~!I' ' ~ jfil\lil If.ll, jf>l+Jf ' *.\< jf
;f+j)--Jtlf7ii!:' jiiJtJil!lJt::.#1.a-ry r~JE ~ i!:.tt~i! .. r"'~J (the ethical. legal. and

social issues, ELSI) 0 if.R.. http://www.genome.gov J.l

http://www.er.doe.gov/production/oberlhuns-top.hlml 0



~.·A••~~m~.A7-••~~2~on~.~m~
~Jlj~JIiJlOJ~~~!jo/jf!l!~j~(r ~!l)1J) . wW~H&~~i~~.~M
~" . e~DnJ& ; 1:£ rj&.~jj'JlIlil'j-tJ (post genome era) , A••
~d~~~~.·BnR~fiili.~~~~!l)1·m~A.~OJ1:£

f1~:~H!l!~EBf.tIE1i\.~~F~B':Jt~~• 1ii~\s;!i!;~~.of>:~1iE 0

m~~~·.~~&••~.~~~liD·&&••~.

*1:£~.(.mrffl.~.J)~~liD~.~~ffi·~.mA

*~m~o~§~·~~ili~~r~.~~~J.r~~~~

~J~.~~.·••~.M~.~~~Am~f.t~~.A·

:It*l!l:l • ;ll;3': JifilffilJijilt!f B':J fM1J)!i ~tj 1& • DNA IlrJj;a'iJ5.Hfi~iU'1P,~.

ArU~~.J~r.~~.J~fi'.R~mmJj;ffl~~a'iJ

r!/m!lfl:;~&:jlHJml!j(l(WoJ (physiological and phenotypic effect)

(§.lim r9j.M!M'ttJ) j'FpJU~*j!j 0 , .. , ~jl!\l.~rm~liDJl1.1:11!~ •

!llG.~.:ltj1!l~1Jl~~r,,'~liDJl1.1:11!~ , "" JiJT.~~7HJT!I!J[~

(~of>:!I!J[)~Jl1.1:~*;~~;ll;3':~~~~dTL~·~3':s~A

(13) .~ <Ii "" j;( • HG p OJ •• i\- :t" 1 A IA ~ !'lit 99% OJ I.U1HH'iAPJ\ • -"- </i '" it
99.999% 0 .j:. R. http://www.genome.gov/12513430 "

(14) ite.;{.it!.ft-tk~'1~I!J.:ttil!~ (genetic tests) *iJt1f*"~cr..r~I!J~* (genetic

Iherap;e,) "otJM.· • ot e.... ;j'if....f';f!#'''' $IAIllcjj' q • ~ t -f';f!#.'" e.lt.</i
i<!ft'" "£.I!ltl I!Hl • ~!!;#.'" ·1oJ ...... ~liO,i't-1l-Itil1:t.~it"- (Lou Gehlig',
disease)" f"J?~.tt:lit (Alzheimer's)' .i.lfJJ1;;.*J (ataxia)' :fUltl._!fl'it (cystic
fibrosis) ".AJ.l;ft,i.!..iji~.1U:& (Huntington'sdisease)' e.-r:i!~ r.l.f;lttil'\J
(genetic I"''') ffl- .... ~~-tt"#.",e."'J',,,;a~!l\.I!l"1!'~H"Ii-"-£.!'l"'fi\"1t

ik- r£.l!l#t:i:kJ (genetic therapies) 0

11,)cjj'!!;&!'l."'4~!!;••• 'if~-.~"'fi\!l\.!'l""'AI~·•••"'·M"·
M"~ilJ:1J;.fi (Alzheimcr'sdisease) M},t~~'5tDs3-I.f!: ;r;-t/i,$iJ165 % ,,Jt.A..qJl;ff

~•• ~~!l\.I!l· ••••+itlOO%;.~."Qm%-@%·~Acjj'~!!;~
!'l.~·.~.&!'l"••M.M.-"-.·~."'~.~<Ii~·••~.A;.
":"1JiJ:!L~.. .lf1£fif~lt~~"".::t..:;{~.l.l!l • ~*,#.ff~ 0 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. aI 64.



1i"J~:f4 ' :>tfl~lIJj(m~f~:jJH~~Wia"JmWjl~H)j1 0 ""

W~e~'3~n~~m.r~AR••ali"Ja~m~J

(population-based genetic studies) , In' **~f!i1!!t!l~!:RnX:T...t;oo;A

Ii"J r.~ , *:p,g'&'[ll':JJi!wt-'fJ (genetic, genealogical, and medical

data) 0 JIUi!!*i!ii'; rA~'E~tt:f4J (human biological materials)

W r~:j);ti1'fMlJ (medical information) (jjl(;fll} rlf\\l;jjfCwMlJ

(clinical information)) , ~3'. r*:p,g~MlJ (genealogical

information) I'JTjf;nX:Ii"J*~wN/!ll ' jjjj;fll} r'E~~JHrJ

(biobanks) 0 "" ~~1i"J r.~wt-'fll\j ~ij'Hi1i r.jjHr'E~~

*m~ ,]ljjffit1=fIi"JA~~!Im!lm~~:f!!l~J ; ""!'?\]ljj, .~nX:M

~m~§Ii"J' rA~'E~~.ftN.J ••Mi';(.M)~.

Ilfr.I'JTa"JWiJIl~t-'f (I'JTill'l r'[ll':JJi!wMlJ jjl( rlf\\l;jjfCftffiJ) , iiJ1:IlU,i

a"J r¥~ftf41'l'J nfi1i r'E~~JHT J (biobanks) 0 J:J.TWfiWr.fjjlj

iJl\'Bjjji- ' :<f;:xl'JTill'l r.~wN.J mfi1i r'E~~JHTJ ]ljj i§ 0 (~,

a~ft:f4mli"J••~~.~~~!lmH~mfi~.R~

(16) See Jocelyn Kaiser. supra notc 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) Sec. e.g .. Ellen Wright Clayton, Informed Consent and Biobanks, 33 J.L. MED. &

ETHICS 15 (2005) (r1..4~nAtJ (biobanks) ~l'f rA.I/l1..4~Hf+J (human

biological materials) ~ r-R~ lfil\J (clinical information) .:t,.tS.g..) 0

r j:. 4" ;IlH J ifF;f1t r 1.. 4;, 1f# tf. J (biodatabanksl biodatabase) . see. e.g .. J. V.

McHale. Regulating Genetic Databases: Some Legal and Ethical Issues. 12 MED. L REV.

70 (2004) .~~JJt'§'J!'lfJi. rl!.l!J;JlftJ (gene bank) 'seeEsloniaHGRA § 210.
(19) Mark A. Rothstein. Expanding The Ethical Analysis of Biobanks. 33 J.L MED. &

ETHICS 89 (2005) ("Biobanks are repository of human biological materials collecled

for biomedical research.")

(20) r.&.mJ 'i#.J (genetic databank/database) "9!- r 1:.:»1 'Jt#Jf.J (biodatabanksl

biodatabase)' r 1.4"~H J (biobank) ~»m:.m 0 See. e.g .. J.V. McHale. supra note

l8.at?!.



~,w~~~~~*m~~&r~-J~m~A~~~~'~

~r~~Jm~~~Z~~~~~,~m~~,~~~r~J

m ~ .±: 1m (each research subject) , 9J;;fjlj r €' W1!'l J
(participants)' 1J~~I!em:l'!; r~1it!JJ (l!'f~ rlll1lilt~UU) ~ r~

M~~J' r~~WM~J~~W~~1'~:~~WM~~r~

~~m1!'lJ~~~1'~~m~,~~m$~~m~A~m~~

~;~~WM~m@ff~~m&~~$~~~m~~~M*m

~~~Zm·~~m~l!'f~~~~~m~m~~ffl~;~~~

:<$: r-I~m~ ,-~~t~~;@:J ~~!il:"" (one study/one informed

consent model) ~Wlf'iJ r-~€'!Ja (~~~JHT) ,jl!Ui5~~ (m
~m~) J (one general (or blanket) consent to participate in the

research activities of the biobank) ~fl;l""fJll!ii~m~\. I'"~ r~~

:et MJili J pIT \¥;' !IYJ~ llfi~ *JHJ1\ I!J'~ I'F ~~ "" • ttl ffl' Jjl( T Mar k

Rothstein ~tS'tpITill'Jr*f4,!j:! , *il'li~W!I!*11lIiJ]I!IJ~W~11!~r~9J11iJ

(complex issues of big science. big business and big ethical

concerns) !

(..::.) lS. IlJ1tH~ 'lfit1.tl:#..~

¥~.M.@ff~.m~~1'~~~.~~.m,~.·

tAUf (*! of..) $I. 'lfH

1t<i\iJj2!Bii~ rA.¥~*~~W1J (HOC) Z~~. r¥~

ftMaJ.~~(E~~~~~~z)@A~~m~r~MJ

W (~~:l'!;$l1'}I±l¥~l1f~.mz) rAillUlHaiJ (me) ~m

(21) Mark A. Rothslcin, supra nOle 19. at 89.

(22) ~ry·JtftHuman Genes Research Act § 22M- r!1Lflu.;f.J ('issue sample) -tAP!
rl-;(!:. ro '1t ~A e t!}.lQ tI A.ft~ l:.:t.f¥,I~ , t-A:!.M j{¥ft~ J (cells. intercellular

substances and body fluids taken from a human being for the purpose of genclic

research) •



~·.~•• '.~WM.$~.m~~~M~.:•• (m
*:lWli:<fs:) WW1'4·

I••J (sample) ,,,, flB15t, ±~:!'H,li1E!3:ff1lIfnJiJTtR!:IH1'J IIfn
.J'~~.~~~.~.M.@.W¥:ffIl.50.H~ ••Ifn
ill( ; "":l'!; ftil•• 'E1. ti5 : U1I!. ' • ill('& 'Hfcj lJ.J ~kia'J A.*,E[*11I~ •

tR~I••J~M.m'.W¥J~.~wm'~I••J~
mM-fi IJ)j(~iJJ .1'4. 1'i"f1'4 J (data) flBf5t ' ±~f;Yiti:i.W

¥~I•••MJ(~.W¥~••••).&~~.w¥~m.
JYtw~m~t.<la'J Irc,~m1'l:J . (~I

2.~JJI. ~ (phenotype) %.1ik g] ~ (genotype) '!filt

.~.M.~.~.~.m'*:l'!;tt.'~~MI.m~J

(phenotype) WI.~~J (genotype) ~fi· I.~~J H\ti:i~

~.J)j(m~~.~.m·~~,.m.~A:l'!;.~m~~m.

m.~.~~(~.~m~),~~m.~A:l'!;.~m~~m~

m.~.~~(~.~m~)·ffi.'.m~J'D-.ffi.~

1'1'1M;I(J ' 7J~~••~.J~ (gene expression) ~.~*,E[~~.

m'ffi~m~~.ft~~~~tt~~.'~~A~m.~,.

~,~.~@:.~.,,,,
l.m~J~E!3:l'!;ffi.~~~.~M~.,att~~,u.&

.~m.mM~2liWfflffi~~~~'~~~E!3I.~~J~~

(23) «~i'JJE.§'&.lliIftjtU"» (Eslonian Genome Project> • HS '

http://www.geenivaramu.ee/mp3/trykisENG.pdf G

(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:

hnp:/lwww.ukbiobank.ac.uk/docs/EGF%20Yersion02%20May%202006.pdf) sec. I. A.

3.

(25) r <l.JJUI!J '" r ""J'I~J zM*~"'i&i'l ' ~I il 11f,Ufll1l'S •
http://gmo.doh.gov.tw/Web/maillmain .aspx 0



mM· ••••~·.m~~w~~~~~.,.~.M••

••••~r.W~J(~~~.)~r.~~.mJWr.ffl

~rH1\J • '''' .J~~.m'**1llE!3~.JfJ11~!J}, i}j;BH1llE!3Fc9'¥tIDfiJ
'Jlt:&.W~~~~.M~l~ •

3. roriiVl'lJ (identifiable) !PI- rT- oriiVl'lJ (non-identifiable) )DR

I]ti1:U~fb ' 7t:i'!; r1'f~m~fbJ (information privacy) , jliUm

~.~'~·G~~n§E!3r.MJwr~.Jm.:i'!;M.~.

- r~.~fl\jjIFjJllt'11J (subject identifiability) Fc91HJ· :i'!;1f~ rj][

WiJ m~fl\p!T.~.~ , • rBJ.jjljJ .m ' !3iZ. rl'BJ.jjllJ

.m·
.~.r.W~J(~~~m)~a&'.~.M.~$.

:$: (samples) W1'H4 (data) P!T.Z~.!tj51 ' 17ii1'F:Jlt'!i!HJi1!.ltZ
jJj1; '&' IJIR JJI! • ~!£i J7 rt i'f=: r llii jj!!j J (code) ",I. r [l;'~ 11: J

(anonymization)· rlliijj!!jJ 1;Y;MWiS'f~1\~.z!t151 J:)lliijj!!jl~zWJ(*

( lliilJJJt) 1-1:"itI ' .jl!)i®il~'*lliijj!!j (il~jj!!j decode) ~iJBJ.*Ei Omfl\)

~.z!tffi· r[l;'~JIIj~rr.M~MRm~(~~~A.)

ziliJ' ,*;t;p!Ti'f.jjIH-1:lJJJt (lliilJJJt$(!J'IUlc) , i'ijlt!m~!!\\l:tE!3.~

.Mm.(m.)M.~.·E!3$ffR~.m~'&'IJIRJJI!J7rtw

iJ, , jJj1;'&')I)(clIH- , j:J5F~9m~;!j*~L ' iJiX'1IH!t- •

:$:X.UTffll rl§:g1l:J (anonymized) 1;Y;}~J1~.~.H.9='

m;::$: rIDl~il"JJ (identified, personally identified) $( rlliijj!!jil"J'

BJm.il"J • BJmmil"J • fr~[l;'~il"J J (coded!identifiable!traceable!

pseudonymized) ~.$(l'!f;f4 ' rr~M (jjif~A.) jlt!miliJ;t;'*

(26) Henry T. Greely, Population Participation and Other Factors Thai Impact the
Compilation and the Utility of Resulting Databasese, 66 LA. L. REV. 79, 79 (2005) .



J'ifilf~jjllf-t.f!j (identifier) , ~jt;:;'E:ffl\~fflillipJjIlU:RZglr! 0

r~~1~Ja~~••$*8M.r~~m~•••MJ

(irretrievably unlinked to) 0 'Hl ~~aJ)j(Pillll!l~Biflm~l;:t:$J¥~J'ifi

Ji;'l:±.1i!lz r~~ J (anonymous) Wll\'l9.J(i'H4 ' .If!lifjjIJl\\\l'BJl

$'1- ' ;;'j;Ji;'l r~~1~J 1ifim 0 J:}TM rtlilfJllje5JJ (coded) 1~Hl1i1ifim

!!I'H;ll!-;j;:liil.f!j (single-coded) 9.J(~!lHI'il.!!\ (double-coded) ~

~'~~~~~(•• )!liflf(¥-9.J(~m)~~,m~~m

Ji;'l:±'ll\'lZ gl'! 0 ""

(~) :HH- 41iJ iN+,of. ,,,, <t JIiUJ

§ iliJ j!!JIf1UI;Ji!i~1if:l'4i'l'M!lB' ~'-J liJf "il:H ,,1IJIf=.@ :

l)h~~~*M~~~~~~$liJf~~~~~M*liJf"il:m

.h~ranrR~A~~.;Ji!i~.M.~~htt~~JH.

(2003Jf::tL.FJ~2003Jf:+=.FJ) (J:}Tf<JlM r~ll'1j:g'l'1tH

llliIJ) ;

2) ritif>1ttt!!lili&~1if:l'4})l!an.8~~(p;j8 mfi!IlJ&~TZ

t!!:1-t;a~.ff"il:J HilllJ (2005Jf:J\.FJ~2006Jf:-t:.FJ) (J:XH,fiM

r~ ll"lj:HilliJ J ) ;

3).~.~~$liJf~.h~r••g~~~.M.~M.

illljJ HilllI (2005Jf:+=.FJ~2009Jf:+.FJ) (J:)Tfll1M r~M.iJ]IJ

(27) Sec. e.g., International Declaration on Human Genetic Dma art. 2 (xi) .

(28) Bartha M. Knoppcrs, Biobanking: International Noons. 33 J. L. MED. & ETHICS 7.7-8

(2005) .
~YJ.R.5l:i.~b~.ft (Estonian Biobank) Y;.(~~7rA.' ht-ltA.i.. 161i*it.ff.}i1o~tt

il. • ;tM~ mJ '>1'# . #, it '>I'#IHlIht# ; ;I, i1 Ch;cf Proce,,",,"· J!: • jj: jf-.IH' •
See Michael J. Smith. SUpr:l notc 9. at 88 0 J:...i!# i1.Jfl y;(.ht.htrlt if A.A. 1. . i1} Of r6:
AfmlJlili.Ujtlli!.'>I'#"',f,z.i.lI!rfd·;It,f, r"fiJ!>I;AfIl>;tMJ (,et,;evobly

unlinked (0) e

(29).f:.R... r*~1..#);jl.ftJ 1t7i.jS: hnp:l/WWWjbms.sinica.oou.lw/biobanklbiobank.htm ..



HIDIJJ) 0

rQJ1ftlJ!J'1tHilllJJ ~~2oo3lf.+=}HMfiG>I'\' ML*1*~

A••*·*~M••~.~AW•••~.M.~n~(.

W:EiTJ"t51~Ii~l!!itrtl.O' ML.lfU;i1n!(I1'F;)'*J'l ' *lR.j[i¥~.

:¥4.~QJJf1J~ 0

rQJ1ftUtllll]J ~2005lf.J\FlOOlli1ttl1f ' ffiilWl-lf. ' m!:i!J'1t

•• ~~~.M$~QJn~~~~m'*m!~~~~o±~

~!J'1tJJ:i§ 'E!.f.5: r!tt!Ili*~l~±ijfl\MIDlll'iIU' r 15~D& I"J%1~@l

~J' r~~~R~W.ft~~J' r~#w.m~.m, ••

&~~J' r.w.~~~~.mm.J.'fflH1*~.*A.

-TA 0 ~ffiilU1!r'l'iItE~tIDIJWmi!fI\\l!'fL.W:"Ut!:!.AfJ'li~~ , 00' <:j:t

9<:liJf~l!jHjHIi'l'lBAm, ,,,' jjk~i:£!JW'li!'lE*~~tIDIJ ; MLJBi>l<ttllf

.m,rrffi~U.ItE.m.M'~.OOIli11* ••*o<:j:t9<:*~

1!1Cl!e'**~1;jfl.'2i!~. (IRB) ~2oo6lf.liFl+liB1'Fn!(~m:

rttlft.m.~•••I.&HmJo~~M*'li!'lE.mW'2i!•

•••m*•• ,g.~~~Fl+~B~.r~~(.M)~

Mjjjjl®~iR~J ,jW-Wlfl}'li!'· "" !1l}!!jOliff~1;jfl>)I!'2i!••~~Fl=

+J\ B tlOOIl.1j;8;'f"@J , ~ft11Ni1'!'.flg*~HIDIJ- ttlJf J¥!1rr••

~.Iil UK BiobanJd'Fi~ , ~ 2006lf.1LFl- B M~~*~~tIDIIF'<J!g015

~~J1{ ; JOO~!lD*LJfm15 ' ~l*ll**pfTffiil.fl 0

(30) JlifiG' (£.I!J itlt4 ' HfJl;i'f!lC) , '!' l!Iotja , 2006'1-1 JI 7 8 AIS"'; (lOt
'~1FAf~kil;;J]'~l9c::I:'-'£.I!J4'.'" rilllBJ ? :l:j~~-A-f). '!' l!Iotja, 2006

'1-1 J123 8 AIO"'; ~1Jk4<' (1-.~#.·,"~j'H;)' '!'l!Iot ... , 2006'1-lJl2S

B A15* 0

(31) '!' "'JIltPJ:' (~"}J;~-£.I!Jit#4Jl1Y!l'i"",) ,
http://www-ibms.sinica.edu.lw/biobanklpress.htm 0

(32) (liJl-».<tflJf~l'" IRB r~otjjlil!J Jl'f;It'1 :I:'-'£-I!Jit<t4J.!1. ~.t-AT)'

'!' l!I.tja, 2006'1-7 J124 8 AS"'; J1iHI;, (1-y,~ltJJl.;;'Jt",it), '" l!I.t
... 2006'1-7 J12S 8 AIS""



~~r~M.~~EJ'THra.~.MJ' r••$.
MJ' rWm~~MJ~r£~~~MJ~~M,~~~~r~
~!t!jPJ~JHfJ (Taiwan Biobank) ~rJ~Z~i'illJ'!~M~jjHTliJf'J't'
JlEH Taiwan Biobank W:~1M0:!i> 'J'HtMt w.~. ffl~ EI 2007

~~oo~~mm*(ffl~m*A~~-~liTA)'§M~ttliJf

IUtElI~~*~fll1i1j'[~B"JI~Jf.l!'· ,,,,
ffil??\ 2004 ~Jj';fJilJ!'IJl7l' ' ~lli-t:~rl"JJj';W~7l'3tM ",,~£j;1!J

~f4JJl1' ,,,, fE!~ilIIJ~:cr~J>tJ:*&:,~I\!(.;lt<:jJrR'1IJ'! • tElrJ~.fll1iZliff

~~X•••~.,n~~~~n~.'~••d'~•••
IijJf* r~il!l!t!jPJ~JHT J li"Jali~·

~~~l!Jw~JJl1~M~m*!t!jPJ~.liJf'J't*.'&~~Jj';

\II11Jlt ' fE!:!tr.'FlTI!Ji~Il~ rfi1fl., $.1iH±~rR'IIJ'!J (ethical. legal

and social issues' ELS[) ;fj;l'cg:~m· "" 1'9IJPO : Ajli'j£j;I!JZliff
'J't.~S& •• ?I!JW~JJl1.~wv.,~n.m.~~1i"J

~,mM'ii (~A:f\?rfru) ? "" P010]lii1*i!i!il!JliJf'J't1'~~~~t±*II;Si

(3) '!''ltr,t,HlfJffJf''''~J-''-*''",: roil\' 1.;. It>ltIf.JtJllllJI.j'IJrl>>''4i'ill' • ID1lt;lf
h*•••••AA.~~£_.lt.+oi~.1·T-.a••••• ·.JrM
•••~·&A••a~~~~·a.*••••*~· •• I~~+.~.~1.

••ft••• lt.·.~ID#~••*oi6~~+~.~lt>ltIf.·J ~ ••••
20061f-6)] 25 B • B4t.i·

(34) ~w.· (oil\'~l!Ift:t"'l1I"') • ~'f;a;i! 15 JIii • 2005.5 JI 26 a •
http://tgs.survey.sinica..edu.lw:80SOItgslepapenUI5.htm •

(J.5) See genemlly.J.V. McHale. supra note 18. at 70; Jl~.~' (A4.f,..l!I JttfJJ;:,t....,J /I.,Nl

'''-'It;t-I!IJ\\L1.lt'''.oiI\'J.l'''-'''->I'#)· (#,,~;t). ;i!303J1ii· JiSS-93
(2004.12J1)·

(36) f-JU?.1f' (~l!Ilt."'-f!;fJ.;lll-ji)· (Vi.1\;)· ;i!23~;i!4J11l' JfSI-95
(199S.4J1) ; #'filt· (~l!Ik••~l!If!;fJ.ll-lItll-l't-fHql.;Jlt,..i.lr);'

l!Iltj.~t'lm•• ~IJI.<l>J}· #* (-t1\;~.lIii.lr ('!') -;Jll-9i1.;\Ht-cIHU,
;x,lyii;;;:1U· Jf693-726 (oi,<·it,'R·2002.7J1'nJi<) ; 4':«:,l, , Oit·

l!,:S:.A'li*l't--'"~.l»7'1""l"'-lI-,*A'!',"»·J[406-419 (01:,<: it,oR.
2005.10 JI,nJ:&) •



f5l (::it;lti':E;ji,t~1JiJf!f:~~1JlliJ) ? "" ~E51liFf~pfi~'t~ml!*if!j~

fIJ~I!1!!I0f"!i3CJEJlm~w(71"f'.?

(-) -ttU I!Sl

~~ E51"dl'f4J!fl ~l}uapfij:) i'J I~~~ri ' :±.~ IJl( E511'l=0 §

'Ji:. ' ~ E51liFf~Jj J;) r}u (jjjj~F r!lm J) f'F llilliFf~B"J f.t~ ; ~ E5I

W*4Jilni~ , f!f:i"fB"Jtf,*1JiJWNJjrJ!I~ rf~AB"JWf4J (personal

data) '.ElllilfjfjJ~ r~E51J B"JWm, 11~J::~ r!lJJ(!r,.~wmJ

(sensitive information) 0 '''';It~ , ~E51liFf~Jj#fi!!l1B"Jf4*il'ijJIh

~Wf.t~Y1'lm~--~Wm~~WN~~o

1..t£-1!Sl Wil1.J3.vi<!&ag{I!lAWtl1.

r ¥ E5I W ~f\ J (genetic data) ;tEl JliJi: ~;It f1il r flHlt W~f\ J

(personal health data)' r illf(!#!j7.;J~ J (genetic material) ;fEI,j(~!t

f1il r AmlfflmiJ (human material) , E51llil1'l J;)r ~!j\'fl1jjjj~9}!lJJ(

~:

I) ~E51Wffi~1'l rfflilllJl1J (predictiveness) , "Ji':EtEl&"f1i1

(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 infommtion as 10· (a) the racial or origin of the data subject. (b)

his political opinions. (e) his religious beliefs or other beliefs of a similar nmure. (d)

whether he is a member of a trade union. (e) his physical or mental health or

condition. (r) 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

commined by him. the disposal of such proceedings or the sentence of any court in such

proceedings) ; Australia Privacy Act s.6 (I) ("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

infonnation; or (b) health infonnation about an individual")



& f'lm j;JffiIllIJ** {ll))ftJl*i5C ;

2)~~£~wmT'~~~*A'~~~~'~~~~~~W

f&f-t"fM< ' 'IlBl'f;jl3~ ; 3) ~It9WmjjJmj;JIiI'E~Jl"fJi\(~JmlIIJ~f~;

4)£~WmjjJ~.£~A~M~(~~.· •• ·~.)

llHl'J. ' 1&:cr~*~'l:W~*Af'ilg ;

5)¥~Wml'f~~~*~~~~~--DNAjjJ~r~~~

~ J (blueprint of life) fJl.z 0 ,,0>

i&:±~j'j*~!fj(& George J. Annas &'e~ r;Jj!;~Wm~jjIJfl.* J

(genetic information is uniquely private) 0 'oo' J3i' rl\\l!fl.J (privacy)

jjJ~ [1Jf~fi'I&~~ : fl.AWm (private information) • fl.AIJMf~

(private relationships) • fl.Ai*1'E (private decision) .&.fl.AjlJjt.::JG

(private places) 0 '!:!iI!lWm (genetic information) fl>1fJM'=:ff '

mil'f~jjIH*iWz~,'ll' 0

.~'¥~Wmm.OOA••~Jl*~,n~r~.~ftJ

fflm r~'i?;e"JftJ ' !ilJiflllABe"J r** EHcJ (future diary) 0 !zo

*'o!!fiID O,U*) mclJ!gi:f*~I!l' T'ijt~:l!}0~JfJ' r¥~wmJ

11t 1ft WIJ PI- ? JJn fjH!>: ff r *I1l 7 fi!!j J (c 0 ded) , .EI. ®l r Ji\(~ J

(probabilistic) z'l:1'1l! 0 ~1B~~WmjjJ~f:EftiJA1t~;\iIllIJE! (fyU!zO

-.~·-m~.)gm'~T'.na~jjJntt~*~~~o

~:tR ' ;J;!i~ 'amT' jill IJ~ ff, r pJiJIDj:E. J (*A) , vJ'f'~ ff, pJi~ :E

B(*A)zr*~J ;-.El.m~*Az£I!IWm'~~llia

.~~m·"f~·~~~~~~~wmo*A.&.~*~~l'f

()9) 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 10 be a Law, 4 TEX. REV. L. & POL. 9

(1999) .



rl'1lXllHDJ (~;li!;~)itjm) Il-9fiilflJ (right not to know) ; IlDI9'!m

I¥ r1~*DJ (right to know)' frJ'A rl'1lXA*DJ (~~~'l"W\) a"J

fruflJ (right not to let anybody else to know) ! ¥i%'f ' ¥~i~rgm1li

~ffl'~fflll-9~~~~fffr'M'A~W~~A~Il-9~rr'~'A

(~¥~'iO'm9}a1!):3&) 1~~~JtRm (insurance discrimination) W

~,t~JtRm (employment discrimination) Il-9r~'Jm· ,,,' *'MJIt, r~

~)itjmJ fL"&'Wfiil!l~Il-9~J!n'!I!Jj~ r~jjlt1"imJ ' Annas $&&*
±:'IN!I!!:lI$'Yj;)'I~~~· ,."

2.itdt1J1.#,,!ii"t"~~

~~~~M~~frm••a·.3m~m.1rJ.~m.~

•••~Il-9•• '~.~.~~.Il-9~~.rr~B~.·~

~'fr8m~••a:lIr •• (~.) ••••• J

(Institutional Review Board.IRB) !jl( r~"iJI1flj••~.J' .ll:~

~liJl~H!!lIj· ,,,' 1J~~~~m~mj!llJll-9$.~. (Itll.tJl.1l€) ,

W.~~~R·.~'~~M~a~~.,¥~m~.~~.

m~'~~~~·~~ffi~••W••~.Bm~!I!!·¥~m

~mIDJJ$.tJl.ffi1i\'lfIj'l'!E' liI1BIf;;nl( rfrJl~%'f J (investigators)

W r~W%'fJ (participants) j!t;giiPimll-9lEiJ:C. ,.., l!DltiJJ!l!!'ilif4~

m~~*0.ll-9m~'Wm~~W%'f(AnA~~~~~%'f)

(41) See. George J. Annas. supra note 40. al 12·13 ; At R..~itt", <.!-OO jfll\~+~~' f8

ii<il)' (i'''I'J:·1'l)' ;f;34~;f;2Jt11· 1(95-107 (1998'1-4J1) ; ~:tJt· ('1
;l;ff JY. ? k I!l-lf'~ -s; Jtit. ii<r.l:it m~ I!I 'Jfil<..i:. 'it Jt). ('!' 1..1!jl;,t,!I') • ;f; 5
JtII • I( 433-465 (2000-'1-7 J1) ; j~Jt.t.. (~I!I jfiRl'!ii<r.l:-I~-t't;;:l'!;,t,JY.

"j/f). U.#i#41l'!;,t,jf:'itlti!lil<.)·;f; 14J'il • I( 88-17 (2002 -'1-4 JJ) ; "IJ,
·10' (~I!I-,y-iR!R.-I<jk,igi~j/f)· «f~"'<ftit»· ;f;285J'il' lf75-90 (2003-'1-6
JI ) •

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

(a)g.t'it••;ff*!I'•••• ~·&.~.~•• ~r.*'itJt ••!I''itlt••
~ J1. -t"ttJl..,t.t6 J ( http://projl.sinica.edu.lw/-irb/committee·2.htm) g

(44) See J.V. McHale, supra nOle 18. at 71 .



1i"Jfl'ii@ , 1'J r~I29$!iOJ pJTilD~Ii"J#~ii!l\ 0 ,,,,

(~) .i:.~+il\;

~l29mM••a'.~~.~.~Tli~o•• r~m~

.J~I~,a•• r•••J(m~~~)Ii"J~~•••••m
NzM ' 1f5'A-.tlllH:ll!:lt r~.J (El3•••ii~ r~.i1J) 0 JJI!
.-.t'T~6~, ••~.~~r~.~JIi"J~~'~~~~
r~Dtj1f~.J Z r!l1~J mz 0

I .'k# fr< '&' #;. rHL. tfdlt

.~rrr~A~.~~Ii"J~l29m~J~••Ii"J~I29~N'*

~lr·&'N.'i1!f1ffi'U4-ffllt'Ei~:!l.l~ijflcj~JJI!' tJ~*4.1l'J1f~'Ai~m ' tJ

,~~mom~l29~m••••Ii"J.A.m'~~~JJI!WM.~
r~l~m~~PJTJIDl~1il'l (j~A) Il'JWt4J ' *ft~lf~mlr.!'.L. (infonnation

privacy) :&WNM* (data confidentiality) '<0' , ~*-*~BHmz*
fiI!ij (unauthorized access) , ~1lX:*~~~mli"Jrc'~ 0

.~.N*~~ffl~*'~I29.M.~~~~.t4~••
~G-&~*m.,e~Mmo•• (.*••MIi"J)~.~

~••ffin!~~.'~B~l29m~~~~~.8;ma¥&m
~,~m~••*~lli~BM,gtt~~,~¥&~~~~
((7JJilDi'i1l.r.!!ijj$) W' .;Wm~m~litW&:'~ 0 ,,,, I29J1t ' mile

(45) See generally. George Annas. supra note 40. a19.

<... , rWi><.rHhJ #.J~iI'lAjf ~ i-JH'j"'-iJ!lA Wi><. . Wi><.f!;j<.~~~*~"'-Rt~ 9j- ,

•••"Ai-.· rW~~.J#..~2i-ft(••• )&••~.~#~~2
Afl';i/i:ftAW~'-Ioj'fl1l.J~~. ('l'~t.JH"~ltjQi~"'AII"'-A''>'.1)· r#lIliJ
••~a.~"'-~'••••• ~.~44"M#.(-IoY.M#.)A**(-Io.

A 'f;fH*-1ii-!:) 1t friP\-{J1'~Affl"~-f:t::.. (1*~') Jt..~ 0 See gencmlly 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

Genelics.35 ANNUAL REV. GENETICS 785. 796-797 (2001): see also Henry T.

Greely. supra note 26. at 83.



f$1l* Ttl:g, , ~fftjjIH-t"~~\~;ltjt!l-ffljt§H7Ii.fftjjIJim~i!i ' A jrj~:Jl!:OJ

~rr~~~.M.M.m~a ••M*,~.,m••mM.
:±:~ 0 w, f9iJilll ' j~i&1Jj(~I;{il!IJIHI~r~fl:l'4. (Health Sector

Database) !M£EJ*ffl rfi!-tii",1~J 1'5rt ' f$1l*.Mzl~A.jjIJ.

m'~~.M•••~.M~.~1Jj(aAD*.~tt~'A~
mOJ.~;ltR~~~••M,~.,m.WM~.A°1Jj(.B

.$R.~.N1Jj(••$a&*••~,~~r•••r~.M
$$J $j51j~:X:.JM. 0 , ..,

;It.'.~.M.*.A.~%'~.fi~••%Z••
\if 1:.. !t j51 Z • m (information related to physical and

physiological identity) ; ffijflM~jJf\'t'IJli!. ' ~jf, T ~@lM ' :ik:7-.11

WHjf,im~i!iZ r~:g,1I::J 1:)91-' ~OJIi~Jc:3'JJH@:±:~~$. ' ~Jlt

~@~~~Mm~·~~~.&~(k.~'.M'~ffl.5

:tJ'ir.sitJZ*~) , 'I!!'¥fjM~~ 0 Jlt:>Z.!Ii!.f4.~ r.m.~M!~J

!Ii! r~J1~~.~ti'liJ \'t't;1Jfl'lfj~ 0

••~'.&(~;ltWm.&)~rr*.r~~••m.

(;jJ1;OJj~~Hfft) Z I~AZwmJ (any information relating to an

identified or identifiable natural person) ; ,.., l&fLj;j~.~$.FJT.

:±:~ (I~A) Z~rtFJTI;t~Z r~OJm.z .mJ (non-

(48) Henry T. Greely, supra note 26, at 83-84; see also. Michael J. Smith. supra note 9. at 85.

iJ'1"'~ 10 ;!I; Abi)#:ft <f ' "'*'ifA~~jfj1-IfJt41963'1- 'd.M-;Ydl!l5l! • t?;t,~

5K9~*6K~.·'ifI ••_l ••• · ••RM-~., ••*••~.~bi).

e •
(49) Ragnhildur Gu?mundsd?uir v. The Stales of Iceland. Case No. 15112003; see. Renale

Gertz, An analysis of The Icelandic Supreme Court Judgment on the Health Sector

Database Act, I SCRIPT·ED 290 (2004) . See also, Michael J. Smith, supra note 9, at

86; JV McHale, supra note 18, at 86 ; ltf.- .R..fI~.!- • 81;#j (1i 35) ±.' Jf 88-93 •

(so) See, e.g., EU Directive 95/46!EC Art. 2 (1) : UK DPA s.I.; ';t"~Jl!.~A..1tftf¥.iia:.

(84/Q8111) 3 t1f 1 lk •



identifiable infonnation) , fm!!l\B1:i!frnfL.Z~ 0 "" ~81'l: ""~~

rl&M71fIJm1§'~Jii~jjIJI'iJf!,J~']~* ' ~FfV1fl'1lJR ' J3.!i'lno*A!f

i7t~J'I: ~,]"i'iJ(j~ , fL¥~~*4Jl[<J:!tN'T r::r:"i'iJ~tt!!~"i'iJ ~t1!l11\' ~1l:J
("irreversible or reversible anonymisation") Z1',,*4 ' ~*JlB<'fil!ifiii

~1~ rlaffll'iJ'@:J (generic consent) lln"i'iJ- -*I'iJ~pfi1'ffIJm

lT~ , l&l't'!fIJm!!l\~J!!~I'iJ~ ; fl!i::r:~'T tt rl1\'~1l:J ZlifJI '

;ltl&l't'!fIJmMl~~l~ r¥.'fI'EI'iJ~J (specific consent) 0 ~i!i::r:8i1i;ltM~

r"i'iJ~tt!!I1\'~1l:J (reversible anonymization) W r::r:"i'iJ~tt!JI1\'~1l:J

(irreversible anonymisation) I'iJtJ\!!lIi1'f"i'iJ~i'i' rlaffll'iJ~J ~Bj@

1i~F.'l1l:mH!Ej;)li'li'i~ r?<o1'WI'iJ~J ' t{ "i'iJl!4Il,] 0 iylJ!lO ' 1'fAl'iJg

#w¥~*~,m~::r:I'iJf!,;lt¥~~mm~~~r¥~Wh~J

~*~;X'.~1'f~••W(*~)~m~,;lt•••#W.

n*~z-~r••AJ' ••~I'iJ~m*~~~~.m,m1'f
;f§• JlE!1ill! 0 ""

2 .llh1- fr;f4- , ;/kilt &.>If 1th'd~..z~ ,/;'j

~~¥~lifJIJl[~*m~*m~fJlW~*'~*~~o~

.*~~'n*~*.z.m,.m ••"i'iJ.~E~m~3a
*~,~::r:~~¥-(~y~)~~~*~o~;lt'~0¥~

*~m~rr~.*~.~~**•• '.N~~fflIo~*~

.0*~.~#W.~~~~~*~~mo~w,#••~~

.~w~••m.1'fm&.fU~,tttt::r:.El'iJr-B~I'E#

• ' lln7J<.~,*;Jc~;ltfJl:*:&..mZfremt§'1IiIJmJ ~fF$ 0 ,,,'

(51) .0. Gostin, Genetic Privacy,1995 1. L. MEDICINE & ETHICS 320.

(52) HUMAN GENETICS COMMISSION, INSIDE INFORMATION para. 5.20 (HOC

2(02) 0' sec JV McHale. supra note 18. at 85.

(53) See J.v. McHale. supra 1l0le 18. at 84: Mark A. Rothstein, supra nOle 19.3193.

(54) Henry T. Greely, supra note 26, at 82.
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it jjl(~~;It itll:r: flJi.ii: ' f.t~~~tt 1:1:Jl'* *~ t.tlIHIHi:Ml!;It 'if
'ill: ' MlNHiH. (t±l~) 0 m~A~:r:M:lf,~~m~~*3ZE!3~FN*

*'lif'ill:,~~~mof.t~~~~~Jl'*m~A~~~~~~W

ftMM~;It~m~A~(:r:••~~~-@m~••)M'.
Ml!;It~mof.t~~~~~nJl'**~A~R••WftM'~.
-~M~~3Z~;It~~'U&~•• '~M:r:~~~~~A~

fflo'·'.=Jl'*.~~*~.~•• ,~~n.&*~~M'

',lj\"??\:r:~~JI~.pfiID:;m0

3.1.Ii 1:ol"J III (commercialism) ~ol"J~ 11- $ (benefit sharing)

rUA~~~~~~~m~J~n~~~*~'~~W~~

~~~~~~'.A~.~.*,~~nE!3r.*W.M~~

flJffl J & r*~IVG*~&ffiifIJffl J 1IT!t.~Ill~jfjj~mi[i 0 ,,.,

Mli:r:.~~~M.$~r.*J(~~)~~rM~ffiiJ

~rAMffiiJ~,.,(n'.w••mm~~~W••ftM~'
1H~l1t.t±l1i):fIJjt!l (altruistic) il<J}~,~ , jfjj!!l\i1-ifJHt!; 0 iilii]~JI~A

~R;It.~~r.*W.MJff.jfjj~~ffl (~a~~)'jjl(ffi

••M~.$~gX*~IVG*'.U&.~rt.*jfjj~fUffl
S\j' , E!~~l1t1IT!t..~W.W. r51~fIJi.ii:J il<JFo9J11!j 0 ""

(55) Henry T. Greely. supra nOle 47. at 797·798.

(56) See Henry T. Greely, supra nOle 26. 31 79.

(51) IIiI';Nl..P" "'''';tti. ' I.tT rA.~ilJ # r'U.ilJ "'it?" ;>,;If r ,,"'frA-J
(common assed it' rA.IA A ~ itA J (common heritage of humankind) it:f..vr.ll
it 0 4n M itil.i".R. Melissa L. Sturges. Who Should Hold Property Righls to the Human

Genome?, 13 AM. U. INT' L L. REV. 219. 248 (1997) ; Bartha M. Knoppers. supra

nOle 28. at JO-J J.

(58) Henry T. Greely. supra note 47, at 795; jtR,.., 'IA:,~;' (Public Trust,

Commercialization. and benefit sharing in Biobanking)' «i:;!!:.k""*~lt'j£), j(.

57 JIll • Jf367-394 (2005'1-12}])·



J3( rfIJ~7t"'J ri"J,fllb't§jW.$~i?;~ l992lf:101o/J1Hlitt~*'J

(Convention on Biological Diversity, CBD) 0 "" ~i?;~2ooslf:101o/J

{ffiiJmWAm'§8 <Universal Declaration on Bioethics and Human

Rights) mIS jrJliBJlB~;iF: rH*liJf~&JtI!lUfHl'JfIJ~IJ!!E13t±*

~ff': ' Mz1£~lljj'H±1!lg:. (A:JtWOO~g:.~*) ;tt:", 0 J (00)

4."It 1i'AfJJI,z @)~!t (feedback of findings)

liJf~.IJ!!~"WOOA ••••fiHri"JliJf~~.'5~.W

.(liJf~~~),~~~~~mo1£w,W~~liJf~g:.'liJf~.~

••"W~•••fiHri"JliJf~~.5~~.;1£-.~*liJf~

~~o •••~UU~.~~••§ri"JomOO~m1£UA••

~Wri"J~lz;flilf~g:.B~:'?l:¥IJm::m 0

:!Iii~~*101o/J1;fU~~~~.!''l11r (US National Bioethics

Advisory Committee) ~~N : fifi$I'iJOiff;fi?; U T = Jjj~f'!'Oif ' !tti

JJlJjJIJ!I}t1!J~~lilf~~.@]f,r1"T.1JD. :

I) lilf~~J.li'.1£f4*...tE~~rr.Jrj;

2) lilf~~J.li'.!t-I$.1JD.8'J••~fi~*~~ ;

3) §iJtrEfim!R!j)(~~~ll1~••llllJ!~8'J1Jit 0 (",

T~~~ r101o/J&lHTJ !t-IJltvFI*~f*-W:lIJ;g; 0 ""

(59) Convemion on Biological Diversity <June 5, 1992) ,31 I.L.M. 818. art. I (.t:-.sKJJtj(,
•••••• · ••••a ••~••••.• r.+•••m.~w~••~
"'IAJ) •

(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.") htlp:/lponal.unesco.org/shs/en/file_download.phpl

46133el f469Ie4c6e57566763d474a4dBioelhicsDeciaration_EN.pdf • 3t-t R.. 2003-+

UNESCO Universal Declaration of Genetic Data, anicle 19 (hnp:llportal.unesco.org/

en/ev.php-URL_ID= I7720&URL_DO=DO_TOPIC&URL_SECfION=20 I.html ) •

(61) NATIONAL BIOETHICS ADVISORY COMMISSION. RESEARCH INVOLVING

HUMAN BIOLOGICAL MATERIALS: ETHICAL ISSUES AND POLICY

GurDANCE (VOLI.) 1 (NBAC 1999) .

(62) *~ EGF-JJUt ' ~~;ftn:l.tJ;Jf1tlr7,~t* ~l:.-1--.jtlJ1l.i*;."*;t 0 EGF. sec. I. B. 3,



m~.ffl~••~~.&.OO~.·'U'.~'.~~.7
1"f 1*OIi".Jtiflj J (right to know) !Ii- ' iir1"f 11'*OIi".JtifljJ (right

not to know) • 1M' ~~~fI~.ffli5'*O.1JO~1"f"JllgfSH!'f:!'t '1'*OIi".J

ti,fljJ • :!'t;;.: , t~illHfI~.>.Jl. ' "JllgWr~.!Jo~>.Jl.tt&~~*Ii".JJ1',t

.R~.n®.~1'"~•• ·~~' l~mm~.fflJ~~

fi:~~jll"~fI~A~~i3A~fjJ!BSIjfl--E!.m~i5'*OJln"JmJ!ii5'• 1ft

.'~~M~.~.m~"tt,m~.ffl~m.~~iir"JnWr

~:!'t*~~~.~ •• '~.n~%m~·

5 .1f#"* iHf ~J:. 't J!l'

*~~~'~~fflrr$~~.~m~~m~+~~~,~

••~.M.~•• ·~W•••~~~••• '1"f~•••

IZSI. *4. ' fii i!it jf *4 3i: ~ (data security) R q;; jjj:j ,fIJ Ifj

(appropriate access and use) , ~~ff.iit±Wr*WI~mli~••lIill*~ilN

®\1i".J.IZSI.*4.1i".J~-JJ'j!ffiE@•

J1',t*JHijIi~ ~ , .IZSIJiO'N.Ii".J1'l'i1iIJ.t$'i (regulatory framework)

"J~ff.iii'l'ifl~151 : [7gfl~iiJ. (internal governance) R!li-fl~m.

(external governance) • M~t~JiO'NI'll*!lrIi".J*,E[*~R~ I ' 17lj

~:~••m•• I ••JJiO'NR.m,~••m•• '~•

•••J'1"f.'[7g.E.J~;.~mBR~~.~.M.~

(63) J .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 (2(}02) ; 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.")



W~E.· •••~.M.~~••~••Wo.~r~~~
!/?JJ~lTJ (UK Biobank) ~'1'fi!iIJ~~~"i'iJj~~~0 ",)

Nuremberg Code) "" ~ l jl5/i8J1Bt.l\liJ' : Aml~tt~~Jlll~JI'li:::I:ml

(:'it~tt11'l) ~ r E1!1J'lJi'iJ~J (voluntary consent) 0 iIFllD • 1&"*A

(:'it~11'l )

l) 1!!~«fj:t:E$l.:n...tWJj)(Ji'iJ:B~Iit:tJ(legal capacity to give

consent) ;

2)1!!~~m.E1rn~~~~~·~*ll~ffi'~~.~~

~'<\~~nIJ.jg;i!iIJ ;

3) 1!!3't:511t'e1<O ' !.!I1m~~~~?G ;

4) 1!!~Ji'iJ:Ii!ilfjMi1!'f1<O:

i) ~tt~~*1f1 ' Wlr~,'fo § a"J •
ii) ~tt~fMT~J7iMD'FH!:'

iii) "i'iJlig~~~=1'jJ!! (inconveniences) W"i'iJIitiJ+l&~ffi:~

(hazards) •

iv) ~~f.lm!JJii.!ll'ml"i'iJlitgr&~f;lJ't!'0

...t~WiJ'~EJj)(.~4r~mJi'iJ:Ii!J~::I:~~?Go

",iiJt!tWl!!l'*~~'l\ (World Medical Association) ~ 1964 JFjiJi

j@J r~m$.W i§ J (the Declaration of Helsinki) I'"~ • iifi-:!VW

(05) lfJl.'f.JtW."'" ' -, (-) "Cit'!l •
(66) See general, L. DOYAL & 1. TOBIAS (EDS.) , INFORMED CONSENT IN

MEDICAL RESEARCH (2001) .



;FA11l!I\'W~HiJf3i: ,..) 8"J!i1liJll!J)jU11) 0 m20j~~~1'E ' ~~1!:f~.iUi'! r13

Jlii'iJ3.?<Dti!iB'J#W1!:f J (volunteers and informed participants) 0 m 22

115tU~1'E ' og.~~1!:fI!lH1Ii@1'iilt1!J'5?<D : liJf3i:Z§B'J (aims)' nit
(methods) ''l1l'4:*iW (sources of funding) , f:EjiiJOTIiE8"JfIJ~lti

~ (any possible conflicts of interest) , liJf3i:A~PJTl!liIfJHJlI

(institutional affiliations of the researcher) , jj)f3i:ZfflMfl)~WM

1:E~~~ (anticipated benefits and potential risks of the study) , :&jj)f

3i:OTIiEl¥l'*Z1'@1 (the discomfort it may entail) : ~~1!:f.>lti1!1!

flIi'5?<D : :Jt1'l r1'#WliJf3i:B'JfijjfIJJ (right to abstain from

participation) :& rl~WMBi¥ ' ffl\ffiIJi'iJGz1!f!t1!JtfjHf!l#WZIi"J~B'JmI

flJJ (right to withdraw consent to participate at any time without

reprisal) : jj)f3i:A~~Jllit~;g~~A1!:f E.x j;}JlI!M...t1m '5WZP'!'@:

1& ' llill~JI)(I~~~1!:f~$13 El3~jj'jzWt1ili"J~ (freely-given

informed consent) 0 :li!:1J~$ rWti!iJ Z~~ (I!1!'5WZ$~Ji) •

r~m$i!i!i1! gJ ~5iM~ rffill:jlffi~il!'fll)J J!!%~11l!I 0

~~'.~itR$R.Mm$~••wrWti!iIi"J.J&

fllJ 0 itJJH}l!!!gijil&~JlX~~ ' Jf!!'&!ll}giji.g-:E.!I1~IlM (reasonable

care) ~j\ji , *f.tWiAt,\;lilIHI!~,;'nJ\ ' l&WiAz!ltlill ' M~~~

tJH!H~El3 • *IJffff~giji~~:t~...tzUH1fftgrti 0 ""l\'1!!~' rWti!i1i"J

~J~~1'l~.itiW-.~it( ••it)W~.it(\'W.jj)f3i:

:&Am,,~A~AA!iiJ) 0

(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 cd. OUP, Oxford

2003)' J; • 1975-'1-1!!-.fI.Y'f.\il1l"#"-"I~ r"'Ik"'l:@;J IilA:9:''I' • i'-JUJU.
• · ••• ' ••A· •• (.2) ~·RIM·

(68) ilTiJI' rA.ft .g.~IJt:K.J (medical research involving human subjects) ~Attt r"ifbt~
t!] A.ft: #'1'1. A --r lItii\6!} ;k#Hi"p,z~1tJ (research on identifiable human materials or

identifiable data) . Declaration of Helsinki. para. I.



~.ftMw.~m~.~A~M~.'M••Att.~
(human dignity) , .m:{~A13:t: (personal autonomy) , ::It:lt r 13

:t:tM'liJ (autonomous choice) , MLMH\'f"i'iJfjE(j{Jt!'l~jr,'Z~:mUj\ , ~

~rr~~Am•••ffM~M,.m~A.rr~r.W.J(m

~:t:m)~••m••m.MM' •••~A••w.~r~
tl!i15J~J (informed consent) 0 (ro,

~~r~MI5J.J(j{J~.'"i'iJm~M~Rffi:.dr~fflJ

~ r,URp)1;;}J (information component) EdMd rl5J.J ~ rl5J

MIiX;I5.1J (consent component) 0 rWmdffiJ 3<.'E!.t15 rlIm~tliO

Jl'3 J (disclosure of information) "& r tliO n 1'<' m ~ l!I! m J

(comprehension of what is disclosed) ; rl5J~di)1J 7'Jti1i r13~Ji

~ i~ JJ:: J (a voluntary decision) W r l:i' fjffi ~ tl\' t1'ii J (an

authorization to proceed) 0 I'"~ ~, r~offlJ W rl5J.J tli):)J'l,iifil

,jjjfii~~,jjj~ rfjE}JJ MMm 0 i&:JIIWI: 'n' ):)M r~otj!fI5J.J 'E!.t15

lilll'i'i': rfjE}JJ (competence)' rt%lB~J (disclosure)' rl!l!f~~J

(69) TOM L. BEAUCHAMP & JAMES F. CHILDRESS, PRINCIPLES OF BIOMEDICAL

ETHICS 81 (Stlled.200)).

(70) 1It1,* r;;.itl'l;@;J Jli.~'i'" 8 OJ, feJl.TOM L. BEAUCHAMP & JAMES F.

CHILDRESS. supra oOle 69. at 77. )], r~fkJil!:J :fF..A~~ r -fffH'1J ~ ritA
.JV.H.~~.~~•. ·feJl.~ •• ,~~(a2)~'ll~ID·

(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

Consenl. JOURNAL OF THE AMERICAN MEDICAL ASSOCIATION 246 (1981) :

2473-77; PRESIDENTS COMMISSION. MAKING HEALTH CARE DECISIONS

(VOL. II) ,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

78-00 12, 1978) ; Michael J. Smith, supra note 9, at 80.



(understanding)' iElJlij'jJ (voiuntarinesS> Hz. il"Ikl:J

(consent> 0 'n' n51~Z 0

(-) ~e.;/] (competence)

1"I••A(m~~./.W~).i~ml"I.J~'.A
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(threshold) !l\':jj1H~ (precondition) 0
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fHi'liA (nif~~iJ'J1/ .W~) mE if]l[fiI~J it"lilltJ (f!r1<O) it
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(73) ~7r ' o$;;It Beachamp:W Childress 1"1X.Al:-&~1t ' .tit ~ r.E..Jli!r;..t -l::-"*-t.- J lI9~AA~

#-;i;!.:

- ~ r~;fIt~-.t. (Threshold Elements) (tof.t.ll.~#)

1. (J:fM&.;k. Jt) fit}] Competence (to understand and decide)

2. (ik;:.t.z) mMVoluntariness (in deciding) ;
.:::.. ' ;JflR..i(-t.- (Infonnation Elements)

3. (~.i(-1i:il\,z) 411') t&: Disclosure (of material information)

4. (it"]) :i,£ij\ Recommendation (of a plan)

5. (~'j{-'M"i!If.J;klfl~-.t.Z) J.!.~ (Understanding)

.E.. ' ~ ~'*-:t. (Consent Elements)

6. (itwt1:.itt,]z) ik.JtOecision (infavorofaplan)

7. 4>;:A!t1f~ (.i!/tZlt"j) Authorization (of the chosen plan)

TOM L. BEAUCHAMP & JAMES F. CHILDRESS, supra note 69, at 80.

(74) TOM L. BEAUCHAMP & JAMES F. CHILDRESS, supra note 69, at 81.

-ti! rJiJiLJ lE4f..~1t ·1foJ-kr>~~hrJ:Hiit,tj.i/:;PJt.(i.Moore v. Regents of the

University of California"$. (793 P.2d 479, at 483 (Cal. 1990)) ~rle..&: r Y-llftH~
.~••W.±.SA~~~.A••••~.A"A' ••SA~~A••~~
"IAJ'''ff r""htl']~J !l\WI 0



2) ~~)d:U'21;iHIBl!£Wm;
3) r.i*/Pl~£§!t9 ;
4) /Pl~£tl:'iiWllNmrJ¥;!0

~~~~.~£.m.§~ffi'.~$~A.~-o(D)~

~f,\'i!\!!1'f=: r~iiI<~tfHTIi\'l!\!!J (the professional practice standard)

f<1 r1¥; AIJ\\!!\!!J (reasonable people standard) 0 i1rTtlg,B~Ji!!{1t< (rt!J!

jjf/jjl(liJf'i\:) ~1iRtill!f£tJ'!1T (customary practices) iRJEJ:!m:fi\l1i'a
£.~om1'f~MmrW~ti~mftJ~~~~'D~~*~

.1'fn~~~~~.~Wm.N~MA~~'.1'fr1¥;AIi\'l!\!!J

--~~~m~tt!t9~tt£A~!\!!'~JE~~.~JE/Pl~(jjl(lli

~).~~.jjl(.W~'i\:~ffi~~m~£.mo~-1'f~.~

r~ill!!~!\!!J (subjective standard) , g,'2~I!!!1t<fIljjA (~~Fm~£

1¥;A)£.m**'~1E.~£Wm.§~ffio~~~L.'

r~M/Pl~J ••~••fIljjA(MAjjl(m'i\:~~)£~~~JE'

JJl!I!!!i.±:mt~A£!j\'fJi*.mm*(persons' specific information

needs) :;t~ 0 (16/

(-"-) JJl'M- (understanding)

/Pl~.A(m'i\:~./••tl)~~5~••A(.~A)
M.~£Wml!!!~~JJI!.o~5~••AM.~£Wm~.~
~~~'.ffi~A*1'fJJl!.,~~n•• r~./Pl.Jo~Rffi

~A~~JJI!.'5~••A.~J:!ml!!!~/Pl••AnJJl!.£
r~~J&rn~J~£o~~~~EGF~m1E'~'i\:A~~~

mJE/Pl~.A(m'i\:~~/••tl)~~'i\:¥llir.~J(5~)

(75) See TOM L. BEAUCHAMP & JAMES F. CHILDRESS, supra note 69. al81-83.

(76) TOM L. BEAUCHAMP & JAMES F. CHILDRESS. supra nole 69, at 83; see also

JESSICA W. BERG ET AL .. INFORMED CONSENT: LEGAL THEORY AND

CLINICAL PRACTICE 46-5 [ (2nd ed. 2001) .



~.m~~~.~~E.m••~•• 'Mm~.R@(~~)

!&!t rl"J.i'f J 0 ,n,
( @) ~ JI!i (voluntariness)

llil"J.mA(m~~~/.RC)RI"J.(.~~I"J.)

M,~.~~~~~~o~D'*~.5~~~~MM'M~

f#ffi (coercion)' il'FJtx (fj-j;J"IilIlAi.~*.mR1Ji'l;, pJTR~.

mtll'!oj'f (informalional manipulation» 0 ,,,'

( .Ii.) ~:t (consent!

I"J.~~ (consent elements) 1@OJtlll5tR riki'EJ (decision)

R r&m:er~l!iJ (authorization) iiliiC 0 riki'EJ llil"J%T-mA (m
~~~/.RC)I"J ••R(.~~.R)~W~mA(~m
A)ffi.W~(~.m~.A~M~)~~~.fflor&.J
(authorization) tl§ll"J.mA (liJf~~~/.RC) &-'fm~AJ'l

(&~m~~~),ttl"J ••R~~~~'~~~~~~~~~
~ffi(~A)ftR(M~M~.~.~~.~)~•• o:erR
L' riki'EJRr&.Jtttt~@R-o

.L'~•••R••m~(fj-.~m~)ffiMr~~~
~J ' 7Jtl§l~~1t;~fJll:t.J (competent) 2A ' 7:iftj;]m.fijf~

.ffi~R2m~~m(M~.M.m~.~,m~~tt.R§

~'.M~m~~)~~~~·¢~~ffi~~ffi~~~$Rfijf

(77) Michael 1. 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 2.0) (May 2006) sec.

I.A.3.

(78) Id,93-98.



•••'~·.'~A~••W.~ft~.~~.M;.~®·ft
~'f i'iJ~ tmA (UJf 'Ji:±:mI/~W1~n f'f ~1ilZm I ~D1l'f i'iJ~J • OJ Ii~
.$W~.~XA.·XX.a~.(.m'Ji:.).w~ ••

~ (conflict of interests) p<¥ 0 ~~itIDim'Ji:±:mli"Jtrn'IH~~l!:Wrr1'J;

.~~~••tt·-B~~OJa.~~g*fi.o~~,.~
~Jj ~m 'Ji: t1\H14 pq $ 'iiHB!H,j~ (I R B) • ~ Ifft fijfi • ~ l:'I1Wr

(hospital ethics committee) ~'If~~ . YEij1'J.lilZm I~Dffli'iJ~J IJj\

l'll) 0 ,."

(-) I@I\¥:

~~~&X~~~~~~Ii"J~~A ••~~#·~~~m
'Ji:'J'FW@ffl 0 17IJ~: 1~~Atrntlt!:ei:J (International Bill of

Human Rights) • ,,,' Itl!:WAtrn~§J (Universal Declaration of

Human Rights) "" &X1iJ!:t~ '*~i"Hi1fl~{l::m'IJ~~Mj\\jJ

(International Convention on Economic, Social, and Cultural Rights,

ICESCR)' "" 10.B;;&i&mtrn'IJ~~Mj\\jJ(International

Covenant on Civil and Political Rights, ICCPR) ,.., WW@ffl~A

(79) Sec e.g., TOM L. BEAUCHAMP & JAMES F. CHILDRESS, supra nOle 69, at 79;

Michael J. Smith, supra nOle 9. al 80.

(80) TOM L. BEAUCHAMP & JAMES F. CHILDRESS. supra note 69. at 93; see also. 21

C.F.R. § 50.23 (v) ;45C.ER. § 46.116 (c) .

(81) International Bill of Human Rights. U.N. GAOR. 3d Sess" Supp. No. I, at 71, U.N. Doc.

A/565 (1948) .

(82) Universal Declaration of Human Rights.G.A. Res. ll7A (III) . U.N. GAOR, 3d Sess.,

U.N.Doc.AI810 (1948).

(83) Inlemational Covenant on Economic, Social and Cullural Rights, G.A. Res. 2200, U.N.

GAOR,2IstSess.,Supp.No.16,at49,U.N.Doc.N63l6 (1966).

(84) International Covenant Of} Civil and Polilieal Rights. G.A. Res. 2200, U.N. GAOR. 21st

Sess.,Supp.No.16.aI52.U.N.Doc.N6316 (1966) .



~£IZ!l1l!l~trnlj (Human Genome Project) £ffli'E 0

MtIij0l1'J!jl(J1[ § -W5g;ffoI~m rA t1~JMJ (human dignity) 0

,,,' ICCPR 1:117 jlJIJI'li'E ' ;I~*i!!;¥!; r 13 El3 ji'j):@:J (free consent> ' jfjiiJ

Al'~'i'!l1*!jl(f4*~J\!l& 0 ,,,, m~mA'l:1~JMj)fz;l~'&iM(!jl(~l1:)

£lZ!lmft!jl(A~.!l&;ffi'&~'£lZ!lmft13El3~rr••M.m
ft 13 El3WIlll1£Jlj 0 ,,,' ICESCR m15 Uffli'E : rr~.f4*lilfftW

MfiMl'~!jl(.£I3El3~ji'j)M' ••A~••W~.~M••
:it:&U.ffl£:ft'H1J 0

JfMi-g-Ii!<lif&f4x*JH~ (UNESCO) iii~A~£IZ!l'liW\fj~~t]f:i'l

~.Am•••:&••g~'A••••t1, ••~.wa,

$t~ 19971f-+- J=I +- B j/!jj® r A~£IZ!llll'!ItAfi", § J

(Universal Declaration on the Human Genome and Human Rights,

f-+ '§" ~ J (The International Declaration on Human Genetic Data.

IDHGD) 0 '09';It;¥!; IDHGD tJ~~Jl)(I1'j.¥IZ!l1f:f'1l£ r ~Dtl'iji'j)~J W

~¥ml£~~i'E 0 Rffi:i!!1!1D* 0

l. 0..,,~~:t

lDHGD m 8 j~ (a) lfllJl'ltlij : A~£IZ!lW:¥4!jl(!t1o/Jf~*£

r~lIJI~J (collection) , !!!U~l1l!El3fl<'At1!jl(;I~tltA l1fjJj'; (through

invasive or non-invasive procedures) , :&;¥!;I&l':l'l£ rJJi!iJ]l!J

(85) See Universal Declaralion of Human Rights, an. 1; leESeR, at preamble: ICePR, at

preamble.

(86) ICCPR, an. 7 ("no one shall be subjected wilhout his free consent 10 medical or
scientific experimentation.")

(87) Michael J. Smith, supra note 9, al 74·75.

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

November, 1997.

(89) UNESCO, Inlemational Declaration on Human Genetic Data, 16th October, 2003.



(processing)' r jre:ffl J (use) W r fioH¥ J (storage) , AA~ El3:L}:U:

.&A••~ft,_••m••A2~.'~~·.ffl'~~

2[qJ~ (prior, free, informed and express consent) , g*f:lm!l!;l!!l9.lG

:l'tft!JfI!\IAfUl{j251~ (inducement by financial or other personal

gain) 0

UDHGHR ~iE ' ,"', ;§H§lilf~.mjJ'HI~mzlWli~·. A2 r~

lliJ ' EI El3.&9<Otl!i21"J~J (prior, free and informed consent) 0

2.1ie.h

IDHGD m 8 f~ (b) JMJl.iE ' fLlttf~~[7qi2i::f~fFnx r~Dti'f

I"J.J2nh2mA,~.~~.m•••~,.m~[7qi2i.

f~;lti2iiEf-tf!l!A2 r~fjjjJ (authorization) ; ii<iE f-tJ1I!A:I!i>~fjjj

~'.~•••A2R~~~oX'::f~.I"J.nh2nx~
A,.~~n~;lt~Wi2iiE~f!I!A2&mm~;*nx~A2.

A'.M~i2iiE~f!I!A~m~~~~.'B~.~.N.Wg

*nx~A2~m.&nxw'\mIJ!'Hj.0 ,,,,

UDHGHR m 5 f~ e Jjlj~Jl.iE ' "" lttf~~[7qii<::f~I"J.tJth2

A ' filHit r:l!i>;ltjj[*2fJJ!Jjj:t;fIJ~J (for his or her direct health

benefit) , jiHT~~;lt~~.2lilf~ , Mz.mzf~ r~fjjjJ

(90) UDHGHR,An.5 (b) .

(91) fDHGD. Art. 8 (c) .

(92) UDHGHR. An. 5 (e) ("If according 10 the law a person does nol have the capacity to

consent, research affecting his or her genome may only be carried Qui 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 Ihe same genetic

condition. subjected to the condilion prescribed by law, and provided such research is

compalible with the proteclion of the individual's human righlS:')



(authorization) , J3.~"'fitW~JI.:;gZi*~li1'Ei~i'F 0 3:ijJlWl1-t&"$
A*W••~~".zmft,.m~~*z~rt·~~.*Z
~UII' fiI&"~A~./i'~Il»!J'M.;J\~~, J3.tlDliifftZI3i¥J{*~

@.J'M&".A~•••Wm~.~~~z~AZ.~fU.'~
~~~itWm:;gz~~·J3.~mft~~&&".AZAm*~

ffi'f ' !Iill~~Z 0

~M~~~~m~,~~.~~~nzA*m.~~m•
• fta~mft'.~~~~.MZ.~oa~.*••M••
~,j)[~i]);mfilZ~~o

3.t\j~~\P£ f!!f

IDHGD!\i*WIJ~~ rts.l~J J'M r~~J Zm:;g , iE!lltilllJ
r~DtJ'j J ~~ (informed consent) , 1lit-~l:l!!iiB~~Jj~liifft:±:ml/

~w~rm~J~~~m,~~:;g~nffir~~J'!Iilm*m·

~~ . flJffl . i,m.~wf4.~!fo/J-I~:<$: 0

4AiHJi J'l ~

IDHGDM9il* (a) JJj~.li!:;g, ~~w,:mz.~wM (human

genetic data) • lJ'i Ei 'liHJlwN (human proteomic data) .~!fI/I-I;j;

:<$: (biological samples) , i*W¥jjJl~m~~Zi~A:::j'~~tl!J~ll*it

*~ (irretrievably unljnked to an identifiable person) ~9j. , 'M"$A

(:<$:A)m••~~~~~.m~ff~~"•••no ••~~
.':<$:Az.~wN·lJ'iEiBm.M.~!fo/J.:<$:~~.~~fU

ffl;iE!W¥jjJmM~zOOA~jjJ~tl!J~••M~,~rr~mo
I,,) ~ (W¥jjJl~M~l\lZOOA) ~~:::j'~~tt!!~ll*it*~z.N.-I;li

:<$:'.~••Az.m.~o~••AZ.M.it~:;g,.~

(93) IDHGD, An. 9 (b) .



••~~ft.~~~.'X.M&.*.~~~~•• (.*
A;L) ~*li.'Hj!j~ 0 '''''

1*1: ' IDHGD n1i.i'E ' NJtiH!'~1i~4.~!fiJJf1*~.i'i*!l!~~!'iJ

:@ligj];LA I$W' ElEE' 'l:Dffl' OOm2~~J (prior, free,

informed and express consent) , .El~i~~ 1;t£jj!f9.l(;l!!tfl:lJflIiIA"'Ui~

2518~J (inducement by financial or other personal gain) , !Ii1i1j.~j(

•· •• ·~m&R~o!'iJR;LI.~J.~*(.*A)~

~~••~~~;L.M&.*;.~;L••~~~m.M&.
* ' llti1j(*ARJ!iJj.'JI!.~j!j~~;L 0

( .::.) ~ iItI

~iJ+i.JiIj: ~ (Council of Europe) 1997lf:i~jj!M!"J IA fi'li.~

!fiJJl!!l'!i00*"JJ (Convention on Human Rights and Biomedicine,

CHRB) ,,,, ~m-@~j§tt '~~*"J*j]Ii"JIilii~l!!l'''itliJf3'C*Jl.ftli!'
.~••Att•• ,.~.mAIi"JAM.X~.*A.'~~

!I"~&l!!l'''itIi''J.m1: ' ~i~ZJS~Ii"J.!I! 0 ,,OJ

CHRB m2 1~.m$: I AM;fIJ:Q.mt.tl:.~5\:;~ti~.f4"it

1i"J¥;\':ilI;fIJ:QJ 0 ,,,, m1611~ajji'E~~~ltrg~l'EI.i'iJl!!i~ , ~i~~

flIiIAi!Hn-'l~lil!~ :

l).Am*'BU.X~~~;L.~;

2)gliJf3'C~@AM~.Ii"J.~.liJf3'CfflM~.Ii"J~:Q'.

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

(95) Convention on Human Rights and Biomedicine. 36 ILM 817 (Done al Oviedo. Spain,

April 4. 1997) .

(96) CHRB. Art. J.

(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 ("[0

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."')



~F!!IFfi'l3R; ;

3)m~~•••••••~.n••x~.~@

(scientific merit) --eIJ\51iJf~§ 1i'J1M~'Ij:Zil'l'£1li (assessment of

the importance of the aim of the research) BdlffiJ.!l!0Jt&'li:11Zti'.

f4.11' (multidisciplinary review of its ethical acceptability) ­

f&:It<iIE ;

4) jj;f€,W~:±1lI'l ' .1XH!i1<aX.fIJWiMiI!*.JlJEZlm ;

5)m~:±1l\'lmU~B'~1l\'l&~ooZn~'~~*~~~

5~M~Z~~~~·~~~~~m~~w~z·

~*'J~ 17 iili;~m~ , ~FrB'-g- J;)T ,g,.JJ'l~i!f ' l'NHM~'l::il1!c

~~IlE:tJZ.AijMTf4.m~ :

I) ~*'J~ 16il~M~liJJ'l~# ;

2)m~ZM.~~~.AZ••m••~RTI,.t&~.Z

OJIlE;

3)~$UX~~~~IlE:tJZ.A,~~~~.~zm~;

4).U~1l\'l,~ooZn~,~m~~~6~m~Z&.;

5) *.A*.R~·
r1<atl!i~mJ Zmi'E' :±~Y!~~*'J (~=1j[ iml'llJ) ~5iili;

:¥:~9iili;· i'fi~'Z :

I.U,~I"]~

CHRB ~ 5 il~ ~ I ~ m i'E ' 1:E iOJ • JJlt n 00 Ii'] 'F /!l7

(intervention in the health field) , illif~MI!R;$.A r EI EtIffij~Dm Z

~gJ (free and informed consent) f&ffi%Z·

CHRB ~ 22 iili;*Jl i'E ' ~ 'F1!J7@Jflj[ <jJ 1;1)Il*Z.A1lI'l*JHl1l ' ~**!l!
.R;51<a&~~.~n'l'm.~·~m~.1;1)Il*§Ii']UnZ

X it!! § Ii'] •



2 A!i a #!- J!f Jlif

1'\iiltnM~ IDHGD .:Lj'JDE: ' CHRB jls jJ!l'jl2lJi{f!f'a'lIlIIHJl.

~, ••~.(m~).:L§~·tt.,&~n.~~.~."

~,sm••A·.CHRB*.~••ffi~~.'U•••SW

••A,m0~jllo•••~'ffWA.fi•••m~• .:L~

tn:!l; J3 ,!ltlll1Jm.:L1ll'im (anyone is entitled to know any information

collected about his or her health) , m~J:J3.j!tSm.1j'i:AJIt­

rill!IA{il!)jJt'ailf\miB'!fiU •

C~Bjl6.jl2lJi.~'~*$~~nn\iil~T.(m~)

.:L*d~A,m.tn••:!l;~~A.$~.:L~A.m~.:Lrm

fiiiJ (authorization) 1& ' ~a1"'jjHTTI& (1iJf~) • ~*d~A.:L

~I' ••:!l;~.&dM••d~~,~.~~rm.J.§

.:Lm~~~ . \iiljJ!l'jl3lJi.~ , ~~{/~''JIt!1<: . ~w:J.~jJ;(Jjj(~

W~nn\iil~T.(m~).:Ld~A'~hm~~,~~.tn

••:!l;~~A.$~.:L~A.m~.:Lmm.'~.~hT.

(fiJf~) ••{ml~nj!e~~1T.Ii~n.:Ld~A~.t~fi'ii.:LIR~0

4AAH~~~

CHRB jl 5 {J!I'jl 3lJi.~ , 'iii".A 1~r;jj~ J3 Ell tliHl'I;It \iiI;If, •

""!fl ' Mi2!!$~f-l:~A~J'iJT• .:L rmfi'iiJ (authorization) , ~1~

11tl1!i'f.~1T.Ii~n A.:L'IJ~jfjH(jHfiI· ,,,,

(98) CHRB, Art 5. para.3 ("The person concerned may freely withdraw consent al any
time.")

(99) CHRB. Art. 6, para. 5.



~ r~nA1illl*~IHlH!llJ (Federal Rule for Protection of Human

Subjects, lftm Common Rule) , (""" r 1't~'i!:f~!jo/J~,!l!!"HI'HIIJ J
(Food and Drug Administration regulation, FDA regulation)'" (101)

Be It( !Jl r PI tlll Po: 1iJ11Jn1* ~JX II' JIll'1 it; J t5tll'lin I'E: Ii"J P r i v ac y R u Ie

(The Health Insurance Portability and Accountability Act (HIPAA)

Pri vacy Rule) • "." 11?t1i'1;g, I3I'E:W~ I!IWMIlIi it; (lJIJYDf4J.iH1l;g,

ffl'.ffl'~~~.ffi,m~ffl,~t~m*~ffl' •• ~ffiBe

~~ffl.)'~~.~••*·ffiit;.rr.~nit;.~M~.1i"J

.~~,.~(~~nit;.W).m·~!jo/J.ft~••Rm~

• ' j]j!f.tYDJl:t*~H~H1187*Jl.flii'i ' }1Jl(,@iiJ'lill';. "" 1li1".q~5Hfijj1j!&

=-llij~nit;m. •
(-) ~rn.f[f11

M.=@~nit;m..m.~11?t~m~'m.I'E:~••~W.
M· rPItllIPo:1iJ1Jml*i!l5':II'JIlfJ-it;J (HIPAA) , llIl,g.!i!H~ , Wrr.L:J
~~~.A~••~W~.~1iJ1Jm~i!l5':~~a'BMMmrI

1'F~H1NJ ("job lock") • It(tJj~iM~fl'linI'E:87 Privacy Rule

(HIPAA Privacy Rule, r~;;!fMJl.ftIJJ) , W~~j]jl*~jI)1iJ1Jmlnf\1@

fL.\!'!Hi,*87~IJJJ • ~7~$IJ1iJ1IJlt~~Wq:.87RHl~5i:~ , Privacy

Rule lill.m~=-~rj]'lgl!~1ill: r lmJm~~llIltJl!IJ:!i. J (health care

providers)' r 1iJ1f,fi9,~~jI)Hl!lllJ (health plans) Be r1iJ1Jmj1Uf\q:.{:J

(health clearinghouses)· ",,' ;IUJI..Z r~lll'1J *lilillN~"fi811/

r~1*~jI)li"J1iJ1JmWmJ (protected health information, PHI) -ti1i

(100) 45C.F.R.Part46,SubpartA (2004) .
(101) 21 C.F.R. Part 50. Subpan A.C (2001) .

(102) 45 C.ER. Part 160. 162, and 164 (2006) .

(103) See Ellen W. ClaYlon. supra note 18. at 18.

(104) 45 e.ER. § 160.102.



rPJ@jjIJ~JHJll:zfjIUJi!'i!'lffiJ (individually identifiable health

information) , £I. r j;).'iIFfil::1Ji\fw'WiMzj;J~Tl!JldHJiH'f1ff J jjJG

r j;Jf-ffOJ;Jtft!lff~i\jjJGm;1Hw~jjJGfJi1:1'f-1ff J 0 ",,' ~ Privacy Rule?J;

jOOfIj~* j;).'1ltTil::1Ji\mll1'f- ' fw~B"J ffi:<$: IJl1IJI!,'e'fffi ; ,,,'" iE!:::P@

fIj~!Ii:!fJl!gln"tffiffl\ljmB"JAJgj1:.~~1l\'l (Human Biological

Samples) 0 (,m, y.., r~fJ,J)jU1IJJ :::P@fIj~ rm~Ri (iI1ilA) ffliill

z1fffiJ (de-identified information) 0 fiJT8~ rmll;i'i UI1iIA) ffliill

zJiffiJ iNittii :

1) jillfljJl!jfl'zMCiHEH4<;t)ff(fjIJ!Ii:!1Ji:t: (generally accepled

statistical and scientific principles and methods) , ii!!i'ifffi*~)(A f1'f

j;Jffliill'i!'lffifiJT~'±'il':z.f{llWrmx"¥;JtiJ'fl1ff ; (,,,,, jjJG

2) ~Il;i'i (ilri*Jl.fjIJfiJT9IJ~Z) +}\f1l!iilljjIH-'CIi.~ ''''>l 1ff 0

Common RulejOOfIj~E13~~t\\tljmfffiJlJJfiE~zAf,'!liif'l\: (iE!

;li'fiJT#liif'l\:) , ("oj fflWl~J'.iffiFDA tltllB"JA ~liif'l\: ' :&!Ii:! r OO!J!Il'

(105) 45C.F.R. § 160.103.

(106) Kevin B. Davis, Privacy Rights in Personal Information: H1PAA and The Privacy

Between Fundamental Privacy Right and Medical Information, 19 J. MARSHALL 1.
COMPUTER&lNFO.L.535,at546 (2001).

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

(108) 45C.F.R. § 164.514 (a) & (b) .

('09) -j-A;ft)tiP,Il.1<' I) <U ; 2) jtf'XHMf_-¥-1iL· 1l.1<~PJt, Je.hl''''''' ,n, f1!;!glt
(~gU~"';,) ; 3) H;;jfjl;iI!lA.;jfIo1i:.BJlJl •"'T r'l-J m,. Il.'H.B 'iM1 ' •
-.' !t.-eBJlJl' 'l-~; 4) -tmt""; 5) ·11.l'1 ; 6) -tffli'Ht;.1 ; 7) ilNol'J (j~) "'~

(sriisxuiynnins) ; S) "'1,H;t"" (mrlci.-nnins) ; 9) U_-utAlt"" ("""'*"
Imfulynnins) ; 10) tJ.i'lt""; 11) j~1'dJL'!1',lt""; )2) '!'.,It''''Mlt; \3) ~l.ilWH\'

...M·lt; 14) _ (WblJlls) ; 15) lPW,); (1__ (lP) a±le<nnins) ; 16) "-,.

#Ii~i""'" •*,milH~li; 17) ±_.'!1',)j ; IS) M"'f1'f't;jf,"Nj~lt<!\, ,tllbl.',l''''· 45
CFR § 164514 (b) (2) (;) .

(110) i>ltC'lk_jlR"V{-45 C.F.R. § 46.101 (b)' it.." w-j¢1!t4Jl.·fJ-i4jH~,"~t't'4f,i\'

.ff'".~;jI;.'t'•• ,~~.~,~••~aa.Aff.~.;jfMi:..~;
jl;1!t4W#Jl.~.;jf~i:..~,~auW#~~.MJl..~~~*&~Jl.~~~

~~M~~N~~W#L.~.~·



W.AJJlmilf9HI~J (Department of Health and Human Services, HHS)

*~ r~HJlIJi¥~'I1J (multiple project assurance) Z!{1!!i'lipfi~Z­

mUif'l'l: (/frR'~'Ut*im(~fPJ) 0 ,,," mliJf'l'l:!!OfUIJm}Jl.1¥Z~

m'~~.~••ffl••M~~Znrt'••$.~.H~~.

W.N~1iJ!1jjj!*5Znrt' ~cffiX1Hf\:&!t~1l':ff ' tln/f~Common

RuleZAA!fliiI: 0 ""'Common RulejliiOOm~~ r Ali\'I~~ff J

(human subjects) i'JIJUI. rlJI@HIJ.jjIJj (individually identifiable)

ZfL-AWm (private information) 0 "'" [2gJl:t ' ~F~ r A1iJ!1~~itff J

i'J1J~ZUif'l'l:tln/fiOOm Common Rule 0

~.-~••MMr~Ali\'I~~ffi'J~Z&A.mJ'.~

~l¥~Common RuleJi"J r1Jl!Bl:!~AJti'lmHlHI~J (Department of

Health and Human Services, HHS) pfilllll r Ali\'IUif'l'l:f¥~lHlfl0~J

(Office of Human Research Protections, OHRP) ~ 2005 '90- J=I~

f1~i?fl:f\li ' ~I!l : N~T91Ijijij~f'fff ' tln~F45 CFR § 46.102 (f) pfi

~~zr~:&AJti'l~~Z~.Ji"J&AWm.~*J'~/fiOOm

Common Rule :

I) ~F~.jT&'il1JliJf'l'l:HJlIJZ§Ji"J' Mll~~mAZBJ)jj.'f

ffl ' ~¥.fjjIJJV:~Z@A.m.~li\'I ;

2)Uif'l'l:ff.~.m••Z@AWN••li\'IMIllllZ~m.m

ff ' WIJ!!O :

a)m.M*ZM~~Uif'l'l:OO~~~Em~;

b)Uif'l'l:ff~M~mi'JA~~~~,rr~m~Lil1J'/fm~

M~3C*~Uif'l'l:ff ;

(Ill) 4SC.F.R. § 46.101 (a) .

(",) 4SCER. § 46.JO) (b) (4) .

(113) 45C.F.R. § 46.102 (f) .



c) *~:\I!.j IRB t!lllLz litl~HlllIJ:& i'if:M~nl! OP 'L'¥Ml' f!j!Jf ' lJ!i

It.1'EI::jj\!!l9tt:iliJ~~M~3<:lifilitl~ # ;

d)~X~$.~m~,~~jj\!!l9tt:iliJ~."M~~.·3<:

1iTlitl~# 0

$~'Am~~.~~••~ftm'~.$••••M
~ , El~~@jm Common Rule; )l. , .RlJii'i;$ A.it;fl!i¥J'I~fft ' El~

~m~i'ifm~.u~ r~OOHgm.J~••~.,~~@jm

COOlman Rule 0 (114)

~fj~FDA regulation llIHili@jm~Ffiff{t< r~rBtt/ii, • ~1o/J:&

1~~ftlf'nit;J (Federal Food, Drug, and Cosmetic Act) IJ!!~ rttlf'n

'i!l:~1o/J~J:!I!I'iJJ ~jfiIJ~~J*litl~ (clinical research) ; ~F~9;!,U~

'f4r*i1JRl1i>!,iJ ' ~~rnui'ifN~jj\!!llft:am. 0 ,,,,,

(..::..) }.o,rt J"I ;t

Common Rule, FDA regulation:& Privacy Rule :t!;]tJ!~ , 5JllfY

.'i;.A~~m~.~ ••ftm~om~~H~r~m~.J

~m~,~.:&~**m~.ft~m~w••~.;~~.e

R~~¥W.N.op~i'ifm,m:alJ!!.ftr~m~.J~~'

llIJ*fftJ!~ 0 ,,,,,

1. UJi J"lft

Common Rule WFDA regulation :t!;]tJ!~ , Ffifflitl~5Jl~mJPa

.ftiliJ'U•••A~$ff~~r~ffl~.J ;D~wr~RJ

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

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

(116) :tt1:E.-\itft;z"ff"iI1.:JC.:r.)I!ifUt r~·tk~;f;J ;f.'lJf.l!~~ijl'H1ltl4i-' "f" JL Barbara 1.

Evans and Eric M. Meslin, Encouraging Translational Research through Hannonization

of FDA and Common Rule Infonned Consent Requirements for Research with Banked

Specimens. 27 J. LEGAL MED. 119 (2006) ; Daniel S. Strouse, Informed Consent 10

Genetic Research on Banked Human Tissue, 45 JURIMETRICS J. 135 (2005) .



mi 1JJ1m {x {OJ i*1E: tl'fIJ ' jjJ(~ *,~!f 3'\: if 1l"J j®!*::j'f {x 0 ,,," X '

Common Rule WFDA regulation :tmJi!1E:~!f3'\:AJ'lmH!f~DR;~A •

• ~w~n&~~R;~A~~~.~'T~~ffi~.~mi§~

fit'(W1jjJ(T'fIJiat 0 " .. , 1&~i"J.I!l!ffii; 1~Il'J'!J (free) ~i"J. 0

Privacy Rule ~Ji!1E: ' {1Ii1M!1Jl!~~~tMltj\'jW*Ai$i!~ Ira9~\ll1!Ji(

~m{ii\J B"f (indirect treatment relationship with the individual) • 1M!

IJl!m~~~~m~~rr\ll1!Ji('~MjjJ(~rr1M!lJl!m~IW'mi~

JfljjJ(t~illiwL\!.',~ 1§{Ji!;~mll"J{j:l!IJl!}{fmJ (PHI) M ' l[J111'fWi!~i);

~~i11IDi"J. 0 ''''I j5fi~1'I Ira9~1ll!~~m{ii\J {Hi'i : ~~{tll\ll1~tMl

.ffi.*~.~rrffii;·M~1JJ1Mfi\ll1nWWim~~~~ofi1M!

IJl!m.~.WWim~~ffii;I•••~H~J~'1M!lJl!m~~.

~Wimffi~i"J.~'R~~ffi~.~~~jjJ(~rr{j:l!lJl!m.IWo

~n'Wimi$i!~M.~.~,~.m&~Wim~i"J.'R~~~

JflWi,\!.',~ 1§{Ji!;~mll"J1M!IJl!}{f~flJ (PHI) ~li.~liffii; 0

X ' Privacy Rule II'R I i"J. J (consent) 71- • foHf j5fi~~ ~

I&tj'jjj (authorization) 0 ;tfi § ~ , ffii;~li.~ , *iiMjjJ('i'Mi1M!1Jl!

m~IW·mi~JflWim}{fm~,m&~Wim~~1IDIi"J.J ;

~~ffii; I~{tll § 1l"J J mi'fIJJflWi,\!.',~ I §{Ji!;~mll"J1M!IJl!}(f~f\J ' l'lIJ~.i'l

&l1'fWi,\!.',~ I&fi'ijj 0 'm' j5fi~11l 1~{tll§Il"JJ • j'g(Privacy Rule~

~Ji!1E: ' §f,5 : li~j!j (marketing) , ~~ (fundraising) , I fl'IlllJfl

iRJE (employment determination) '#j 0 X ' {Jl'!Jfl ' t~~Wi,\!.',Il"J*1I

(]]7) 45 C.ER. § 46.116; 21 C.ER. § 50.20 ("no investigator may involve a human being

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

legally effective informed consent of the subject or the subject' s legally authorized

represenlalive") .

(ll') 45 e.ER. § 46.))6 (n) (S) ; 21 C.ER. § 50.25 (n) (8) .

(ll') 45 e.ER. § 164.506 (n) (2) (i) .

(120) 4SC.F.R. § 164.502 (a) (I) (iv).



t$m~*cM< (psychotherapy notes) *mf1.!H~ f3!tiiiJ 0 ,,,,)

2A!!]f3:~otM

Common RuleWFDA regu!ationffli'E ' liJf~.A..!':lff1!~J<D'!il")'/l

.A.r3iIJ~Jjij : ,,,"

l)liJf~fi.~~@·liJf~§~·ffli'EliJf~M~·liJf~.

!i';
2) OJ,g-l!l!ffl Jil.~}ll,~ ;

3) OJ,g-l!l!Mj.;'f~fIJi.il: ;

4) ll!!ltltf1!!OJ~fi;~m~n:A ;

5) Hff!'RJfJ!~f¥*mbffi ;

6) ~liJf~~1:~tJli!f ' ll!!lHmJl,!:;jl(~gf11mbl!i ;

7) f,f.~.A. ;

8)m• .A.mmM.W~~.~~ff~.R:;jl(~fUi.il:;'!il")'/l

.A.ntzj"fIllli~~l1:.Wli}f~ , ~.~~f:Efi'iJ.!i1:;jl(~fIJi.il: 0

=~ntz~m.i'E'~LWmm~'!il")'/l.A.:;jl(~$i'E~l!l!.A.OJm

J1I1Wj:~n:A§i!.J51 0 ~1J~OJi5'ffiii fil!Hlil"J:lITJ (blanket consent} ,

Common Rule *ll*51i'E 0 ffijJ<D11I1"J:B~ fpq@J J:i1:i5'3'Ef71 '

Common Rule WFDA regulation :t!oJ*51i'EEl3 IRB illfHinlE 0 ",,'

Privacy Rule **51i'Ej~ijjij'i")'/l.A. fl"J~J II;'fmtIU~~11:i'm ;

m~~.~f3!.J~.~~~.m'll~.~mi'Eo.~

~'ffiiiJfJ!mf3!.J'~~••~••~~r~.~.. (=re

elements) : (l~)

(121) 45C.F.R. § 164508 (a) (2) .

(122) 45C.F.R. § 46.116 (a) :21 C.F.R. § 50.25 (a) .

(123) 45C.f.R. § 46.117 (a) :21 e.ER. § 50.23 (e) (5) .

(J24) 45C.F.R. § 164508 (d (I) .



2) ~~*&fWiB7f~A$Zl!'lIiI''") ;

3) ffliEm~iCi'iW\1i7f~A$ZI!'lI1il!;

4) f~ffl$Zf~JmZI3Ii7 ;

5) &fiWlIlN ;

6) f~l!l!AZfi~N •

JltPI- ' Privacy Rule 'lHJ¥.iE~f'!fJ<O*A j~jTf~!fiUl'lfi (13"!lo

fi'iJjTf~&;l;l;f9IJPI-1j1f~) • ''''' Privacy Rule :ll!miE ' f'!fJ<O~f~ffli3€

1mBJlI3Z)c"f'· ,,,"

I;II~mtjT~IiE1JAW*JjJ("F-AZI"J:@: , Common RuieW

FDA regulation f~HJ¥.iE~Wj~;lti$;iEf~l!l!AZ r&fillJ • 'ml

4AfiH;!j I'l ;t ill'
Common Rule WFDA regulation t~~J¥.iE ' '/If;~Aj~~f:Efi'iJai'j

f~!1&~f!ll"Jm ' ~lt~WliJBUtl!l1J ' B!lOi\fjJ& • Privacy Rule m

iE'.T~~*ffi~~*''/lf;.Am~M~.OO!1&Mr&

fill J : ,""

1) ~ffl**J¥.l'!IJZt!\H~B!)iij;JffJiJTf'F~;

2)&mffiW~~~Zi\fj~~~'li;lt®$WmiE~~A~

fiXtilH¥~~*7f,\!:±lfJ'i:n¥~ •

t"1 ' .fl< I~li~

ffi.~i\fj~~.w.~li7m.,a.ft$ff ••~*~Z

rWffil"J.J.l'!~~#~.'.IiE~B.3.1i7••miE.m-

(125) 4SC.F.R. § 164508 (c) (2) .

(126)4SC.F.R. § 164508 (c) (3).

(127) 45 C.F.R. § 46.1 16; 21 e.ER. § 50.20.

(12814SC.F.R. § 164.S08 (b) (S) .



•

(-) '1t J1~L!t J'l' {m A. if# ff:- ill it;-

#!fJMl1m.g-i'F\!!HnH;/l~ (OECD) 1980 lFl\'@fb1*~1\1!l'!IJ '
,,,oJ Ii:H1'o1'l<l84lFi\J=I+- B"'1)15:: 0;ffj1i"J r~ijfllJJl,1J:!l!1~A i1'l'M1*~~

itJ (J;)Tf'dlm r1~'C'i'itJ) , mftI'l<l1~Ai1'l*41*~~WJHmll\fb1*

1>J;1m'i±~a"JitW-' ">0' r1~~itJ m 11~B!HIl\:l1:it§a"J' J'J rm.E•.JJI,1J:!l!OOAm'M'~.~AM.~mW'~~.@A.
'M~.g-J:!l!~mJ·.rOO.$J.m~sm ••~r.m.@J:!l!

~OOA~'MJ ;~~~AInrtJJl,1J:!l!~@A~'M(~••~.
ItfCpJi1*ffli"J*1l!=F1.ii;ffijfl;t*'Il~;ijfll{I::Ii"JWiI~~*4)l'!lj/f.m • I3i:

rOO~$Jm2.~15::.' rOOA~'MJffimr~~A~~~'

lli~lFJ=lB·~ffim.-~~·~~·m~·~~·*~·~

"1f • ~~ • !M11Jlt • WiI~ . Mf9HjljiJ[ . U*m!l!iJEd'!;1tilJEJiallHlU
~@A2Ji.J·~~~mB/frrMffl~~'~xwm~~~

r~~~~J,ffij ••~m••m~~ma.'WOOA!M1•••
~~!M ' ~~ rX1tilJEJiiflig~i~@A2Ji.J ' 9Elffl\liiI'••

111i1~itlJm~ ri<a111l~:¥-J =ji!f§!irf~ , 1llim7MMJl15::: r~jl~

~~~OOA~'M~~~.~.~~'~~W~15::§Ii"J'~~.g-~

~m%~-.'/f~m~:······=·.~~A~~~~.J ;

(129) OECD Guidelines on the Protection of Privacy and Transborder Flows of Personal

Data' ;f, 7f.f..f.¥ 14f;f~:FA.kfi>fJ.i*.ilJ.Y.J!'1: I) l.:.lfl"'iI~J!'1 <Collection
Limitation Principle)' 2) jt#~1fJ.t.P.'J (Data Quality Principle)' 3) ~ v.,~.t~1.f.

.P.'J (Purpose Specification Principle) , 4) it Jf] ffl.+l J.f. 9-'J (Use Limitation

Principle) . 5) 4: 1:-i*J't.lf.p.'J (Security Safeguards Principle) , 6) ~r"'J.f.p.'J

(Openness Principle)' 7) -(gJA*~J.9.9.'I (Individual Panicipation Principle) AS)
p. ,.. If;' WI (Accountability Principle)" (http://www.oecd.org/documentprint/

O.2744,en_2649_20ll85_J815186_'_I_I_' ,OO.html)
(130) ~JI..L"l\tlt2j!,lt (;tJ{J(lt4;J,:;tikl<.i~, Jl."'I\t1l-"'-~844lt46J{J(, J(

356 ..



~ • m 18 jIUll;;;E: '~FB:~mllm~@A i1l':MZ:li~9.JZ~ni!l~

~·~FWM;;;E§~·~fl~~~mmZ-.·~~.Z:-·

~~~A.~~~.·J~Y' •••AID@~.J~n'~ffl
~~J • J'lIJ~Ui!pq~'ltr'~~l'.'jmg • em'

1. mN! i>J ;t:

W~~'@i1l'~J*.~.·~••e~.@i1l'~.~.
~ em' (t(""fjjjjflll '~~~.~J) • ~11:tE:lz:~lljHjHlie:p· ,~~~.

~Jm6.~e~.Mn'••@Ai1l':MJ·~m:~~·.

~·tt~m·••••&m••M.·.;;;E.Wg.M~mm
Z-.j!- . ~j~:li~ • ~~9.JZfIJIfl • to,,' mg.pJTJljj~:li~ • ~

J1I!9.JZfIJIflZ ,19IJjHi1fmJ e:p. ' ••A ~ @~.J 7Vi~:ltjth.

~~~;.~~·~W:lt~~••~~:tE·~n•• ' ••A.
@~~J • j9lJ~a • l.i<~jl~m 5 *,l;ZtJl.;;;E· '¥~ll!f~9.JZj!ij~Z §

~J' '.~wm~ww~~J·~'i1l':M.~~J1I!~9.JZW:ltm

Ji'1\1J;<\#~j:ti.l1\jjIjM;;;E••AJ Bil' • ~n.~Y.i*AZ~.· em' ~aJl:t

tJl.;;;E~:a~:l':L • ji§[jU4!l9 •

We) I');{, 18 j,.f. ill '" ,lI;/R.;t r4 "'Wi'l! It,li; 'if '"'~ll''' 'tM-t' 'i'A-':. '! ".'1A~ J ' '"
.~AI').~~•• ·ftl').AW#(.&ffiW.)'~~M.·

(132) ~Jt"-1!l94'1- 2 II 25 8 iT1J:l\U,t-t/R.iII 0940082477 tt'" •
( hIIp://1 is.ly.gov.\wi Jgcgill gmeeti mage?cfc9cfcccfcdc8ccc5cdc fccd2cdcbe? )

(133) :;tltill6j,f./R.;t: r'if~HI&' I.'.ffi· ./± 1, $ . 'iiJ,:.lO::t&I.~J!l'#-':..AW

#'~.K.· ••Aftl')·.'ifT~••-':.-~,~a&~:-·••~~/R.

;t·~· •••~~.~K.·••A~I')'ll~."'A.~I')•• L· •••
M.iT;{,;t••A••••MMiT.;ta.~•• ·"'·."'A~iT.MAa.

~••• M-':..AW#·~·•••MA••'I!lt.~I.'.M-Y&·.1,A.~.

~-':.a~,4~~A••'I!lt,li;'if•• ,llW#U~••~A*a~a~~~~
l>tif(~t:t."'A·J

(134) ~M- r$,oItI/;J .AW#-':.}!;!k •••A"I I') . *:;tlt ill 8 . 15& '9ft. ' ''>••
MA••••M•• rtt••A.~R.J·aL.a.aM-,*:;tlt.6.oIt.
il!lA'i#I.<"IJc~.K!!·••,;\,,,11') ".-ItI,oItl/;.A'It#-':.K!!· ••A"I
I') . &1IHHA1I.~ •



@.$&X.IT••~*••~.~r~~Jtt.·m~
~'*A~r~.J.5.ffl.ffiW~~•••m,.~*.
$~92j~.}E rjliUf1lJ X~.· I"" ~W~ q'IJ~J ~~.'

~1J\lDji1J'@fj~~l'i•
2..1/,) :it-~J.'Uif

~~rmm~2J~rftm ••J'.IT••~8••}E,
0 ••H.#0••~r~••A~m@A.MJ~'.5m
rC'iIJ.JJj :

I) 0 ••~~.~F0.1l.\t1m2~fiIl;
2) :liJl~§E19 ;

3) jIlllAWM~!m8U ;
4) IIllIA W:f4:f IJJfl ~llIJr<ll ' tt!lmii ' W~&J'JJ:'(; ;

5) ~~Ait;;~=-••}El~rTjR~!I'U",.. &1f~ ;

6) ••A~~~~••m@AWM~,~.m.~~.=

~OO.(~*A)rm~J~.m,~'@ftffi;~$~~~'

*~~~••A(~~OOm~~.m)rftffi~mJ~.}E·

( 135) t- J/.~ "- jI; 921.~ (r I!I it» Jlt~ it it ill ... '" ;@; .l> -It '"~ , -It;@; A.''f jIl JII~ ;@;.l>-It
",·~»Jlt~mjl;~A.~"'~'~~~A.~~~.~~~~ ...~~",~,~~jIl
JII-".. it»llt"''''-''.;@;.'f·-It", ' ~jIlJII;r-jlf,"-".~jt-J;@;jI;~A.J)·

(136) t- J/.iJ-,l'.:;t ~ jI; 3+.~ (r~ .A.",-~iI!lA.W>lt*"'''-IIl.:t jtJt-".T ~JjU'1 ' ;r-jlfij!
~••~~.".~-".,_.••~.*~~.;.•*~••~",.~ .•*
jjjJt~i-,E. ",. jk*Jl-"'-~JI;·AtJ]'~"JJ1l·1'-·1k*JlI/lcJ)' iI!lit,,-jI;3i~

eAr11H>"1Il.:t •
(137) ); • If,E:;t1:jI;9J,~IIl.:t' '""##l~'~;H>##lIHt.t;fm't.A.At~JI;-".lIlA.'Jt

# ("4l~JI;) , A""AtJ]'~*'J J1l00 ' ~~oo., (I) - (5) .lJ:it1fl.?' ' J!.A~
,. it#!R'l.•



OO~.J' rm••A••••&~*$M2.&~Z••• '
M~ft~Z~OO.~*~Jo~*~&••A~~rr~~n~z
••n~o.~~,.§.~$(.~).2,.rr~~nA
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I. P1 ~ iG J'J?

r:!li': I!I<l ;J:. 1o/J~11' J ~ og, f.ii r:!li': I!I<l ;J:. 1o/J £JHT 1'f l!lH~ P] J (U K

Biobank Ltd.) '{;\'iEl31iin:~iE!;.A-~~HJf~W.*(Medical

Research Council) , lIiil!ll Jjfi::!ili~1lr (Wellcome Trust) , OOIJIHlfl

(Department of Health) , i¥i§f!Ilj E1Yi:liEJrlff (Scottish Executive)

:& j1§;fttl!lIi\l;~,*~ (North West Regional Development Agency) ,

tJfinl!Mli'it'itjl'w.~~ (Joint Venture Agreement) i¥J:nrt ' ~lQ)tIJ

jl'~9:nEi"J~~'fiI'1'IJ'I1.:L}P] (a charitable company) 0

r:!li':I!I<l;J:.1o/J£JHT J m~1lr (Board of Directors) 1lf~:!Ii':I!I<l:L}

p]$Li¥J:L}p]m~ (company directors) , 1oJ:L}P]nU'l (Members

of the Company) -!l!f~;HJf~W.1lr (Medical Research Council)

:&lIiil!llJJlHi!i~1lr (Wellcome Trust) jUI ; 1:t!~:!Ii':l!i!<Iig8t$Li¥J

~~S't8t.A (charitable trustees) , 1oJ:9'fi§ilEJl!l'Il<l1l!llJYT~~~~1It

(Charity Commission for England and Wales) ~'U 0 M~WI'<:j:l1'f

1iog,m~ ('2ijoJ:'i':) El3:L}P]nx~-'iI!l.!jHJf~ti!hWl'(Medical

Research Council) :& 11iil!llJJlHli~WI' (Wellcome Trust} ~ IQ) if

$' , :!f:\1iog,m~El300JJlHlfl (Department of Health) , ~*liJf~W.

* (Medical Research Council) 'lIiil!llIJl!£~WI' (Wellcome

Trust) , fIo.*i§jiiElYi:liEJrlff (Scottish Executive) !Ji!§1:lf&JYT¥.l**

(University of Manchester) 51JJIJif$' 0 m~<:j:lB!1'fJ'!iiIlifll~mf4~

9;O~~WW~~ 0 ",,,

m~ WI' Ii!! jt.f *Pi r:9'f ~ ;J:. 1o/J £N 11' iifu lOll! l!l' Yi:l lOJl! :y,g l/Ii J (U K

(155) EGF. sec. III. A. 1.



Biobank Ethics and Governance Framework, EGF)' ,,," jjzliifJii~N

ft-W~B.W~.N~gr~R••J· •••••0~~.

(corporate governance) , §t3~~:'I=.1o/1~Nifrgtl~f[Jii.l:imj~~~

R ; m••ii't~Nifil"J1J[0] .&~J!.:'£:ilr (overall responsibility) ,

~~ B 1f\ ~J!l'![J'!&' E13¥J\1f~/Hill[J::I::¥'f A (Chief Executi ve

Officer/Principal Investigator, CEO/PI) .~ • :!II••~T~1"f

rt~i!+~.!'l..J (Steering Committee) , EI3 CEO/PI::I::¥'f ' .'i'iii't'Jf

3i:H1!lIj~ (scientific protocol) ~!Eimi ' .&~~:'I=.1o/1~N1fil"J1J!oJ

Wf4*E1tW! ' !oJ CEO/PIm:±JM!~til •

~ ~ :'1=.10/1 ~N if ~Ji 1"f T-; flj\J r ti!! [ill;~~ <j:I 'L' J (R e g ion a I

Collaborating Centers) , ••:l'[~~W1'!iil"JJ[':¥4Wtilii>:' jjz9:E13

~Ji1:E~ifjj(WT1'!f**~ rt~Jii:J,lJ<j:I'L'J (Coordinating Center) ~<j:I~

R ' fJii:ffW;1UHri •

~~:'I=.1o/1.ft~rgfi§.~E13.n~r~R.~R~.!'l..J

(Ethics and Governance Council, EGC) .fit· EGC 1,fiE13 r'[jl*'Jf

3i:thl,. J (Medical Research Council) .& ri!tjjjjf)jjH~:&. J (the

Wellcome Trust) pmJin ' ):).jgijn (1i~~~:'I=.1o/1~Nif ' 'IW*.Jf3i:

~.'W~jjjfm~:&.)~1Jrt~~'lii~r~~:'I=.1o/1.ftJ

~'i'f r~~:'I=.1o/1~Niff1ffiJ!.~J!.tiliJ• jffi1f\ EGC 1,fi):).'WIErtil"J

1Jrt ' !oJm••m:±JBZ:~ (reflections) !jJ(m~!jS (criticism) ; 15

(156) r'* ~ 1..#1;JHt{~.l:£ §1-:;f; j£ *,.fA: J (UK Biobank Ethics and Governance Framework,

EGF) l,f,d1*@±~;'j;jl.H~u.~1i.Dh1t--.ftr::t;ij>(UK Department of Health) ,.y*~Jf

Jt WJ 1t (The Medical Research Council) &.ftr~JA~±~ (The Wellcome Trust)

~#~'~A*~1..#1.ff*~~.l:£~*.,~&.~#§~~~m~AoSee

Richard TUlion et aI., Governing UK Bionbank: The Importance of Ensuring Public

Trust, 22 TRENDS IN BIOTECHNOLOGY 284, 284 (2004) ;}]"if*- JL4': lfJ ,~, '
0, il 1. ,";IlAt1l.Jt iHflR.~M il-)' «#" iJe#;a,~» , !f, 15 ~!f, 8JA ' IT 20-25
(2003'1'8Jl) 0

c



*1~ii1i1:m@]m ' NH'iB'''' IIErta"l~RtrJiJ'l'sJlJ (formal statement of

concern) ; J'EltJ'i'm~iJCl'E;li'oi5'ft r'iIIm (~,t*¥l'Ef'Fm;jJ(:off'Fm;Z)

101ffiiJ\\'SJlJ (public statement) , i!l'~, 0mJ~fljiili!lfi1l (ilHi;

EGC~~) J;)'ff-m~~ 0 ,,,"

2. S'j-~ it; J.2.

5R:1O!<I:'t'!o/J~lH'Ta"l7HlBYiJf1l1 (external government) '@J\5 : EI3

'8-lillfiillf1l1~ 1'l1\1TjjlH'T I fiillf1l1'1i1''l't J (ethics review) J;X&1'1!rm qff

'9\:YiJf1!!~mJ (Research Governance Frameworks) ;zm~ 0

5R:1O!<I:'t'!o/Jmfl~.~fi¥m'9\:H~••~••••m.
15R: IO!<IIO!<I*fll!JJf!!!1:'~ <P ,c.,m'9\:fiillf1!!~1'l1il J ( National Heal th

Service Multi-centre Research Ethics Committee, NHS MREC) ~

'l'to~*,mm'9\:;z§~,~~~~,~m15R:1O!<I:'t'!o/JmflJ

••~'8-B~$.'~.E13~f1!!~•• ,m.ffi~ml'E'M~

I 5R: ;f1} jll\j , IjH~ Wi .& i¥ ;f1} 00 ;Z ~ff '9\: YiJ f1!!~ f14 J (R e sea r c h

Governance Frameworks of England, Wales, and Scotland)' 15R:1O!<I

(Governance Arrangements and Supplementary Operational

Guidelines for NHS Research Ethics Committees) W ' 'ilf'l!l'i/!H#,l

1& ' !liJl!¥omz 0 '"''

F!Iil~~.~m'9\:HmIJm'5R:~:'t'!o/J~lH'T~.l'ljJ!Hlt (1£5R:;f1}1il)

I fll! IJFi 'l:l' t1 III ~,1i!~!(i m '9\: YiJ f1!! ~ fil'i J (Research Governance

Framework for Health and Social Care, RGF) J'iffJiJ!.l'Es"lJ'HE ' '@

fi5 : (IYJ)

(157) EGF.sec.III.A.2.

(158) EGF.sec.III.B.I.

(159) EGF. sec. rIl. B.2.



I) ~~!t1o/J£JHfWmH',::<i] (UK Biobank Ltd.) i'f-~ rJiiJ!!J

AJ (sponsor) 'J!!liti*-l;JJ~~ilIJJ'~J!l1' 'iiii~:&~J!!JfiJf'Ji:PJT

w.f£j§l;JJ3i:mJ1.tl\ll •

2) ¥Aff:!li: (CEO) fF-~fiJf'Ji:1:j<'fA (PI)' J!!:trl:i'HtlllIJ£

fiJfttl, ~*MREC£mll' rtbh~<p{.'J' rJ:l!l!&.g.i'F-<P,C.'J :&

~lj'it <p ,c., (assessment centers) £ ~J!l1 ' ~fiJf'Ji:~£m~~ ;Mi

J1.tJtt~$JfjIoJ rJiiJ!!JAJ j((~ •

3) r tbh~<p ,c., J J!! j((fi B 'M fiJf 'Ji:i5ilIJJ ' Iiii*;It.g.'f' fiJf 'Ji:H

llll] '£J;lUE: ' MiilJllt\ll:&'iiii~PliW~~fiJf'Ji:m[llJ£A~ •

4) nl!l!&.g.i'F-<p,C.'J J!!j((f{ (~Ei3 rfJjji1+'J!l'~fTJ) mtiJ<
flI.!4!1JlliJli"lf;lij),J.i'l (scienti fie inpu t) , iil!flJ!4!~HlllH!~ (study

protocol) :&f]i!.Ff£fiJfttl ; MiJ!!f-t~ rtbhiloJ<P,c.'J fMfHlllrJIi"l1:

~H~ft •

I3i 2004 Jf. rA iill~iillit; J (Human Tissue Act 2004) £*~

:iE:' '''0l~1<ID!t1o/J£lHf~1oJ r Aiill~iill.ff.)J (Human Tissue

Authority) ~lfl1t~~c·

**lI\'I~~AiillliJf'Ji: (research on human subjects) £*~ij;'1j ",,'

.~~••J!l1.~•• ,~~rwm~~J~~II·m;lt~••

II*~~E!W (professional self- regulation) , jjjj~Fn$~ilirJ • ",,'

WF~n.r~~!t1o/J.ftJ~J!l1:&.J!l1Ii"lE!W•• '~••£

fii( jill • ('" )

(160) See Human Tissue Act 2004, sec. 13 (Available at: hup:/Iwww.opsLgov.uklactsf

aCls2004nOO4OOJO.htm) .

(161) JONATHAN MONTGOMERY, supra nOle 67. 31346-347.

(162) Jane Kaye & Paul Martin, Safeguards for Research Using Large Scale DNA

Colleclions.321 BRIT.MED.J.1146, 1147 (2000) .

(163) Richard Tutton et al.. supra note 156,31284..



f51 ' 7)-jjIJnl.i1i rlN~tJa1!tZlJmfRiJ' rlNliif'i'tfre:JfJ1!tzlJmfRiJ'

rlNU1l<rzlJmfRiJ :&. rJi!jl/,ll , 1it!!1TlN~:iEJ (§::XJj$~~-) • :J'l;

~lN*~~ffi.mm~ ••-.ffi'~~~lN1!trm.~.~J

:&.~lN1!t ri'iJ:l1f~pq:glN'j[J1'J •

~~~.~~.ft..~§~,ooF~ ••M.m.~m

B}j , i%'~~~f~fi9 :

*l@ 1:.1bJ~{t 'i5' -tut~M~J'J ~AtJA-iH}~ZIf-:JtBi.J_iA~-jfi&_ ' >;t

?kil!~#,6!}-fjj~, -ttltli*if;& ' Jtil!l@~-HtBi.Jfli1f·

*l@1:..~{t.~.A+.ft@+L~+~aA~Bi.J1:.~

~~'.~jfa,.&~,~ft~t~1:.••ft'.~~
*~~~,~.~~.&a~~fli1f~~~~~~~m~

fli1fa~·•• Bi.J1:.••ft.~.3,~«••m~1:..

1t.~*)'%'ffil6H-~if•
#¥C~f~.~••• :.&~#'Bi.J&~~.~~.~M

ffil*Bi.J«.M.'~~«~Bi.J1:.~~~~•• '.A.~

(),%.ffil),~a.~(*.).·.~*l@1:..~{t.~**

ff.&~.~#'Bi.JA'••J'J.~3~~a~.~,~~
~~A~.&~.~#"~~~A~~~·~~~~~M~

~~4~~.#T,-fjj~~~~.~Bi.J.~*·

*l@1:..~{t4jf#~3~~~,.an~~*~'ZIf-:Jt

(jf.)*m~,a~~k••••#.'·jf#a.ft.
~Mm~.~••a#¥•• ,~~••• mBi.JBi.JZIf-:Jt
~·~•••~.~••• ' ••~*~Bi.Jjf#a.ftBi.J

fit'&'·



(.::.) *~1.4bJ~H.g r~·ttr-J:t:J

l.1iU:l (Competence)

r[5]~ljt1JJ 7YI,j5&f'FnX:[5]~s,,:!jJrjmj~j't- (precondition) 0

~~~~~rrm~~r~W~J~~+~~~+A~~~~~

m:&~}E~1J£nX:"F-A 0 , .."

2. m.lll! (Voluntariness)

EGF 5"'~~WUK Biobank I!!*~Elm 0 ~{~m~HilJi'

(recruitment) , j:tiiH)JWm1:E~ ("JilES":!) ~W~j!HTm~llimJ

f};fs' ~JITi*t*Il!EtI~llffi (~~c) , 7tnX:~Wf1i1Ji'm.lt, 1§'j;}*jE~~~

W~£ EI EtI~J!i.i'l ' M!:$]I!:)(1tft~£1irttlHT 0 mliliU!if~!Jia

£E1m,m~A.1:E5~·.~(~••m)jJrj'~WG*
r[5]~J 0 , .." ~W~[5]~~Wj& ' M!:j~I\jj'jIl;'fJ!i!:±l ' ~m:!~5HEfi1J

3A!\ J1i: (Disclosure)

M.r~mJ[5]~,.m~W~1:Em~A.~.~T'~

~~T3iIJWm ' jfjj[5]yg~W~~~~£l'H'T : ,,0>'
1)~~~~~rr ••~§n(~M:.m.II;'fM~m~.

i1]( , jfjj~FIM!Bll:~I;U~Hilllj ,j;}:&~W~HlllIJ£Jm\~~WfIJ~) ;
2)ff$II;'f~~m£~*W.M'.~"J~~M~~~~W

~jfjji'MBIj~~n~M(~W~"J~~.~~••~.
:!il: ) ;

3)~~~~~rr~~~$W~~*:&**~~nH~~~

&.@~mfi~~~'~:&~W~ft~~~.~,~~~~~

(164) EGF, sec. I. A. I.

(165) EGF, sec. I. A. 3.
(166) EGF.sec.I.B.6.

(167) EGF. sec. I. B. I.



'i7J~JHT~*ifJlf'Ji:~ilfftJJi:k1 ts'J&,~'[:1 ;

4)~_~'i7J.ftn~M.R.~.*~$W~~ffiW.

A ' ~9'\!*f~Ito.m~*~*im\~;fi1iU1'li ;

5) ~_~'i7J~l'll'Tf!lIEt421fJ(s'J~JJ~IHll'lJlli(safeguards) 1'2f5 :

J;JPJ;@J'-\:lJ:iiS1tff5J'-\: (in reversibly anonymised form) f~~~1ffN

Rf~* ' MzJtll(fi'r~UIJ~;tFlJ:iiS1t~MRf~*Zm~1Ji) ;

6)~_~'i7J.ft~.:.~~MR.*zm'Ji:~m•••

i®~_~'i7J.l'T (UK Biobank) .&t§~m{ftii!!fi~.!"l* z'I!tllt ' J3.

f~*R~:f!fi!l!7'Cl'Jll ilJ:iiS1tJ (anonymised) 1JIiiJ'!fi ' ~tj~mf:ttfJlf

'Ji:*f{#;'m ;

7) R'!i~±1ill (commercial entities) ~*iPJ:§[$~j!f{#;'m~_~

'i7J~l'l1'TZ flilff ;

8)**PJ~~~.A·.ItoW"§~,~*m.~W*f;

9)~R*f·D••~.~~.'~_~'i7J.ft*:§[~.m~

W~~M'Mzm~m'Ji:*f~m'~~~~~M~ltom:k~~~

fJlf'Ji:tJJi~m~ ;

10) ~R*fPJ~l'f:fiiJBi'f{~• l'JU!fi~ • J3.1'5'i:l'f:liiJl~1!iJs'J1·l!i

i5tT ' jgt±J (withdraw) ~_~'i7J~l'l1'T ; li'c8·.f!l!1'i"lfli1Ms'Jjgt±JJ5JT

l·t*s'J~iil!i (the meaning of different levels of withdrawal) ;

II) ~_~~PJ~l'l1'T7jk~ti)I*iW~R*f.&tl*:k~ffltJJi{JiHi'f~9f.'!!I!0

~IJ~ UK Biobank f!l1EJ!!M_* OOJ)jf~'Z ~jj'*c£!l, , ~j~!()1Z

ii"l.J~R~i®m$,m'Ji:••m~PJ~~~R*fm~:~_

~ 'i7J ~l'l1'T ~*i '* ~JO§:, ill • f#;, m UJJI\ ~ f1l! JiJ!B'J ~ I1t (m e d i c a I

records) ; fE!!,gOC!{fJ:!'i7'C'I~BJlW'mill • {#;'m '2r~MillJij:j\ll)'~ijc£!l, $ S'J

UJJI\ ~ffl IE'iii'N 0 (,,"' Y. ' fJlf 'Ji: &111'* i}j; ~*i~ :tJ {#;'~R *f BJl[1Ji( : UK



~F{ij!~W1t ; l*mWm!2?dilf3i:i¥JM*'&1'~mlfl<~W~ • "... ..t
~.m~~~w~~.·~ai¥J.m·~.~~~·.r~.J

1i'iJ;g • ID>X'i.'Z~t* .
4.JP.M- (Understanding)

r~mJIi'iJ.1'••*rS~..tJm3i:A••Em~TW~
Ii'iJ.M~.i¥Jffm·~~.*Ii'iJ.~(~w~)rI~..tJ~~

.m3i:A.Mmffli¥J.m·.WFi¥J.~·~W~~~.tt$

(l'Hc) ~iMUK Biobank ZilrJ . iIit.~~I.fH\HI"IIl'.!i~· '''.'"§7'i: •

jjJlJEa"J~iM~~m~Z:rnjjn~HIJWII~ UK Biobank a"J1HB ; ;l'!;
~·jjJlJEi¥J~iM~" •••~~.m·~m3i:~.m~Ii'iJ.i¥J

~~·~••W~.~;•• ·~.*jjJlJEi¥J~w~.~rli'iJ

.J~W·••~~••i¥J~~·WAW~~ffi.·~.~E
W7i':7ti¥Jm!11'f . JEjjJ~.fF~Ii'iJ.pJi~9m.i¥J.§.JJj.m·

5.~;t (Decision)

~~ilrJ~ffmr6~J.rm~Ji¥J~~.·~~w~

rJjl.ll:@:J ~. UK Biobank • 1i1f3i:1!Il1~~H~H~j*;l'!; rli'iJ~J . ~~):)
r*c~!lu ; fiH&· ~iJ4';~t~~ rUfITIJ (enrolment)· j~m (W~~

~m~•••mZ)~.,w~*(i¥J~~&~.~~).
ill: • ~l*~ItuIfJ( (jjX;l'!;1l!lWm:) • "'''

6.ittlt1f:it (Authorization)

~~~w~m.(m3i:~)~ffl(;l'!;.*••M~.m3i:)
i¥J~~~ft·~;l'!;jjJ~.r~em.J-M·~W.m·wn

(168) EGF.sec.l. B. 2.

(169) EGF. sec. I. B. 3.

(170) EGF. sec. I. A. 3.

(171) Id.
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10m ¥~Mt1anl1:* 'n" , jjJ1Ttt 'm' J:.J.Bi.@!AEi::ti*1'i:: 'n" ~~
ill'¥~.M.ZmftMm,.~(•••}.r~em.J
(blank authorization) , -fill r.jllfli5IO]:§:J (generic consent> •

ffiF.*~OO••m~r~emnJ~~~,m.~~•
•• IO]••m.*••M.'.*••Mrr$.~Rn.~~~
~.ftMW,•••~m~::t.ffWM.n'U·~Rn,•••
r.ffl<J tJl'i*:&i"f*4*~~~~~~lHT' l'J®l rt~Hi'tJ (donate) Z
ft.· •••• r.mJ.*••*4.,D.~~B~~~~
.ft~~.*.~Mz'um·.~J:.J.~'ffiF~ft~•••m
• rWUtmtfilj. "",

7 _i! tl: (withdrawal)

.J:rll&: rEiAA••J ~fflflll' EGFafJ~'m'•••W~tJj

~.'IJ (right to withdraw) ~1fj<~fffiJjUi'fr",, ~ol'!J1J!E!3 ' .El~

~ffW.R~m~T,~tJj~~~~.ft·m•••-.El~.

~';I<;9.X9EL ' H~I!lli~ Ei .~tJj •
fiHUU"J 1'j& , r~tJjJ R?1-=f1l!: r~~lf,f,M'rJ (no

further'contact)' r~~mM!iiJ (no fu,ther access) :& r~~fJem J
(no further use) -=fill· r~~lf,f,M'rJ ti':i:;R:~~~~lHT~fE~ITJ:m

••••m~,mjjJm.~m••••~.mZ.M:&.*,
1!!jjJ Ei•••~OO!Jjft~crH~l[)(jit- :~MI"Jj!I ffi •

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

I 173) 1 tl"''lilt.. jilL/:. IJljl~ Jld!,;c~ Jt41- ot • *;1.- fUk -'Ii./!-;t 'IIlt1i.1II • .,!t-li-li
it:'t1f~I/<."'l'£.·Jtlt1i.III-i:.1;~·:<nlt.-tf-~~ilj,j-A rj~;tJ'l:tJ (spec;fic
consent} -i:.~ffl· P.'IJt#4,f>IJlI1i.III'l'£'ot· "'1;llj,j-f-*~-i:..jOj.,.l: (jt;t) J'I
:t. ",l!:,~lf.'JTlt:r-lf·

I'M)"~f-~~•• ·.~~.R•• :"~f-~~~~•••811&J'I:t·
1m) r.A'J'I:tJ· - .. ril!lAJ'I:t~w.j'J!\!i!II;t".JtJt-i:.Jl!JAt· "'£iI!lA~)j_

i)t-t.:t.;{tJJl, Q JV McH;1!e, supra note 18.aI80-81.

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

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



r~~••J~m••~~.ft~~ffi••W•• 'ili~~

~••W~••~••~~-~~_ffi,m~~.m~ffl••
WlI!Il*pfiWHtz_ *4EHJil:$: 0

r~~~fflJm••~~.ft~7~~ffi••W.M'ili~
~~••W~••~••~~-~~.ffi*,mMM.~*M
•••~••W~_ffi&.:$:om••WM.~eSm:.ffi
m£f'j.pfiWEIlj(f/fi1i7t1HI!1~~%~, 1:E~TIJ:.w(Wrn9:1£ 0

••~~.ftM.~•••WM••~~••&_W.~
.'W.~••~oill~r_WJ~~.ffi~~.M*m~0
ffi~§~~Bm(W.),m.$~E~~~m~0ffi$8~.

A~jfNo

~~ffiF.~••w~.rm.J~.m••N,~m~
mffWM.m~'~~Mm••Wm.r.~mBJ' r_WBJ
~~••W~B~~.~••• o••W~W.lI!Ilr_WJ.
~,~~&~.(••••~~.ft~)~.'~••:$:••
N~~~(~~~~)W(m~~(~~~)*~.M·~~~

fflo

-=- . ;J1<. t fit~ 11f of+J.f.

OJ<~IJTiWti{;E1i7AX • tlfl'1!!{I5!i{'!', ''''' '1F'ij\@j~i:£~.t:)AI!1'

.~£Ji!Ii"J~tzg£if~ 0 ~fflj deCode0~~ 1997 4IoJoJ<~jf!ZIffW~l\l

•••• ·R~~m~~A~~tzg.ffi~.N.,~~•••
~~0~•• ·.~:$:.M.*~IW•• ,n~.D••~

(178) Michael J. Smith, supra note 9, at 66-67 ; .:it )i!.f'J 1: ,lR-' <* jQitiL 1:- f\Y7'!&'lb. ffil
fr#~ ••a.~#-.&••a ••••~~.~), «*~*•••••»,
;li54 $n ' IT 45 (IT 55-58) (2004 -'I- 6)] ) 0



l!llJ • .M1iliIJJi:: rfJ:l!:JjjHI~r~j1'f:f'4IllitiJ (Act on a Health Sector

Database) (.L:J.Tf'Jlflll rfJ:l!:JJlnU4J!l!$J) 0 """!J!J!t '1Jl<,I;i,~~~lil

-@m <P ~J.!I! (centralized) , 1!l\$1JH:lj~A fJ:I!:JjjH~:f'4 (non­

personally identifiable health data) , :i1I~I7J<!;j!;~fiC~iJi'(fJ:I!:lJln'1i':F4

87 r #l1JJlHI~I'~li'f:f'4IiliJ (Health Sector Database) 0 " .. , &tJ:H41ll<

•••IJl<,I;i,~fiC~~.~.·.M1~:i1I~IJl<AA~A~.~••

[!,;J i'1i' N • jjjj W!F., jijij j~ m illlJ <P ~ j1'f :F4 Jjfl - r lJi EISI lU4 III J

(genetic database) 7St.. r*1#; Ij~ ~lIi 1':t :f'41!ll J (genealogical

database) , ~l"Jfi/inX:1Jl<,I;i,87 r:'t!jo/)~lHTHillIJJ 0 "'"

~1"J~M~-~~~m~W~~(7St..~~~~m§)~

$'IJl<,I;i,m~:'t!jo/)~fi.M1~~~r~ml"J~JmA;jjjj~~

rmJi::I"J~J (presumed consent) .M1-'f rill!J¥:iJ!!l±lJ (opt out) ~

ffii'fIJ 0 ",,' 11i: r fJ:I!:WW':f'4J!l!iti J 87mJi:: • 17J<!;j!;AfiCl# IoJ i&JfttiH!:l

$ ~~ , ~~~mt!!~W r fJ:I!: IJlHlIlr~ 1':t:f'4III J • jjjj ill! t¥:iJ!! tJj (0 pt

out) ; '"'' mtJj$~J1If&' $~'liA~Wi1':t:f'4~~~jIft.JaA.Jifi:f'4J!l!•

mx~w.:f'4"mm~~o11i:&t$~mJi::·rr:i1Imr~.~J

~~.#l1mJifi:F4M·.*.xr~ml"J.J·~*rS~JXJifi

:f'4~~j~f'FDJJI\ill'¥.fJi::fJJf'J'\:~m 0 ,,,.,

r•••:F4.$JurmJi::I"JDJ~.r~mI"JRJ~~

iti • "]1 iEe-1?r1JtJtm • ~J\51!tW\l!njOth~10r (World Medical

(179) Act on a Health Sector Database no. 139/1998. available at

http://www.minislryollJeallh.is/laws-and-regulalionslnr/659 (last visited July 17.

2006)
(ISO) Act on a Health Sector Database. art. 1&2.

(181) See Jeffrey R. Gulcher & Kari $Iefanssoll, The Icelandic Heallhcare Database and

Informed Consent, 342 NEW ENGLAND 1. MED. 1827 (2000)

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

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

(184) Henry T. Greely, suprn nOle 47. at 789 ..



Association) WMannvernd c,,,, *J1~ , :;'!$~e~IIW~W1!:I r~Dffl

~.J~.~'~••&.~~&8~~.0.~ *mft.
J!I1 • c"" 1'ft 17jd~, i& Iff WdeCode 0 P] j;) fim ff wg. ~mft
(epidemiological research) 1i\*~wg,'!',Zmtili~M' llnf'f'fIJIfl e
~••Am.Z~a~••M.ftmft' ••~~J~~'~
mm.*~~W1!:IzrmM~.J'~.~~·1'ft.W•• :"
*JliJl~ rtt:$:J If<'f ' #1t1l:Jl)(11}~W1!:I Zmti'i~ff,· "", 1'ftLJ&~
$*~.1!:I.~,.r •••~.M.JW.ftwg.zmft~
~'X_lflft.~•• r.~.M.J· r•••M.M.J~
m' ~1!lil.f'fW:m. "u'

Mannvemd *J1~eloJ~ifHEI~~ JjI,~~~~ (European Free

Trade Area Surveillance Authority) COO" tli!/fgmff'tl • im~lJi§m ' l7J<

&\',r~!'(%Hi~t& r.Jjjn~NI!lI$J ' t&l*~~Ii','i1\!!-n~4tUA.~4
J!l'M ' m1:'f:$:AZ r~Dm~.J· 190{J1<!<I;~~1i!li'i;f,' ~l* r~D

tJ'iIi"]'@:J ' i!i!i~nNlilnllt1S'~Jl:tJ":l!!:* ' milJ!fHlfIlili:Jj) 0 "",

«UiiJ17j();;>'lj~2000 :tj"jf,I]5E r:'IJo/j;i]H'fitJ (Act on Biobanks) C ,<0'

••Am~~.:$:~l*.·.J!I1W~lflor~~.ft$Jt&l*

~~~.~~m~rmffl~.J~~'~.7.ml~.5E:~

.~~~~.ft~§~ml*.~A.~~.:$:,~.~mm.

(18)) M,novemdi.f.dJ*"'" #!!'#A.i-.'JfA.'-' -'l-A1i.lI;,ld, ri<ilt'",'fr,t."'J
#j" AfI. II!] t\.M ~-.. • 'if JUt-.ti!I~http://www.mannvemd-islenglishl 0

(186) Michael J. Smith, supra nOle 9, a181.

(187) H,T. Greely. supra nOle 47, al789.

(188) H.T. Greely. supra nOle 47. al 789.

(189) ~.U dJ l1!'J Iii J<!Ii!' ' 7l~.U dJ l1!'J g PI 11" n~ ~"'l1!'J '" J<Jf.i-"'·~niI '
if .ll..'S' if JIlj,J;; hllp:llwww.eftasurv.intl 0

(190) Michael J. Smith. supra note 9. 3182.

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

(192) Act on Biobanks. no. 11012000 (available al hHp:/Iministryof1lealth.is/laws·and­

regulationslnrl3l visited on 2006110109) .



~z -;JJ llil ' E! m~"J I W11'f IOJ~ J ; ME 1!1! i!fWtrJ lIff1"f J1i: mz §

~"J ' .fIJf;ii;W~~ , &il?Ht*#it7i<?.1JiH'¥~~!fo/J$lHT<J:I 0 "", 1OJ1~

2m.~·m.~~~~.§KIOJU;.§IOJ•• ·E!Dm.~

M~.zM*I!1!~M.·@.eE!D.*.lli~m~~.~.

~~¥~~.~M.ili.§~M~.~~!fo/Jg*·~!fo/J.

lTlt<m 7 fl!j;m 3 JJj1Jj~ ,m~lOJuJ (assumed consent) mJ:l: . iSll.

~~W.~.~••~-.tt.m~~•• ·~m~~.IOJD

#itpJT~mA"J{I*3<:~ I ~!fo/JiJHT J jJf;~ 0 ,,," 1OJ1~m 4 JJjMEiSll.

~·m~IOJD~m.~~~~.§IOJ~;.§lOJm.·n~~

.~{l*E'i'il#P.i;mll\'t~ ZflJf;ii;jfjjflJIfj 0 "",

(193) Act on Biobanks § 7, para. I (In connection with collection of a biological sample for

preservmion 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 wriling nner the donor

of a biological sample has been informed of the objective of the sample collection, the

benefits, risks associated with il}s colleClion , and thai the biologiclll sample will be

permanently stored at a biobank for use as provided in art. 9)

(194) Act on Biobanks § 7, para. 2 (A donor of a biological sample can at any time

withdraw his/her consent under the tenns of para. I, 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)

( 19S) 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 an. 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 hislher biological sample to be stored in a

biohank for use as provided in art. 9, in which case it shall thereafter only be used in lhe

interests of the donor of a biological sample or by hislher specific pennission . but see

also para. 4 an. 9)



~i:J;~5.2AP.i>~il+IAli~ij§lW (European gene pool) 1:j:I~

~~tt~-x'~~~~AD~~~xmtt~~~~~L~~

~~1iJf'Ji; 0 '"'' P.i>7@filt r~rY~5.2it);I~HJHT J (Estonian Gene

Bank) , mIDJJ~rY~5.2AlW~129fJJf'Ji; , E13f4~* ' llllgmWi&rtA

!f'j7J:(£ J999 "F*flnlGB"J;lI'~flJ*JUj~ r~rY~5.2¥129jj','Bli3EWi J (Eesti

Geenikeskus ' Estonian Genome Foundation) , (198) rDJiB!.Jftt-Ji!te

r~rY~5.2~129~HillIJJ (Estonian Genome Project)' "", ffl):i':J:)

li~~~~m-Bm~R(6~~-B~+mAD~B~Lt

+~A+)~~~~MW~129~M'~M~mM~M

(phenotype data) Wi!ili129M~:¥4 (genotype data) 0 ,~,

~i:J;~5.2~* (Riigikogu) ~ 2000 ~II\;jili~ rA~¥1291iJf

'Ji;i$J (Human Genes Research Act, HGRA) , 'WI' 1'FP.i>~lB' r~

rY~5.2~129~JHT J (J:XHo'JfflI ri!i!i129~JHT J) B"Ji$1$fMJ.l\ 0 r¥

129~lHTJ EI3 r~rYJE5.2i!i!i129mlHillIJi!l!i3EWi J (Estonian Genome

Project Foundation, EGPF) ,,,,, pfi~~*~~ ; ~rYJE5.2i&JffJ'li1fJ:!<

.EM•••~20%'~•••*~-*:(£.~ft~~0~"

(197) Sec Lone Frank. Biotechnology in the Ballic. 19 NATURE BIOTECH. 513. 514
(2001) ; <f:ry'Jt5i..l.l!lfli'tti'3") (Estonian Genome Project)' Jf 3 0

hup:/Iwww.geenivaramu.ce/mp3/trykisENG.pdf •

(198) ~i'JJE.~~mtl&.~1t· ifJl...-s;.>fJlqjJ;;http://www.genomics.ee (itft;JJ1.8 :

200619/1 ) •

('99) -t ....1Ittl\ (;1.197) ;tli~'

(200) Estonian Genome Project 7 «~ry-Jt5i..&.l!Ifljtj'~~>·~.w.. (ft 197)' R7) :

see also Michael J. Smith. supra note 9, al 68-69 (200 I) .

(201) Human Genes Research Act (RT I 2000. 104. 685) available at

http://www.genomics.cclindcx.php?lang:::eng&show=20&sub=57 <> iKik g 2ool.if- I
A 8 a",;>cit •

(202) ~jJi. : http://www.gecnivaramu.ee (J!t{$i.iJj ~ El JlJI : 2006/9/1) <>



"EGeen International Corporation" 0

r A '!!i'l'1i!i I19lilf '9'\: iot J H 1'i 7 'i[ 34 M[i • -t::!j[ it( ::!A: J.1ii: r *.\!!

IUJ' r'1i!il19m.A~.~J' r'1i!il19.ft~.~J' rWN*

Bl'1J' rIl1im~~JtJ' r\'iii'i!:\'i[ii~$iiJf~!jli:k:J & rfjiJjfTtJl.lE:J (§

::!A:B'P/m£<=) 0 :l'!;gom=:!j[ (r'1i!il19tl'l~\il A~fj'ij'f'lj J) i[ii~is:)z:r!~i%

~J.1ii'aftJJ ' pgogBtl5 : '1i!il19m~\ilASliiti71I!!!:'fi%'af' ,,," '1i!il19m

.J.1ii~.tt.,'->&rmm~.J~IU~oHft~rA.£119

lilf'9'\:iotJ goS"; rj;Offi~.J ~OT 0

( -) lit;!] (competence)

~iil1l~.lit1J7J1'i;ez~.Sljjfjf~il*i'f 0 r A'!!i'l'1i!il19lilf'9'\:iotJ

ftjjlJtJl.lE: r~N*IjfTJ.1iillt1JAJ (persons with restricted active legal

capacity) W rm\fTJ.1iilit1JAJ (persons without capacity to

exercise will) JVi:J.1ii r£l19m~\!i AJ (gene donor) ,,," Sl'E;ez~

i'f 0

r~UIjfTJ.1iilit1JAJ ~~. (JVi:J.1ii r£l19m~\!iAJ) , i1R1M4f

i';T3i1j- JJj~i'fHif ' mg'F(§i;ez : ,=>

1).~ftJ.1iin1JA&:l'!;$lE:~.A(.\'iii.A)~E.6

j;Ois:iot 12 il*m 4 ~XFITlE:~wm (Em r I!!t~illl~jjH,i'i"ImJ ' B'P

1&) ;

2) iot lE: f-\'J!I! A jjl( \'iii Bl'1 A E £<~ is: iot 12 11* I ~); FIT lE:~~ •

(consent) ;

(203) HGRA § 8.

(204) HGRA § 9.

(205) rltl!l;m,llt!A.J (genedonor) 1X,4:s{t;f.i!~!t* r~ll~;fk"J (atissuesample) Z
A. ' iiE ltJ .7i11f AMl~$-A.Z r iiJ.iJ:#L.lt4wi!JU (a description of slate of health) J..t
r~j*J (genealogy) 0 SeeHGRA § 2,cI.4.

(206) HGRA § 13.cl. 2.



z#li~o

~~.$••~.&~.z••~r.ft••~AJ·~~
~~.r~~m~AJo~~~~.~rm~J~~~.$••
~.&~.z.i~ 0 ".",

(.::.) mJ.jjj (voluntariness)

r AJill~~liJB·'Eiti J sjJ~~~mH~. E! 1I.1l'I't'MI (voluntary

nature) • jjz~ll:i':E*~SjJlit~{$*O& E! LYJ1~. (specific knowledge

and voluntary consent) il"JtHlf~r • 1*j;IH~MJ (tissue sample) , ~

i'F- fill JJl!:I* i5rtill~ (description of state of health) 9.Jt~ ~IJ

(genealogy) 0 jjzMli~JilJ!,Il1itfJ.A~. rt!i~tI'lHI1)u ~i~~ . §

m(~~"M••ft) ••9.Jt(~~llin'MI"~9.Jt.m~~ft

omi"'.) flJ~ 0 ",,"

.w~E!m~W~m~· rA~~~m~$J~~~~~

~mIlI1Aj1'f$~1l r~11l~JiJ I"., ~i':E;li!i~$lHTv.tffzftt'4 • jjzSjJS

3iIJID~l!ItI'lHI1 ApJT¥~e"J~itfJ.-1;rJfUifIJ ''',,' 0 lilIJWf.!i!8U5iM~'R

~I EGF1@~~Z !

(;.) ~!,J n: (disclosure)

~w.r~.J~.~~m.AzM·~~.ft~r~.

illH'F- A J (chief processor) ,"', 9.Jt*!l!~BHiiiZ r&fUii!lli'F- A J

(207) HGRA § 13. d. 3.

(208) HGRA § 9 (2).1'];;'31 i.Hl1i.idf,,-ul!I"liJ; 1244 if. • J;!;t<lt1lieAAQ,,l\.
I!ljij.!l!~A~.lPTP,•

(209) HGRA § 10.

(210) HGRA § IU!;l;J'ieiHHl.it' ,l\.1!I~"jfA," r'i';;' (JU\'l!IiHf) ~~.~IJ

(righl n0110 know)' ,"jU Jl.~#AIj~1£~l!IilljH!1tkl+~i.~'1(i!!.AjHII~

Atl! fI.}~';.fIJ ) " ;If 8,~ I!J 1'tl.tl fFJ4tt;flJ (right (0 genetic counseling) " :If4li*:fdi Jt 1:
i'~iHI .ll.#;,,-J1t.r,. Jt#, ,*,i'!,J>1£,l\.I!Il)ljTfi!1t.i:.J;tIt;jH!A~;;;~iJ~'I·

(211) r~gJ4!lHJ fr!) r i-l-.il1tAJ Up r:tyJ~sa~l!lft:jt:l'I~lr1t J (Estonian

Genome Projccl Foundation, EGPF) 0 1t,!!il, t:iJJt§. 2003'" r{gJA.. 1t:t+i*'iii-!:J



(authorized processor) 'm' 1!!!i!r~DT3iIJ1"lm: ,,,,,
I) ri'iJ~J l'JElLliJlzfl'm ;
2).~m.A~~~Wmm••B·.~.m~mmffi.

~iii5·.~mliJf~'jffi~JfS(trm;

3).~liJf~m~~z~~~~~~~~~z~M'~~%

~~mmrrAf&i¥H1tt ;
4).~m.A~.~~~mX.~1"lM(_.r~m~.

flJJ (right not to know» ;

5).~m.A~.fU.mX.~~M(m.~iii5.*)

(_flO r ~DS"Jfl'UfIJ J (right to know» ;

6) .~tI'IP.trrAlf}~j'f* r±:'Jlii1l!~AJ (chief processor) ~j1j

\!l!' rJJ:!.1"lm.tliin~Z1"l:l'4J (data which enables decoding) ;.

~.g;i)HI"i¥IJ~i:t;i"\!iJ\iB"i' ~i'i**j1j\!l!'••ml • DNA tilii2!i • Be.
lJIt~mmj&;

7).~tI'I.A,~~.~ ••IJIt~mmj&tlii~M,mWM

(withdraw) !ti'iJ~ 0

( f'9) J£M (understanding)

rmffli'iJ~J~~'Jli*r~~LJliJf~Afil!!!rmmJ~~

~~~i'iJ~m~z1"lm'~'Jli*i'iJ~~r±:~LJmEr~mJ

liJf~A.m.~~.mo~~liJf~$m~:i'iJ~m~W@m

( Personal Data Prolection Act, available at: hup:llwww.dp.gov.ec/cng/

Pcrsonal_DaI3_Prolectioo_AcLhtmI) ~:JR.;t. r .i.~.il1i:A.J ~i;".#~Jl 1f:tti*:
ji~:J4-- (European Union Data Protection Directive. 1995/46fEC) Art. 2 (d) fJT:fii
rjf##i"lAJ (controllers) c

(212) {t<..!!«.~ r)iJt...fr 2003 if- r1m A.. )f#1%11}/:; J (Personal Data Protection Act) 6~ ~R.1t. '
r.n:4ttilitA.J 4Di.:;·$~~='jf#f';11.4li'4-- (European Union Data Protection

Dircctive.1995/461EC) AIl.2 (c) fJT;f,ii.z fjf#4:J.f.A.J (processors)"

(213) HGRA § 12 (4) .



z, MzIJlHI3i!i!ilt9tFlm'1A§,'i'; 0 '''''ll;():j i§''i';J ~'!llEE*!ll i,JI!

mJ 0 3':$[Q)~zf¥f¥ ' l'!1Jj~fj'jit±~J:l~:Bt (Minister of Social

Affairs) ):Jiili1ilEZ 0 "'"

(.Ii) ik;t (decision) #f~'i:Ali1l:#i. (authorization)

£1t9~~$~lE.lt9tFl.A.~i[Q)RJ~~3'~M:

[Q)RmlJUJHJlI<:l!&li'j'j (tissue sample) , ",,' [Q)~~1'F1Jl1IJRM*i5tt1li!!!!

(description of state of health) , ",,' [Q)f!'~1'F1J~~* (genealogy) ,

",,' [Q)ft.J1~1Jl1mll*iJ(JfZ~~1!izt1li!!!!):j;[,lijPffljjf~jO\(in coded form)

*A£It9~lHT (Gene Bank) 'm' , Mz[Q):\it!~T£lt9liif~ (genetic

research) ",,' , 0~fJl!lJRliif~:&Mt~t~ § Ilk] , fllUfl M!!!!q<,.rjlj1l'

No"'" i[Q):@:. J <=pMzff!!.JlmSjJT3iIJ~:¥4 : "'" £lt9tl'l~~Azl&

'i';:&!i} l:r)~jjlj pfflj (!!ll!it l:rHfIIOjjlj pfflj1!'f ' ~ ttjjlJ ' :±l't J::f:;=J B :& 1::1:

~)'ffllE~.m•••z.M••JfZ••~~'ffllE~.m•
••z!i}.emw~.nrt,[Q)RzBmo.~$1'F.,g$

SAlE : J:l~151[Q)~JfZ~i1il!iil",z[Q)R ' !!llXll: 0 "'" £lt9m~~Az i[Q)

(214) HGRA § 12 (I) .

(215) HGRA § 12 (7) .

(216) rtn~;fRftJ 4lf,6Ji!U-t-M--lffiiJt-iE' m1~ A.'1I!4*-11tz~JE' ~-lUJEr.~W~ftiQ <>

HGRA § 2.cI. I.

1217) r li!ltJ/k iJi.f.~J ;~ 1\"'it!.\.I11'~ It . '" 1.t !Id, A! !.\. 111;, II\!Azilt!ltJ/k i!1. . 'Hll.
,!\",,,.1lJti{;~· Jt±",';f;\. j'''''1l'±1tlJlJJl;· 1liHl-jt/Jt,i"H+ 0 HGRA §

2, cl. 5.

(218) rh~lit-J 4critffililtH<f~Mll..tl!l~fJJ1tA.-Z1d.i'.' d::1.. Jf-Jl 8 ':ilLj\':J~T1lZilz.~t

~Hf, <> HGRA § 2, d. 6.

(219) r!.\.l1ljjlitJ j~dliJCi!ltA'If'U[ .'fij[. IH,.mldll:lI· DNA'~~' ilt!ltlk
x~~·~j~·%lffiW#·~&~W~~£~m.Ak~~*#~W#.o

HGRA § 2. cL 10.

(220) r!tffil~Jt1tJ 4:1 DNA '$-ft!!,~n~Mt~R.<..~'1Jt.lit,'jk;:}U1Ui1fR41*:.t.#~~1t~4iU

~ .••~Jt••••• ~A.!.\.I1l·!.\.I1l.A1l••#.zfr#zm"Mz~
iHi 0 HGRA § 2,cl. 7.

(221}HGRA§12 (1).

(222) HGRA § 12 (3) .

(223) HGRA § 12 (2) .



~J ('i;$Wi!l!;~jl1HT) W it:itm1tr~i!iJ ~~iffi~- 0

~m.H·.~~••~·.~••~~•••m~~
i~U,ijl!HF)u (chief processor) ••~~t:itmiffi~~•••l'FI

l'Fz it:itmJ1!!l'FAJ (authorized processor) • ~~~t/lP.l'tAtJi1:±l

raJ~ ,JH;'f • IJ!!JlPtREn~raJ~~3<:T~~mp.irrAWf=f 0 ""'.El • 'Ii:;

*fl~.1ill • fJl!.~iRmJ& .•DNAm~ (description of DNA)

,,," f=fi~t~ i¥~mj'TJ WlFw9' i1:'&'J1!!i'FAJ 1J!!.~i¥'l:f¥~

i;t!;~liJf~i~J HWl i'i;$W%!' J ~ ii!l!;~mHirrAJ (gene

donor) • \'llj'i;$¥Ji,i%!' itl'lP.\'tJ ~fl*il\t<Zml!J~••/~!ii~~~:¥41& • EFf

m~~z1:*M~m;Y'M~iraJ~~JZ~~~E~~'

~MraJ~~i~~liJf~J' i0~fJl!.liJf~J&ifflITJZ§

~. iffit!eIfjM~;g.Jj:j~~i"f:f'4 (genetic data)' "")!!llr.{\~Jf5(

iIll{MI'iJ~J (generic consent} t!>!P;: 0

~ «~iY}'E;:<::2~~1illHJlIJ.Y» (Estonian Genome Project) ,,,"

Z.~·¥~.:¥4D~.:¥4~••8§M~ai•••ft:¥4J

W~.iB••mJ~.ffio i ••••:¥4JZ~mm~mn.

~t,!\MIJ'!l'f~~mfr it:ittnij1l!~AJ (authorized processor) !l!HJt

il"J.NJimA (data collector) (19IJtzD*~ll!rgili) • thhJ!lJ~~mlll1

AjJllm!l&ili:11::~ifjIJP;:F"9~ • F"9~~~~?; i~ffjjg~iJtJ' i!9Hr>l

(224) HGRA § 12 (5) .
(225) rDNA41Gi!.J 4:i$.~'ft1t..'JT.flIt.:t..DNA.ftu.1t.~J\" HGRA § 2,cI.3.

(226) HGRA § 12 (6) .i'.;;\.I!I"J>.lA.i/i.¥:iio;;;2l'f."'jkll\lIJ:~iHtJ!.Af~""'ot·:r­

<'e,tr!" ld.

(m)r&I!IW#J ••MA..&I!I·&I!I•• · ••#.~W#·&.&I!I~~~.
ft~DNA4wJ.i!. (*~f;f.:.t..DNA*"i!)"HGRA § 2.c1.9.

(228) ESTONIAN GENOME PROJECT 7-8 (available at: hup:/lwww.gccnivaramu.ec/

mp3/lrykisENG.pdf. Inst visited on 200619/1) .



.ffiJRr•••ffiJ· r~••ffiJBM:li.ADft~·•

• ·~~·.~•••ft.(~M.·••2.m)·.nm

•· •• ·I~~M••••ft~· r~~.ffiJ~Wffi.

r~~~~5HllUil+fif;\J (the 10th wording of the International

Classification of Disease, ICD-IO) ii5l:iit ' EI3-Jlll:f,j'jI~1U17j®i!li:FD'!Hj

(filter questions) OOMl ' m11if'B'~itiig,1;}'JlII.rD'IH!. r•••f51 J

~WBM~~m~A~rlli~J(m~L~~e·m~e&Y

fr)'8~ft~•••~••~;~~.~RM•• '~fi~W

r*JHJ1H~1il'iJ 21*~ (no> {Niti§rgIWlj'H£1& (J1l{r!im"J'fIiB!(n;!j;;';;

+~:tL +5-HlIl) , EiM~m~11A1*m 50ml ~jlJlij\miili • miili1*!iIH&

.lI1!llntl'lL rj]J1f@j{-I;:p,~J (transportation code) , iill3Zi!i!i~~JHT

r:t:'B'Jmf'FAJ (Chief Processor = Estonian Genome Project

Foundation, EGPF) J5JTJiID rt;\il6~<p,c.'J (Coding Center) ; t;\iln~<P

,c.'.lI1!llntJ.-*JlE13 16 flLY&'¥J5fim • .ELl1@fflUI!m~j;\jj6m ' l{'Z{-I;: rill!

f@j{-I;:6rifrJ • i'iiJ})!; r*Jl*J1l~nJ .lI1! Ei 1*mn;!jiEel11J + J\/J\n;!jpqX'~i!l!i

~~lHT r fJ !I& :1i~U ' r, fJ ~E1~ ill! f!j[rr: ' liP 1IJ1 DNA (50 mI ~jl IIJl\ un iili

'IS~ *"J OJ >;1< l{'Z 2~~ DNA) • DNA R m ~t1H!t51 jjIJjJiH¥~ iili!iUli

<P ' ll!i~i!i!i~~JHT2{;lIF(¥M (Storage Facility of the Gene

Bank) , l:J.fMiftll B~}fJ •

( i;-) iii Y1: (destruction)

~~~M})!;~~EGFft~~R~m~~~ili~~$'~~

~~r~~m~$J~M.~mmA~~~~rH.~1il'iJ.

r.m~i5H1i'i})!;J m!il\jilU ' 11iJ:~f1l;!'l;~:B (withdraw his/her
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( 1997)) , mlliE rAlmi!i!iltillilf3'titJ ' ",,) HJl a!*lj)( r$i'iiJ ' 13 E!3
iffi9altj1iIi"J[i5J~J (prior, free and infonned consent) Will] , ~t-i\ii!i!iltil

RNJ!l! ' m'lWi'iiJ~~IJ<m,:lIitf~J (!*lj)( rmiE[i5J~J M1~'F r$~~~

~J)T-[i5J;~~~~~~WI3~~~~li"Jr~ltiImrr~~~m

JJIi!1i:'t-iliJ (EGF) , J!!~ii!!' 0 ;lF1f;fi!\il#'fx~#~ 0 (m)

ffinr~~~~mrrJ~*@~·§i'iiJrrB~~.W••
i'l1'!t.:rt:<p*lilf3't~~~\'ll!.lilf3'tJ'fit.M'T1i"Jr"Jl'TttHilllJJ ' l'J

~W~~~~~mrr~~"J~~~Ii"J~m'M1lilf~~~Ii"J~~

~§Ii"J' r"JrrttH~JE~~<plilf~\'ll!.~~.~~Z~

~'ffliE!*mg*A~-TA'I3~#W~~~~E!3<plilf~~

\'ll!J'fi~nli"J r\'ll!.lilf3't[i5J~if J (j;JTfljjfill r[i5J;g ~ J) • n:7Hfi
r[i5J~.J<Pzr9alm[i5J~J~.~T·

(-) IV]

*H~.iE~+.~~+.Z~~A· r[i5JXmJ*WH
~[i5J.~~zm~,~*~.~+~~+aZ~~A<p~W~

.m••5~·~.~'~.#W~m.mRit~iE'E!3Xit
iE~~A[i5JX(&W)'X[i5J;g~~~~·

(.::.) ro.&i
r[i5J;g~Jffim(~E!3#W~~~z)r[i5J~~J<P~W

r* A~X#1JD~liJf3'tiltilll] , M1 [i5J~t-Ji!fjU;&liJf3'tHilliJJ'fiiIJ Z 11>'

:l'4J .~, M1~#W~ r~l1::#WJ (~!fl~)' ~5! r#WJ fif,

I3~Jltt~ •

(234) «:['YiF.'u,mII iU11U • ~j~ (ii 197) iHJ~' IT3'

(235) Michael J. Smith, supra note 9, at 83.



.~.m.,~.~~~.r~.J' •••RA~.2m
.?~.m~~.:~A~m"~e.mffw•••m.m
:tIl ' .¥~RffliJliJ3<:ji)j'lt=s7i: 0 '''')~::x ' ~illIJ!i\lE~:lt.R.jj!
ft~~.~,m~.~e~~,~~.~~~r~~m~oo~

I¥J¥WfJl1/il'n'H4J ' ;Jfzm~ rfJi!f:J:li~'fJfl:l!JJll:.1!l'J 0 (m) ~J1t '

r~.f~f J ~.:tIJ~l'l211J1rn 0

C~) i&;;

~.~m~~~~2.RA~~2~m~m:

I. iUJZ <l fli}

~••~.: r~fttt~.J~r~.~~m.~.rrR

~~~mtt~~I¥JMtt,rr••• · ••ffi·rr••=@.ffi
~.m~+.¥t+.~S.Rm~'.~.$R~~~I¥J~~

~M.'fi:lt*±~A~tt.~(••~~A2~.~m·.
~~·.~.Stt.~*'~~*"*.~2~m*±~A.

tt.~)jj!ft.Mm_m~,m8.2.M~*~$.R.1¥J

fl:l!JJll:ffl~·.~~·~~~~·~~~~~m~&~~.~,

;Jfz • lti'lm_. til!! • 2 fJl! 5fi~1t 11'iM' J;}jj! f'T 'Ii\" A11;£ 'i'l: I!ii: jj'J ~:t1i

~w.m(~m~~.m· •• ·ft~·••• )3<:~~ffll¥J

ffi~m~'M~Farnm~~*mm~A~A.~I¥J~~~*'

mJliJ~g.~l¥Jffl~·w~Rm~,~~~~~*,jj!@~~

2. l1t!f-z if#

~.~~aJl.W••~i!2pq~ :

(236) t.Jl.1'];!~3. (2) [,J
(237) t.Jl.1'];!~2. (2) '-l (3)

(238) t.Jl.I'];!~1. (,)



l)c.-m~W·~fi~M:.A¥*.M·~~.m·

~••m·~~.m•• ·~.~·.A.~~·..~~·
fiH${.,I'I!8'Pj;5~ , J;).j:!Ji*3!U!tfft§~mliJf§i: • ""j Jl:tJifi811l r**t§

.*§i:J.M.r*±M~~tt~~J*~t§~,.m••m

r~M••§~J~~~rx~~mJ,e••~~r~MJ~

r~.J'~••~;XXX$~•••M(~~.~·.~
~ • fi!Jt${.'I.'I!8'Pj;5~ ) ,,,oj .~ •

2).~•••• ·~§~M:•• ••• ·.n~·••
&••~~·~.·m~·B~n.~·~m~••~,w~
.t§~mfJl!lJR~i5L.m' J;).j:!Ji**j!t1Tt§~mliJf§i:· ,,,"

3. 'f- #!-z JR I'1t

~••$~.m~,e.~m~n~••w=:
I) ,c.,J]!••• Jj;tlne••lfl'!,c., Ei c.••M.~~IE*· , !j\(

lfl'!,C.'.f4:fi~1~pj-a, t±Wr~Eic.8"JJ:l.OOfD~~~,C.,I.'I!.1J ;

2) t±Wr)ji\~~ • Jj;tlnjIl!lA.Hi'±~~ffl9<o8"J111li5LTPj-a8"J.

~~ • ~Ot!'!&tjJj~, r~•• J iJ"!8A' rH~ft(.:Mpj-a'lni'l&ffi

!IH!j1~~ , jiXtfljjj;[~1$*tT-@;I.'I!~JE~ti1it1't J • ,,," 'HtJifi81l1 rti1i

f1:ttJRl$J §i:j5JJifiti§ , ~8A •

4.I.UHfo~

~•• $8lt8J1elJi!.jIl!lA.:f4~'-'il:fL-j~aIHUIJ.:

(239) ~J1.J')~1lf2. (I)

(240) {fo)-k<>, *~1mA.'Ii:#{f.-1If.ii.M· r{IDA..1...I.2A,'..·J.'f.;lk~Jl.J (physical or mental health

or condition) :fa r·ti.1.;1;J (sexual life) 9Ijt~ijt~1IDA..jf#Q UK Data Protection

Act 1998. sec. 2.

(24') ~J/,J') ~1lf2. (2)

(242) ~J1.J')~1lf3. (I) [I]

(243) ~J1.J')~1lf3. (I) [2]



1)&.·~m~WftM~••••M.".~~.~~.
~'~B"~••~m.~@A.M.B~.n~.'ffi~~~
~~OOf*double lock mliM~NlIiIJ~JTJ( , ffi'fl ~.li}f~A~t5)~n
r i*'iI';t;r]*5~ J ; ,,..)

2)ffi'fl@AftM~m.~~••M.~~fttt~~,~~
WIll~*G~~*6; ,,.,,

3) ftM~.~DlUIlJL i1Jl:t:HIl!W!lIJ \'iii)'!!! lYil11tlil':It I"Jg j& ' :;;j­

1iEj;),m.~WtiitA J!f:N. ; ,,%)

4)"*~~~.~•• '"~••ffl~m.~mA.M
«(/Oldi', , .1)1m'¥iJI,~~) • ".,)

~.ffi~' r~fttt~~J~~f*.A ••• '.~~~

.~.m~.m~'fl••~(•••• ).~ft••~~.·

ill., r~fttt~~J~.~r.Aft:NJ.7.~r~••
••*G••MJ~,.~@mA(mA)**~K~~.?~
1"J:;j't,J} ,,.,, (r'5~jTttli}f~~t.IIJiitjTJlJ'lfIJ ' ~IJ B i&tJUr'J~tJg~\i-.

f~¥iJmFl\& ' jBHlIif~~.K~~l!lIJft:¥4Jil!J) iIfI~ , 11;.um~}E • ;jJ;

1m ' ~J!i¥i~*!ii~.A r9<Omi"]:;j't,J ~.K~H:\lIj , Mlj#}mA •
5. i!~*it

rl"Jm.J'flm: rm~~~.ftM~&M•• '.~'fl.

~J.t~.JJt~~~l!lIJ' ~f/;HflOJ)'!!!~ , 7UMl.<i'l~-1)1 ~~J.t~.

~~l"Jm~~'.@.~~~~••M.$,D,ft~~~~m~
iI3:±l~l!.llj.BJli& ' er j;),~I.t~lir,'{jfg!Bfi!5il"Jm}lWj , fJnt{lj¥M.iI3:±l • J ,,.,,

(244) ~Jl.I'l:f;c$3. (3) [I]
(245) -t-Jl.1'l:f;~3. (3) [2]
(246) -t-Jl.1'l:f;~3. (3) [3]
(w) -t-Jl.1'l :f;c$3. (3) [4}
(248) -t-Jl.I'l:f;c$3. (3) [3}



!i'ltI:Ji¥Jfi~lJ=:

1)~~i¥J!i'ltI:J·U••••M&~~W~~~M.,m~
Jil3~$\::jJij~liff~~*; ".."

2)ffi~.mi¥J~•• ·RP•••Mm~~WMm.~M~
ffl ' mliff~Il\Hi'4:1~~~••~l••• ' ]l!W!:l'!;WM • "'"

6. $~l\it1Q

rI"JM>!? J Il~fj~!AlmlJ~rH5I.:iE: rFi> T j!fJJi!fi!:~il"Jltiiiui ' ;g;
~~Hm.ft$lJffW~ •••Fi>~~S.'~T~gW.U
!It ' f;\l1'iJ l"pl<:HillIJ~ ~~Iffi~JJlR/H§ $ ilJj: (*~JJlR/H§:I~ Ell:±:~

~~.m.mffim~ ••~.~'~.ffl..~~.~~ft~
~~JJIR). J"'" rI"JM~J ~~FJT~(1 (~JlEll•••Wi".~) I"J~

~Wi".JJlRll~: r*A~fi••~Hm.ftM~~'*AlJ.
B~••~liff~~m,;g;lJM~.~'*AI"JB$\::~~.~JJIR

1j\t·.§$ilJj: , .lT~J;llifjU¥= • J

( 1!9) .l'R f!!f

rl"J••J~••~••A••jJij.W~~.:iE'.~M~
( ~Jl Ell•••%i i".~) rI"J.~ J 5/Q·n:uc: r•••Fi>~:if..
m~~l'&* ' 8l'fliff~~N±~5H~AjJijlM@~W~8~1&~lTW*J ' jJ;(

UFi>~r~~*.JlJ.~:l'!;r ••JjJijOOm~W~~~~·

m-.~Wfi~~.WM.(X:l'!;.~.m)~•• 'TI~~~

MlJ.'.lJ~~gn-.l'iJfti¥Jm~.~·'=I~.~m~.

(249) fcJl.I'l;!;~3. (5)

(250) fcJl.I'l;!;;t3. (5) [I J
(251) fcJl.I'l;!;~3. (5) [2J
(252) fcJl.I'l;!;~3. (8)

(253) .g.,1itrll-'~~EGFJJUt·t-~::i"./i..f:.~UK Biob:ltlk'lit~.tf..5Jt1tlll'~iit.°AM~~:fl.

~'~~*~~~M*'~~*fc~~zl'l;!;'

4



.·M~~Sffi.~~dMOO·~.~~ftm·.£,u.·w

:±l 1ft jHllti1i ;LIi'J~ 0

(.li) ik;tlUx~jfjf~

Mmrli'J~~J.m~m;LftMffi.rfi~*±M~mtt

~~(••4*~;L~.~m·Uw~·.~••tt~~*·
~B~"*.~;L~~*±*~.tt~~).ft.Mm.m

Ji:J. "", ygl1nim;L@Alll1I;jt!i'<.~i:5M!W.~M • :I~ r1f\**
JiHl'.f!lfJAmJi:J • "'" jif.j~;IFfllo/)~ 0 ~;\EJ:)• • illlMtR!& ria
MIi'J.J.~·~~••~M~~.&.~~~;Lm.·a~
.;L~mffi_~ffl;L.~m.fiffi.~(~.~~~.~Ii'J~

.'!i!i I3lliffJi: • 0;t!< fJJ1lJJ!liff Ji:&M:H;L § ~jjijj~ffl ) 0

~*. rli'J.~Jffi.~fijif.jMmMmmo.-·Ii'JD.1

(3) gl'l: r:<$:Hllll!;L'Mil!l!.!¥! i:iL • !Jl.r.ij~~\ill~JJI[; (~flBr9ft'<

WliffJi:ffl A1i',\jtR~IH!Qj~ffl i.t%f,~j'\JJ,j~ ;L~Jl~.fTW1'l:) J 0 iJ;(~BJI

:<$:H~.~ri.tS.~J;L•• oRjjij· r~ftttmJi:J~~

rtR••~J·W••fflrmJi:fflA~.~tR••~ffli.t~.

~J ?A~M~ffi~·.~~.~J:)~.a.H~W;Lrft~

.l'!I)J (J'JTID!I ri.tS.JJlJ) ~. cf:!liffl!iCJ'JT••~tR•• I~ffl .
rr$.~.fi.~!.=''!i!i~~M.~~.fflrmft$J~

fiRra9 0

~.J:).·rr$.~~m••ffl~ti1imT·•••~~~
•• 0.~Y~•••••a••~.~.~~T: 1~6~~mft.Ma.

~·~~a.~~~ftw~+~·~~~aR.~·z~~#~~~~~~.~

m•••~.-.~M..•.~.. '2~2.±.~~a.~~.&~.~
•••~#~a••~~•• ;3.~.·.~••~~•••~•••~••
ft (l~ 15~1i)· "JtiUf~i*A r~.~J ~a.·

(25'1 .Jl.~.~1. (I)

(ml .Jl.J'I.~2. (I). (2)



Ma.~~.A.M.fir••$J~.fflol~r~g~J~
••ffi••A*$~~M$.rOOftJ(.~)K•• ,~.m

fi~JlfIl1'f~t1* rJElEJ 0

•• ' r~.mJ~wm~mH~m~fi:~*mH.~
.~*M.mHm·~*mH.~.~~~••Mm~~~
~·&~*mH.~.mH~••nB;JlfI.*•••~m,
• ~ *1-/ l\!tBif 5'c IoJ r 'fi' ~fffi~1M/H.El J $ M: ' ;mfi~1Mfj rr- ' ~p '*
5i'.'fi'~fffi~IM/J'*.El~lf,t.~1J'<t ' ~1lJ1f~4';•••~~[J~~ , fffifi
&;m~<IZ,. 0

M~Em~~mr.~.M.J(*m~§~••m.
~). rwm~.Jml~rr(~.&3~) ••mHm.~~•
• ·U&.~••D.~~.~.Mm~~amrwm~.J
.oM.rg.~••ftJ.m~H.M~'~••~.M
~,~ft~.~~~~~*~JE~~~'~~~••~o

3~m••~.M.,*~fi$.~.*.oM~M~~~
{!fij;J.PIT~l!I r~I'!<l~••fi{iffl.l!hiJ.~f1liJ (UK Biobank Ethics

and Governance Framework, EGF) a"JEltllmllJffiHiHtIi ' %nx r~

.~J' 3ZEI3••• r~~J' ?'Jil!P~ rJE~ft~*"JJ lI;l'<t~.

~5l:uafM! 0 (,~) ~f~*IIJEitl$ , ?'Ji~~fJilmD.nxJJJ ' Ilji~ rW

m~.J.I~' •••~~W~E1Mofi~~~••mm,~
(256) .tt~~20064-9Jll,yi.k:.:t.J.!.M· UK Biobank.w.:ttEGFiiUt-0-1P.'it?li (public

consultation) -/~r!t'l1:':tjEfJi-t.~-l'F-l-tt.*r, ·Ktit~.;i.*6!J.tT.u: 0



~~~m~$~~~om~~~~li*B~~rr'~~~~,

~~~Rr'.~.~.ff'~.~.fi.~•••••m,*
~j;J~ , W:*Jll'lfIJ.ti'i ' Jli!5i".1illEl rftlJ:1JJ mm ' &,~J'imJTiR
·G'Y~$~.~~~.'~*li*.*~.o~fi~ftOO~

ra'ImW'llf~ , ::tilEM1"f~m ' ~lif.j81nX:* 0

~fiH~,ft~§M~~rmm~~J~.~,~~~a

IIfi'l (19IHm rIIM1"f$J' r\'1lf~$J)' .El*&,miffl~i!i!i~.fi.~

.1l1 (WI/tiD r':!!lIf($J) 0 ri'.±~jf;rJjJ ~ r~Dffl~gJ fn).fIIlJi'iJ

W,m*fi$.~m.;~r~~mJ.a~OO&~~~aft

~~,*~ft~*~~W~~.~o~.~.fi.~.~~~

@Attag(M®)'~~~.$*.~rA.~~.Jwr.

fLfWJ (!J'7~~~~fL physical privacy) ; Mz~~EdjjJ(!®iI"JAnm

(i!i!i~.m, •••m'\'1lfIf(.m)~.m'.~Wf~ffl'~~
Jj1JM.i'l<iJi1:l!!;!.~ r1"fmle!fLflliJ (information privacy) 0 "'" i!lU~~

11..tJi',B<i1 ~.~~ , tiDJltm:~~ ~~~j'UJl ' ~ rID:~tt{Ji1:W J
f!l1t.~, ,,," Jj/J,'f'f ri'l<ll!iJi1:WmU!I]J ~jjg[ffl 0 ,,,,,

(m).~k••~.1.3••~(r.¥.&.OOA.£.~&OOA.#~~M••
~· ••A~.~~•••&~A.#·a4"~.W~·.".·."~.
4·~"A••~.~.· •••A~.&~A.#~am•••••~.a.
#i<.~lil~~£."-jIJ)•

(2'" .~k.1\"lf.I"'",-"-.Al~(86/12126) (.~J£"'~) r··· .. ·III.,!Htlt
a•• ,&~.¢••~.a· ••~.A~•.*E.· ••a~A••~.
k1!"n*, <l\••j~ii..l~j~i~~"<}B,il<ltJ·

(259) if';:fJ· (ilt.#.f3l1'n'i)· #.1\. .. ( •• I!I~jlfJ)· Jf 117 >'>T' Jf 179­

92 (i:k' JlE-' 1995'1-IOJl-"-Ni2~J) ,;;'ik*· (I"'ct il<.lt'tl'I.#
",~m) #.tH,"'· (ft',.) 1-1.)' Jf 153-161 (i:'t, ;t. ..... 2006'1-IOJl

3Ni) ,!<~;l:. (ft".)· Jf37-39 (i:,t, iJI'l'n· 2006'f-IOJllNi)·

fJHA ~A! •• JLfcl-;l;~. (AM 11£I1O#jm*-'~;t '" ./., N!-I1£I1O '" '" *"i~ .'1 ,Ie
fJ), #'1'>\." U;"~.i-i!A'~»· Jf353»T' Jf37l-?4 (i:k' 'l'it, 2004
'f- I JI I Ni) ("ti.,f••I1£I1O#jm*-'~;t!!>!H;-1I'AI') ~'; rA"'-£ildUt"· J£
/>I.J' !HI. rr,l\,l'l>-<}J j{1H. r.#J ufi\')·



~~-m~~m,~~a~~.~U~A~ftm~m.~

f.I~ , ffijp!il!li$:a:m::k (1!i$j*IlI;t~:$:fj'ji,¥IL&lIDt@\j~A ~m) ,
~•••a.ftA'~$••~~~@~'••Att.~W.
:$:1l"J0ZJIti;!i"

~mm~@~~~&~~0~~~~~Il"J~M·~~$.

m.Mn~ll"Jrtt~$mJwr~~.J,.~~.~mw~,

R&.~±~~~(~$~w~~rW.J)Il"J~~,ffij~~~

~~'~~~~U~'~$0~~~Il"J~~~~·~~'~m

{-t~±$mtiWl'P' rn$J ~JIj1~'Affij11i'i'l!l!a"J rWtjlf~

BJ ! ••B~.@.~~ffi.~,.m0~~~M.~m,

iJ I~.iHH'jl ~¥B;f,; , I.R iUJl1~~*~I~ , ~<lf~ i.?&~ Jjj(It;. ' ;rn~0
.~•• ,.n·.~n$.nll"JrWffl~~J~.,~ma

0~ti~'lI't~ rWtill J (~~m~{)1ll"Jtfilf"r) r~.J 1l"Jl':a*
(~Jjj(Il"J~i.iU) .

n$Il"J@.'~~~~.Il"J@.'~li.~~Jjj(.Il"J~

.·~~ili~~~•• 'W~.AJjj(.~±li.~.Il"J:k.·

W5.(~~••• )ft.@MW.m~WAtt.RIl"J~.'

.~W5m~(~~A~.~m~)~•••Att.~Il"J.

;it ; M1.:mWW.~!i~\fJ¥~± (deliberative democracy) 'Pp!illi

ljila"J~§' •

rw.~p~~Jll"JaR~~••~W~ti~'.~.tt~
.®' rmmiJ ti.:k~l-~m~(J"Jt~. (~IJ~) •• ~fiJf~lJj(a

~.~~(~A.)~.M'~~W~~~~•••~~±.
!i'~~~0~; r~WJwr~~J:$:*ZJI~'~~~~±li

*a!'!,; ! ~~iID ' '¥4!?ft.:$:~.~ , l1Il*"il1i!&Mark

Rothsteinf6(mp!ii\l!I (.~WNJjf19d!lJ!ltliil!li.&.) r:kf4* ' :kjjlj~



W~jdIffiJ.!l!~~1;1JZmWrR9J11!J (complex issues of big science, big

business and big ethical concerns) Zilf-:l1t ' jffi~OPJTt~I'NJ 0

m~lu$J~~¥~wM~Z~~~~*'~~~-~

m~u$~¥*~RUo.~,~:l1t~.,~mM~.~~~u

$m'.Zft~~IA••~m~$J,~.~m.~wMOZ

'* 'E'f 77.1:£$ 1¥~uff~J ' J;JW 1'it!!!jHT.J fElli!iijJl] , Jli!£R./f
~,~Z~jl'i 0 (,«>,

;t;!;::!J: ' 1!11m I A••~Ji)f~rl<J t!i~~"""F.*~RIJ:

( -) ~$.'" P1 .t:

I A ••~m~$J tb:-c.,P"!?,§l:D.!!;3-.=:ilfH)t : -. I*.§.~J '

=~ I ~fIj J ' .=:. I f31: rjj\' J 0

1. r fr.ll~J -BjI{;)-

1.~liff~rl<J ~mU¥~~:¥!fO (IMi!i!JI£!jo/J~N1T J) Z1'!'

J.!I!~fi\'i ' -§liS :

I) .~.M.~$.~mo~$.~~~M~.~.ftM

~jffi~~,~m~~I~~I£~~rrJ~(~~)ffi~*lli.

il'i(u ' J!liju~!l1'!,;\' Z~F'!,;\''fIJtU:tlllllrl<A 0 ,,,"

2) .~.M~~P"!~mJ.!l!o 1.~m~$J~~~M~~

~ffiF,~~m•• ·&M.~~.mZ*.§.~w•• om••

~f)t , ~~~.ry~~u$jJIJ ' ",,' ~~ffiu$1!f£ (U$g~

1"'1) • 1T i& ~Jc (1T i& g~ I"]) W <=P :5'<!: liff ~'C ~Jc (fEl'ill 1~ E s to n ian

(~IAm~••• r••••j~~aa.·~~.~r••R.j~••~'
(2611.£>0 r!t,taAj' i!ill-'l-I!JI'1.~;<'ffij~,iilTil1Jlc} , il..A'.lJ1f;tz~

.\it,"jl>-tI~~Jt*IIi·

(262) Estonian HGRA § 4 (I) .



Academy of Sciences) il?rf:Eiili = f.li:m*~1lJ< • P'lf!ll,*,'MIl~f51 ' OJ

~~~~EGF,~~~n~r~~~n~J'~~,*,~M~~z

lRI'R:& r~i!'1t1:.1o/J~IHT J ±:~liJf3'i:HillIJ ("") 1§'-@;~~w (r"",

~liJf3'i:i:tJ) W\'t!!*/iTIiJ!l1ZfJlffilj , ;l[:iEWl0/1fi,*,~¥~'5 •

3) i!l!i~1'l:f1fIlU~!lj.Il~iil~·f£t¥ii~niUrmIJ (/t!!W) !!*

rt'i!l!i~.M.~*f!Iliil~nm~.zr@~ttJ,*,~' r¥
~m3'i:~Jm~:iE±:••~·X,*,finrt:&ffilj.(mtt~wM

jJji r/iTIiJ'!I1~~~J Z rP'lIl~,*,'MJ 1'!ii@EliZ71.I)·

2. rtjolflJ ;lj!1>}

r i!l!i~m3'i:~ J m~!fWI m.:iE i!l!i~1'lMJ!l! (rMi!!J1:.¥/J IHTJ)

~*~ft.~.~.m·~P'l~ftg~i!l!i~.m~m~:&n

~.

(I) 119l-/'Fffllm/!ii 'lif7l::mSJlsll!lif, : i!l!i~.mZ rJi~J

(collection)' rJJ,\'!J!I1J (processing) • f,M'" (storage) :&fl]m

(disclosure/uses) 1§'~JU!1"'f rwtJ'ii"J~J JJl\l'!IJ • X:tR ' iji,tiliJ::X:PIT

~@ rjioH'fi"JgJ il?r Jjjii1'f'l' '1"fjjIJ~ rmllii1'*J (j'<j>!<:i"J:lEMI!!!

'5WZ.~),~~~~~.m.ffiljRiI?r~n~m,~x~~

EGF . jliYI1052:.~m3'i:i:t{tf. , ~-~!f1'!iifJl:iE' rjiOfj'ilfi]~J

iI?r~~~zn~mtt.'~A.~·~ffi•• ,m.M~.m.

:iE ' j;)JIB0/~ . j;J~lJnjf •

~~i!l!i~1'lMJ!l!n~.g.'Xffi~.zri!l!i~m3'i:J.

~••~.:iEtt(D.tt), rWffli"J~JJJl\I~rr@ffl~.*M

~tt,~nWfflm.·••~Am.ffiWz.m,m~~**

OJna"J~Hl1 ' m'fflH71~~~ • $JJt '

A~~"~~•••1:.~~B.~~~,m~-:tRi"J.tt

l&PIT~fIJffla"J r~J\5i"J.J ' m~¥ii~Jlix1'!ii/*'iilEi"Jnr,g , ~>!<:~



WA~n~~M2••~.~wm~ffl••~=.X~fum•
• ~*(.~M2~)r~m~.Jomft.~.$~.~.'
Mz.;l§.ljJjiiil(l!I.!~~ \~ri¥'iltj!!H~~ , l':f£J1:t~l'! 0

B.~OC4lt)*IJI!lJiWfIJJJ,1Zl'fIJ~Jjl3!B ' ~l;'f·€,fN~ (~~i\~) m1
.ft~r~J~.~(.~~xw~~Wm)JJ,1Zrl'~J~.

flJ OE*@1.w~DI'iJII~~n!z:¥ti~A{}l!I.!JJ,1Zti ~J!l.I$~.m) 0

c.1l1~J.J/.W51qll! r~Dtj!j~kU ffijJi~~;g;~~ml ' 1!!!:lJil*~

.Mn.o.m~.€,w~r~m~.J~~'I!!!~~Mmo

D. rfliUI4~f'tJ IJ1!~~!Ji11:: 0 ~:lii: ' j]!~~fj):JJii\~.lli'W;m\

~~~~(€'W~) ••~••~Mo.~.~OOF'.21'
~••~rnMJ~;.e~~~.M.m••R.M' ••
• m~B•• ' r.~m~$JI!!!~.~~~n$M,ftfi;g;

~m.A~.mill~l'$~B.~'.*.~WM.~WAM

mXt.,M ' DNA fil'i~Edll1lJR:t!\i5tfl1iJ!Th0

~~,~~aMWRm, r.~m~$JI!!!~~.~;l§..

rfIJ~r,J 11'. (i7IJilDjj!:1li'iJit1T~'C(fIl!lJR~'iltJJ,1ZU~m~~*@Iii'1M

2€'WA.)'W~ffimill.N'•••~.~·€'R~~~A
.~~ft••~~.~A.~'M~mBI!!!.X$2RRA~

r~)!;!J (~ftfi) • I~~~ rYi!'!}!E!\"))~l'!IT J ~Wwj!E~~RI'!ll~.

M.(.A•••m)~~••&~m~~~'I!!!~••~'
~A(.*)r~.J~•• 'Mzl!!!fi€'W~.~~'••M.
tih rJ£l:±U ¥~WM/!U ' ~~.*i!i .

•• '~~*$.X~W~$.'M~r.W$J'rW0
i;!;J' rm~i;!;J .~@imrjmi* ' ;fj;J!1!8JJIiIHf!2 0

(2) fit~i'F,Ef.lImj,'I'i • ~mfj):.~~m (~fJ&ml.rb~'fI!.) :f£

Jim 'iwliWi (~ffi) , ~jjff (~"'.'f;\') 'llem (~9HI'lii'3)' ~14



.w~@~~·.~mM~~$·.*.M~~· r.~m~

$J~~~~.zm~o~~~.m~~~~~~·~A~~

*~.M.~.*·G·.~.M.~r.m•••mJ
(information infrastructure) ~ rlti*I).IJi!.~)l:J (legal

infrastructure) l'Ji"JWm~ .
3. r .j:J:.iI!i- J ~{5t

a••~A*.G·=M~~•• · r.~m~$J~~.
m~~••$~.&••~RZ.m'Umffaz.~·~~
R·ffBR·~&.M.mmW·M~H~.m$~(~.m

0mJ~.~f\~J:.\'l-1*,jf) :f;ii~m1~ •

( .::.) J:. iJdlt 1,')

a.*ft~·.~n$.fi(m.~.)· •• r.~m~

ltiJ ffi¥.~m*A~J::jC*1§\~[itz r*\':!.g-nltiJ (comprehensive

legislation) lfilf>il). ",,) jllfM~.IZ9.N••1l!1~~mZ*Jl*i1I • wm
~m~w.~·-~~.m~~i"J~$~~·

.1Z9.N.zdmrrH~ ••M.·aMm,um.·.~
m rlEiif.'l1~ J (due process of law) 0 ,,,,'1t:lt • i1c'llH.'l1~~1J

*.~(~~~~~~0~8~~.·.~.M~.0.m

.·.~~.M.m~H.mW)·RM~.~~m~R~(~

ftDiJl m~~9!-lii!ffilitf~~~ • mBJJffi1j;r,tz1:&IJ~ • ""lIizB.~

(263) .t-R..;~t!.'t (.i..f-t) , «JU~H~#M~!J;:!--.trJzzJt1E-4\~-"tJtt~J!Aclt*"fbfI'f;1Jti~

"-""iO>' j[ 331-333 (,1:'0' !i',.tI\t'Jl1"1t' 1993.f9 j) ).

(264) .t-JUBi~·#" (~.£t·Hj/.Ul.,q·),#*~;if «H.Ji#.,q.~~-i.tJE'';;-HjI.tU.Jf»

IT 1 (J[Si';.(r) (:t::lt: Jl..1!fl" 200Slf.2}) ,j~lT2JUi) 0

<



*~)o~~~B000,~~~~~'ffi~~Z~~B~~IT~

t1~0f§1J 0



"'i!iI~l!llllIT

i'ltl'J!I'U1111'l
lIl~~ll~f"

I. :lU1'!!<l'i'ftl'Jllil¥
A.IIl>}

1.-~tmWJ

2.O!il!Ill<!1ii£
3..ltlijJ~de

Bmll'lll<!l"JM.
I.l"JjZ
2.EI3l!lflJ:!del1<iTimWtl
3.r.t~ Wff t'JfftfiJ!1.;Jntt:vt
4 .if." !ill ¥f'&.~£l(fi'JI'lll'ftt~'l!
5.jIjlllllllzltiWl
6.J!!tIjfJ'JIti:lIJ
7.~!IH!!H~1J&.E/;l(~Il<!'1fZIfII~

8.II!IAI~f"1!mZfj'iWI

J.I~*z7i':Jfi

2.Ili""it
3.illWiffll:.!
4.wm'li':j;

II. 'DtiII~~Ill'1ftl'JIllIi¥

A.J:1f4 • U:o$'Z!*'r1
B.mill~Zi'ltl'Jffijlllllll· 1~IllWtl&.!l:o$'

1.1111lll • fil!IllZ-~D;U1IJ

2.IJiIlll&.1'IJIllZi"jE
3.t!H'HIJffJZl~"l
4.l'1t11l<! (tiII~) ~J!JJ1Z;t'"

Ill. :lD110tl'J1III1¥
A.'Ii'l!I!ll<!ttn

I.jff!Jl0
2.fRiiJm'.i§:~ltiJ!!.~n~ (Ethics and Governance Council)
3.m~~U0" (SteeringCommitlec)

B.9HmmJlj!
I.EI3IJtilli?till1Ifi'Jllfil!l!?i!0 r:HIHTIIfiPdlli!'l'l
2.till 'it I!;PdlWHlIzllllT

c.:fll..;t~
1.-~tt9illI:.!I\!IJI

2.'I\'l.!Mi!I1lti • i&All<!tIlltiii
D.ui!ltlttl'l . ~iM (lIl;l>:1iIillD

IV.;mill • 'dilT&.IJlE
A.;mj@
B.h1HT
c.IJlE

c



[•.le1 'l1l!'51}Jtj5:2 rAn;§!;j2;llill~5t;J
(Human Genes Research Act, RT I 2000, 104,685)

1ll-'fii If!ftl/
§ , :i'L$§f!'J!I<!jjjlllflil:lm
§ 2 ;Eii!l
§ 3 l.I;I1<JIllITz±~illif'l'A

§ 4 \l;l1!l'Zi;n 111
§ 5 llI'itlm!I'I'A
§ 6 1,l;l1<JiIf>l:!I<!lll1<J,",~"

§ 7 !ll"fJJ,II!IA~firJ!ll'l!l\!iIi!l:'jzU~f,f,

lil='J;l: J;l;ll<ImlMAzlilflJ
§ 8 J:lBllJiH'l1itl
§ 9 i:J/IIItlfl
§ '0 E!'lmll'll'ilil
§ II oItft!litlfl/
§ 12 jaJ!1lfill:t!:
§ 13 filIEfll<1J

lil:=m J;I;[l;lINlTziillf'l'
§ 14 l>iill'lztli!l!I!!IiI!LllllJi'iz'!'!H.\
§ 15 !Jlillllffrnlil
§ 16 l;I;m1li[l;lllllTzit2'f
§ 17 I;I;JfI*J~zitl'f

§ 18 lJOilll, DNA~~i£tJ&IiI!Lll~~i'iz«Hf

§ 19 J£~IiJf~lil2mL.mru.lmfrJ

§ 20 !ll!Jli1ill ' DNA~jj!U&IiI!£fimi'illllll1zJl;fJJ,mlHl

§ 2\ lJOillll' DNA~i£' Jmfi~~i'i' "IWiiJ!j~fiz~j%l

ZilI1!l./i< m4f¥.l>
§ 22 ~WJiUl>z-~~f'"

§ 23 Mii6m
§ 24 ME',

?REn ~mLf,ht

§ 25 ~f.QZ!.\Jt

§ 26 IiiiJTIllllf,f,ztlilll
§ 27 J:U'*l1lj~f,f,zttlilll

~"'et ~f:'fOOi1=f;WM~

§ 28 ~fif:<:l>\l;ltlIll!U~

§ 29 ii:1N.~~.n 1/9'
§ 30 IiiiJTIJI/:<f.aIlllI,f,E!'l;vfzWiiJ1

lil-t:1.'! !llilTI\!1E
§ 31 i'lffIJ$zj~iE

§ 32 i'I~f:ff-j[Jl>$z»iE

§ 33 :N~rYfE!mf3j.!;,!m~~itZlJlE

§ 34 l1:i'L±'llfillil'l'A



nlii! I u ~!M ~i'J; ~M

D D ?*1iI; Ft:s:! ~ !t
H H eJ:iIII ~!M r1llLl! rA~ 1m ~

Como FDA r.tU IllI
~ III

G G CHRB EGF ilIW'i1f ~Il,j ffl :iE 19
iJJif'l' D H Rule reg. 1Jl~IJ IHjt it; 1#. 1"1

R mid
itJ ~

t!
ill

lJOlf,
§ I.A.1.

§ 1

iI1jlliJ (I)

45
C.FR.

*1iX § 8, § 6,
45CF.R. 21 § 164.

§ 13 §i'J. §6
§46. C.F.R. § 508

lJOA (c) para.2
116 50.20 (c) (2 ) I -2

(a)
(vi)

fit 45
1J C.F.R.

!!!ll"l § 8,
§5 § 6,

45C.F.R. 21 § 164.
§ § 13 §i'J. §6

lifit (b), §46. C.FR. § 508

1J (c)
(e) para. 3

116 50.20 (c) LA. I. (3) 1 -2

(a)

(vi)

~~ § 8 § 6, § 13

1J\:ffI1 (c) para. 3 (2)

e:/Ii § 8 §5
(a) (b)

45
21

45
m C.F.R. C.FR. § 7,

r. ill3\: § 5, § C.FR. §
§ 164.

§ §i'J.
§ 5

§ 1

13(f.j 50.25
pam

(I)para. 2
46.116 508

LB. I.
I

1

(a)
(a)

(c)(I)

Q



I~
I u ~I'!I flY I;l'i'-'!
D 17!c8l; Jt.!i2 ~ !ED

~H H &i:iIII 1R:1'!I rlll!/J rAm III
Como FDA 1t.!fJ. \!II

~
III

G G CHRB EGF ilIlm?i ~I;\I f!l if 19
~Hf D H Rule reg. ~~IJ

lJf~ it 11- IiiJ
R flitJ

itJ ~
:w.
ill

lJf1i: § 5, § 2.

tt~ para. 2 (4)

45
21

45

Eff1i:
e.F.R.

C.F.R. §
C.F.R.

§ § 164. § 5
MI.' 46.116

50.25
508

(a)
(a)

(c)(I)

1m-.. 45

@f~
e.F.R.

§ 1.8.1
§ 164. §5 v

fIJIi! 508
(c)(I)

'/lim
45

C.F.R. §2
Him § 164.

§ 9
§ 5 (I),

~! 508
1.8.1.

(2)ii![Ijj (c)(l)

l*lIO § 19"§5
nrt. II



~fIiJ
1 u ~F>I :ll'i'Y ~iI'l

D D "'-iii; 11:52 ~ !E
H H l!Xi/II ~F>I rill!lJli rA~ ~

ljIj
Como FDA ~ft illl IR

a a EaF 1lIlm'i Jj!;[?;j I!l ~$ iTCHRB Rule ~NIJ lE
~1't D H reg. QJI'l'i: it; 1j!i Ii'J

R f4i!J
i!J ;r,: I~

f{~ §
IRIlJ § I.B.I

79- §5
§J.

nJf.J
IT

(3)

fliJlII

lJiJ\ll §
§L

QJI'l'i: 74- § 5
(2)pH! IT

lll*
~~ § 5m /I,\~-flilf}..
~~
~=[; § 3.

1,\1#\ § 5 (3)

11!!A [21

IRIlJ

!JI'l'i: §!lim v

lim LB.\.

45
21

~\f;
C.F.R. C.FR.§ § § 3.§ § 5nrS.. 46.116 50.25 I.B .\. (3)

la}
la)



IUli I U ~~ ~iY
!liM

D D lJtQ; 11052 ~ !E
H H l;XiJtI !R:~ rflI!Bli rA~ ~ ltJ

Como FDA !!If''' \'lli
~~

IN
G G CHRB EGF 1lIim1i ¥[i ffj IE 11

'JliJ'F D H Rule reg. 1Jl~IJ
11I~ iti 1(f. [OJ

R 14iti.l
iti.l ~

~
m
~

!!ii~ §I.

ml,. (3),

45
21

iiJf!t § 5,
C.F.R.

C.F.R§
§ 7,

§ 79-
§l

§ § i.B.! §5
OO~ para. 2 50.25

para
II

(I),
46.116 (a) I [21

(a)

iiJf!t § 12
§ ]

1'1li (4)
§5 (I),

III
45

C.F.R.
21

§ 7,IZ iiJf!t § 5, C.F.R. § §l

flJ1i\ para. 2 § § i.B.I para (2),- 50.25.. 46.116 I
(a) (a)

45
21

llIiflS
C.F.R.

C.F.R.§
§3.

1ll!1§
§

50.25
(I),

46.116 (a) \21
(a)
45

21
~J! C.F.R.

C.F.R.§ § 12
'liit'J §IO §

50.25
§ i.B.I

(4)
§ 5 v

lifl) 46.116 (a)
(a)

§ 12
§l

!!\Iii! (2),
~iJi!

§ i.B.I (4)
[IJ



Illfri 1 u ~1f!!J 2'!}» 1J:1l!l
D D 01<11; It's::! IJ& if.
H H l!!:iItI ~1f!!J r1ll!Bll rAJrn l!!l Ml 1o/J

Como FDA !'Ilfl- ~ mG G CHRB EGF g~F9J1i 1li1Zil fff- iT
~1'!' D H Rule reg. *Ulj liM\: $ IE Ii'J

f4/tJ 1ii mR $J ;f
'"~45 21

13 Eli C.P.R. C.P..R§ § 12

'0W
§ § I.B.1

(4)
§ 5 v

46.116 50.25
(a) (a)

Ii'll~
45

21
45

C.F.R. C.F.R.
1i'J-e: § C.F.R. §

§ 164. § I.B.1
§ 12

§ 5
§]

II'l !lX 46.116
50.25

508
(4) (5)

~
I~\!jt (a)

(a)
(c)( 2)

9Eii1 § 7,
in4 § 7,

lIIllfi ( I.B.I.) para,
Il!iii'¥

iflj~
§ I.B.1 § 5

§]

j~ (4)

!elliS
§ 8 § 5 § 5, § 12
(aJ (b) (1)

v
para. 2

fJiif 45 21

1l!Wi C.F.R. ~.FR§ § 51l! §

Wi 15>\ 6.116 50.25 -3
Ely! (a) (a)

llirni § rA3
§ 5

v
i!iffi -3

a



~ii\
I u ~I'"l ~r.J>

I!:j!Ij
D D ?*.!1> Ft:!:2 ~ 10
H H Iil:Ii!I 1J:i1'"l rtm~ rA~ II ~

Como FDA ~fl. Ill!
~

III
G G CHRB EGF ilflr,W ¥j;§ til IT

~f'f D H Rule reg. ~RII
1iJI~ it; :iE /OJ1i!

R 14it;J
it;J ~

.lJ
:its

45
e.FR.

-~ § 164.
)C'f: 50S

l1I1
(e)
() )

11'1
DiiJ'i § §5

'Mll
v

1.A.l -)

@J~

rQ'~ § 1.A.l

45
21

§S §5 § 5,
e.FR.

~.FR §
§ 7,

IlllIIi § § I.B6 para § 9 (2) v
(a) (b) para. I 50.25

46.116 I
a)( S)

(a) (S)

45
21

e.F.R.
e.FR §

E! 'iH! §
50.25

§ 9(2)

Kli 46.116 (a) (S)
(a)( S)

~I!l:

§§

film
§S

§ 9(2) m,
(a) (4),

312)



1llili1i I U ~~ ~I'J> l.1iI!J
D D 1Jj(/il;

~5l M If.
H H ID:il/l 9l:~ rll!b1l rA~ III ~

Como FDA 1\!fJ. ~
~

III
G G CHRB EGF ilIW%'i £[1;1 fD. fi

'JHI' D H Rule reg. nm
liJf~ iii iE fi'I

f4iii J 1f. Jr.R iiiJ ;ji; :n
~

45C.F.R.

45
§ § 164.

21 502 § 7,
JilJti'i § 8 § 5 § 5, C.FR. (.) (2) § § §

fi'lJ!: (a) (b) § C.F.R.§ (i) , para § 12 §5 v
para. J

50.20
I.A.1 63

46.116 164.502 I
(.)

,,) (iv)

l1IJE
§ 7,

[P]g para
3

i1?: II!lIi'i § § 12
JE fi'I~ I.B.1 (2)
~

~ 4:5 C.F.R.
Ii §§ 164.

r.r 502 §J.

It! !1iJE § 22
(.1 (ll,

",,:ll: (I) III
(iv) , Ii)

164.5il8
(.1 (21

45
CFR.

ilOOf § 164.
§

§7
§ 12

§

lif%
506

(JA.3.l
para. 79- v

(.) I
(I)

I
(2) (i)

til 45 21 45

III tillfj §9 § 5, C.F.R. C.F.R.§
CF.R. §7

§ 12
§

§ § 164.

"" ""E (a) 50.25 m
para. 2,

(4 )
79-

para. 3 46.116
l (a) (a) 4 II



I~
I U !I€[j!j 2J:1'J> ~I!'!

D D O!<l'h !E51 i>i ~

H H lli:iI!I ~I'"l f iIl1Bll fJ,.JiIi ~
!j;j

Como FDA !'Jfl- ll!I ilif iN
G G CHRB EGF llIlF9'l11 ili;[z;j 1!1: iT

~f'f D H Rule reg. IUIJ liJf1t: $ IT [OJ1P.
R N$J

$J ~
,1;!
:n
~

1'Jll
§ §

§ § 3.

1Y'1fi/
§ 9

§ I.B.6
§7 10,21

(a) para. 2 ( I) ,
II (5),

iM'i (2) -2 [II

If/! 1'Jll §9
i~ jj'(f\lj (a)

§ I.B.6

[OJ

l1!
1'Jll

§ 3.
~l&1

il!m § I.B.6 (5),

i!>tI:: [2]



Boyce Rensberger~ , i8iOJJD;:~" «-fjJJ!IlIff!l.!itt!tW» (~~t : 72

TY:1ttI:JJ(& , 2003 "f.) 0

1iiJ~;t;, (i!i!i[Z;jmmf\!1,j1dW:-t±~i&j'lHJi.!iM]!MJT)' «j:!Io/J

NJ3i:W$nt~Jf~jjjjm», :1.il14Wl (2002"f.4J'l)' JtSS-17 0

$~~' (~~j:!Io/Jmft&X~nt••gft), «NJ3i:$nt.

fJT» , :1.il15 i(f:1.ils Wl (2003"f. SJ'l ) , Jt 20-25 0

$l1!filJ' «~:n:' J:i.~WAm1J!!:Ill-t(~$ffii09IJ$mL1J!!:llJjlffiiO

q:.,L,» ("t~t: :n:lI.\l' 2005"f.10J'l~))J(&), Jt406-419 •

u~m, (£[Z;j~mw£[Z;j~~m-~~~~~m~~~~i!i!i

[Z;j~m~~mW$~.~)'Ue«.~0$~~(q:.)-­

@-&ij:~m-t:f;i;~IJ:H5W~~Y:~» (1:Ut ' m,~ , 2002 "f. 7

J'ltJJJ(&) , Jt693-726 0

WfffitJ, «$W[)!I9*tUitJ» (~~t: J'lEi. ' 1995"f.lOJ'l=I~=

!ill]) •

~'fBB:n:' «~j:Mt1m~Wj:lm ~ E!3» (i&m*~$l$liJf~pJTMi

±~Y: ' 2004"f.7 J'l ) •

~~~, (~A~~[Z;jwM~LM~••W~~tt~-~~~

j:!Io/JmfrffiiOq:.,Lo), «2005 "F-~~f4-J3i:$ntmE1~~~Y:~»

(2005"F- II J'l ) , Jt 349-357 •

• ~", (A~H~.~lff!lm~~$~~-H~~£*m,un

tJ) , i1i!e~~ «mii&Ro:±WAffil» ("t~t : *f* : 2004"f.

I J'l -J(&) , Jt 353l:jT 0



"Jt~... 1083

••*(~M)' C.~0~.~$~~m~-a~.R~~&

~1.bfiliIJ&'OO:1j!i:m~;n ('lil:~t : 11'.'Jclilf~~ , 1993"f: 9

J1 ) 0

• t'!!*' C11'mj[pf;$ ~ - llifli:iE 1i!i11'.fjU'i<» (~U t : IT ffil '

2005 "f: 2 J1 =1UJi) 0

.~.' (.~r5W.~.J$~~~.~~m), CJ1S$

-!iJ», m 121 WJ (2oo5Jf:6J1) , J{ 138-152 0

1¥:>O&' (ItRm1'lJJJ1? .~11filiIJjfij~lll1JjIHi!.l\&j~JfHi!i~11W\~

lilf~)' C$IJj']:H'!l!$'i"»' m5Wl (2005"f:6J1) (2000"f:

7 J1 ) , J{ 433-465 0

1l1IJ'I&,I@J' (Public Trust, Commercialization, and benefit sharing in

Biobanking)' C~~t*'i"$*~f&»'m57WJ (2005"f: 12

J1 ) , J{ 367-394 0

1l1IJ'I&,~,' (AlW;Ijli~~MI!ll$iliIJr~'Iijj~m~-~~J:.~Jl.l!:!JiH!'

il!Jl.l!.Bt~il'HJT)' CW~i!imil.t», m303WJ (2004"f: 12J1) ,

J{ 88-93 0

.'1&.' (~.an~~ ••&¥~.M~$w••~m-~

:Jt*,ll!~&'l3'~i'i1-ta~~@':iJ')' C~~t*~$~~lt1»,m

54 WJ (2oo4"f: 6 J1 ) , J{ 45-99 0

NiJiWtii, (;Ijli ~.mn'llfri~i'iIijj~:fJT)' «W~i!im~», m 285 Wl

(2oo3"f: 6 J1 ) , J{ 75-90 0

~~f,\', (;Ijli~.m~~fL.ffiH~~~)' «~.a'H'C»' m23~m4

WJ (1998"f: 4 J1 ) , J{ 81-95 0

~~f,\', (;Ijli~.m!Jii!ZjS~fil3ljJi!.~~)' «i:t:-!iJJtlfIJ»' m 34~

m2Wl (1998"f:4J1) , J{95-107 0

MJ:.M<' 'Jl!ittffi.' mtil\'i.' (~:!R:~~!jo/J~Jm~ r5~Dl&~



~J)' «m¥f-4l3'iitd$Wi&m~;f,jl1D>' ~2~~2WJ (2005

"F- 6 FI ) , J'l: 189-224 •

(-) Books

BEAUCHAMP, L. TOM & CHILDRESS, F. JAMES, PRINCIPLES

OF BIOMEDICAL ETHICS (5TH ED. 2001) .

BERG, W. JESSICA ET AL., INFORMED CONSENT: LEGAL

THEORY AND CLINICAL PRACTICE (2nd ed. 2001) .

CHADWICK, R. FURTHER, LEVITT, M. AND SHICKLE, D.,

THE RIGHT TO KNOW AND THE RIGHT NOT TO KNOW

(1997) .

DEPARTMENT OF HEALTH, MEDICAL RESEARCH COUNCIL

AND THE WELLCOME TRUST, UK BIOBANK ETHICS

AND GOVERNANCE FRAMEWORK VERSION 1.0 (24

September 2003) .

DOYAL, L. & TOBIAS, J. (EDS.), INFORMED CONSENT IN

MEDICAL RESEARCH ( 200 I) .

HUMAN GENETICS COMMISSION, INSIDE INFORMATION

(2002) .

LAURIE,GRAEME,GENETICPRIVACY (2002) .

MONTGOMERY, JONATHAN, HEALTH CARE LAW (2003) .

NATIONAL BIOETHICS ADVISORY COMMISSION,

RESEARCH INVOLVING HUMAN BIOLOGICAL

MATERIALS: ETHICAL ISSUES AND POLICY GUIDANCE

(VOLl.) (NBAC 1999)



ROTHSTEIN, A. MARK (ED.) , GENETICS AND LIFE

INSURANCE: MEDICAL UNDERWRITING AND SOCIAL

POLICY ( 2004) .

( .::..) Articles

Annas, J. George, Genetic Privacy: There ought to be a Law, 4 TEX.

REV. L. & POL. 9 (1999) .

Clayton, Ellen Wright, Informed Consent and Biobanks, 33 J.L.

MED. & ETHICS 15 (2005) .

Davis, B. Kevin, Privacy Rights in Personal Information: HIPAA and

The Privacy Between Fundamental Privacy Right and Medical

Information, 19 J. MARSHALL J. COMPUTER & INFO. L.

535 (2001) .

Evans, J. Barbara and Meshn, M. Eric, Encouraging Translational

Research through Harmonization of FDA and Common Rule

Informed Consent Requirements for Research with Banked

Specimens, 27 J. LEGAL MED. 119 (2006)

Frank, Lone, Biotechnology in the Baltic, 19 NATURE BIOTECH.

513 (2001)

Gertz, Renate, An analysis of The Icelandic Supreme Court Judgment

on the Health Sector Database Act, 1 SCRIPT-ED 290

(2004 )

Gostin, L.O., Genetic Privacy, I995 J. L. MEDICINE & ETHICS 320

( 1995)

Greely. T. Henry, Informed Consent and Other Ethical Issues in

Human Population Genetics, 35 ANNUAL REV. GENETICS

785, 796-797 ( 200 I )



Greely, T. Henry, Population Participation and Other Factors That

Impact the Compilation and the Utility of Resulting Databasese,

66 LA. L. REV 79 (2005) .

Gulcher R. Jeffrey & Stefansson, Karl, The Icelandic Healthcare

Database and Informed Consent, 342 NEW ENGLAND 1.

MED. 1827 (2000)

Harvey, G. Michael, Confidentiality: A Measured Response to the

Failure of Privacy, 140 U. PA. L. REV 2385 (1992) .

Kaiser, Jocelyn. Population Databases Boom. from Iceland to the

U.S., 298 SCIENCE 1158 (2002) .

Kaye. Jane & Martin. Paul. Safeguards for Research Using Large

Scale DNA Collections, 321 BRIT. MED. J. 1146 (2000) .

Knoppers, M. Bartha, Biobanking: International Norms, 33 J. L.

MED. & ETHICS 7 ( 2005) .

Lohan, Dagmar, A Framework for Assessing the Input of Scientific

Information into Global Decisionmaking, 17 COLO. J. INT' L

ENVTL. L. & POL' Y 1 (2006) .

McHale. J.V., Regulating Genetic Databases: Some Legal and Ethical

Issues, 12 MED. L. REV 70 (2004) .

Meisel, Alan and Roth, Loren, What We Do and Do not Know About

Informed Consent. Journal of the American Medical

Association 246 (1981) : 2473-77.

Rothstein, A .Mark, Expanding The Ethical Analysis of Blobaoks, 33

J.L. MED. & ETHICS 89 ( 2005 )

Smith. J. Michael ,Comment, Population-Based Genetic Studies:

Informed Consent and Confidentiality, 18 SANTA CLARA



COMPUTER&HIGHTECH.L.J.57 (2001) .

Strouse. S. Daniel, Informed Consent to Genetic Research on Banked

Human Tissue, 45 JURlMETRJCS J. 135 (2005) .

Sturges, L. Melissa, Who Should Hold Property Rights to the Human

Genome?, 13 AM. U. INT' L L. REV. 219 (1997) .

Tobin, Sarah et aI., The Genetics of Alzheimer Disease and the

Application of Molecular Tests, 3 GENETIC TESTING 37

(1999) .

Tutton. Richard et aI., Governing UK Bionbank: The Importance of

Ensuring Public Trust, 22 TRENDS IN BIOTECHNOLOGY

284 (2004) .




