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S E#Ffali > TR Tffféﬂi G (ELSI) R - P v it
ﬁlﬁd*lﬁf”ﬂwﬁiﬂ@ﬁﬁ TEEA S A "E'—F’f,s B%PIJF@%H g

! HERBERT GOTTWEIS & ALAN PETERSEN, BIOBANKS — GOVERNANCE IN

COMPARATIVE PERSPECTIVE, 23 (2008).

2 TE'F%F%%FE'QJ/% i 2 51 Alice Hsieh, A Nation’s Genes for a Cure to Cancer:
Evolving Ethical, Social and Legal Issues regarding Population Genetic
Databases, 37 COLUMBIA JOURNAL OF LAW & SociAL PROBLEMS, 359 (2004) ;
BERNICE ELGER et al., ETHICAL ISSUES IN GOVERNING BIOBANKS — GLOBAL

PERSPECTIVES, 1-13 (2008); Susan Wallace et al., Governance Mechanisms and
Population Biobanks: Building a Framework for Trust, 6(2) GENEDIT, 1-11
(2008), available at: http://www.humgen.umontreal.ca/int/genedit.cfm?idsel=204
0 (last visited Oct. 2. 2011) ; 1 :ﬁﬁ;’} LW 3 @}F,F[?ﬁﬁé—gﬁiglﬁdgﬂe[
CUCHNEENC g e IR TR £ ﬁﬁ 4 ] F1 95150
(2008) ; A3+ i Taiwan Biobank £ EIRL - F| L1 5 -
7= PO > F1169-179 (2007) -

: ﬁw[lﬁiﬂiﬁ?f}“l’ﬁ [ SRR o PR A - Susan Wallace et al.,
Building a Model Framework for the Governance of Biobanks (2008),
http://www.p3gobservatory.org/download/IWG3+governance+paper+Phil_Nov08
.doc (last visited Jan. 9, 2011).
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BV R A RS PR
( Taiwan Biobank ) » ,if[w?‘l_ DU MY "L S s
ROAE R O QPSR IR > BEPLOTES & PR 7“@»
B R FLERE e Ellﬁlrﬁ%@wﬁ;m@tﬁf V3SR 1] F'
BSOS Y P TR R e PR RS I 2
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* Gottweis & Petersen, supra note 1, at 28-37.

% Susan Wallace et al., Building a Model Framework for the Governance of
Biobanks , 1(2008), http://www.p3gobservatory.org/download/IWG3+governanc
e+paper+PhiI Nov08.doc (last visited Jan. 9, 2011).
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#’JE‘WHIEI s 75T ] P R :E}”J@%FJJF[F{*J%E[ NF'J“}ij NEE RS
FIR ”iﬁiﬁF

=91 - A bﬁ'ﬁ}dﬁk CLraANET ﬁq\‘i‘é(’?%‘?@‘ﬁ;‘/
ﬂfﬂii’fl BRI DR TS T J/F‘K?’Eﬁ@%ﬁ?ﬁ?ﬁf'%f g

SRR TSR BT ﬁvifﬁmﬂqﬁm TR
#o EEREE T FUIEI” fﬁiflp | TRV ApPE S G 1) Pl
(biobank™) 71,1 & » | JELHERYRI 1 (Genomic Databaselz) ﬁ‘/ﬁl
PRERRf (Genetic Databaselg) Y H o B D T
FlI~ p" =t (retrospective study ) | éﬁﬁ?ﬁmdﬂi » hE EIR H I
fijiE=" (perspective study) [EH5p TP Sl b P >

% Gottweis & Petersen, supra note 1, at 6.

1 IS R 1 1 BRI PR A RS -

Y I % Public Population Project in Genomics ( fiij#i P3G ) Y. -

fl : P3G Sample and Date Access : Core Elements, available at: http://www.p3go

bservatory.org/download/P3G%20Sample%20and%20Data%20Access_SEW.doc

(last visited Jan. 9, 2011).

12 711 Human Genome Organization (F;%]?Ef Hugo) : Statement on Human

Genomic Databases , available at: http://www.eubios.info/HUGOHGD.htm (last

visited Jan. 9, 2011).

18 {71911 World Health Organization ( fl%]?ﬂ WHO ) : Genetic Databases: Assessing

the Benefits and the Impact on Human and Patient Rights, available at:

http://www.codex.vr.se/texts/whofinalreport.rtf (last visited Jan. 9, 2011).
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PREORLT TGS PO SEPRATRIR BB R - B 3
42



5
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Y SRERERG LY A 2R % PRl A g 17
(L) b 2 ?’ﬁjﬁg«‘ LRy Sd Fi‘é*f:(populatlon) t,»ﬁmi&m :
(2) HASE 1 PO PR BRI S R e

TF}EE$’(3)ﬁ”wﬁ§Vﬁ?%ﬁm‘bﬁkﬁﬁﬁi S ENEEL
R - R AR (lifestyle) 570 5 R LIV

L 57 2 B 5000y HETE - i 5F e 3000 A
T lﬁﬁfﬁ Py BT AR R Nl & 0 = Bt
§-5000 fl ) HE }'EI b1t 3000 * Eﬁ(‘%}ﬁ Sﬁﬁji%g{’[/'“?%'\' ] =
EJE@EE'HI&T{ﬁﬁ'ﬁiﬂ/ﬂﬂﬂﬁﬁréf A SEN T %“Tifw&? FHES
PR VRS B AR & S = B R P — R
Gy *", http://ebpg.nhri.org.tw/Module/Content.aspx?catalog=94 ( 2011/01/18 »
1FL|:J) g "*L’@'@T s PO S A | R /ﬁ%lé“‘éﬁiﬁ@*ﬂﬁﬁ
PR R 7.1%1-2007 BT R e g R R, IR
A s 173 (2008) -

® :ﬁ'ﬁﬂiﬁéﬁl?{”ﬁii‘ff;ﬂl (P Frisd Ao ¢ 17[&““%‘[\_’

B (L) ) PR BAERRE R BT B ﬁ%%ﬁﬁﬁi
A LR g LIS OB Al 1 B 52730
W“ 7 (2) Fsym (R u%é%i[iﬁlﬁ F SR RS ST S F\,zi_sf,:]”if: I
RO 2P E R TRV TR T IAR E R 2 e (3) Sﬂu FRIfE
KL EAR G FRO A (4) Fi I'J*‘"/Té‘“”ﬂ'*éf%'&ﬁl"ﬁ@{i
[y > P o [ R wft‘%ﬁ DRCRETEE 1 2480 T
AETASIE DT T I (1999) -

'® Gottweis & Petersen, supra note 1, at 5.

7 Susan Wallace et al., supra note 2, at 1.

. B S H ST TRREE ﬁ‘f[%»“’"*'J\ CE IR IR R ET
[E&I;é“ tr ‘Fﬂ H‘jg ( ﬁ]ij I(]}H) » P E E —ﬁjiﬁﬁ;ﬁfr?ﬂ r‘f‘ﬂ ( [7‘Ji/|:| HapMap _‘[‘E: )
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#ro(4) B3 Pl e[ VR I i (receives and supplies )
- EVFAE ik (organized manner) Il AP o

(=) T/a® | (Governance) 2 & i&
IO o AT Y BRSO P A £
ﬁ?ﬁiﬁ/if‘,ﬁ I VR ST R T B
AW T AT £ VAR PR 0 3 B R R S
FYFIRE RS ’@IF‘*FE'P g 4] e R EJ’*ZM**EJ?T'W”' Hl
e 3 E'Wﬁ\”nﬁﬁ AN 'ﬁ'?%iﬁj ot~ L=l R [ E
ot 5= > AR P A Fﬂﬁf Hoghe A {F'JP‘“F'J AR T
KRR 3 VM R R SR B RIS 4
= Fiitce SR e idE 2LV BN SR uc 1o e e S E LRG3 AR
YAFEVIEEA - R R A (R RE - P HED &
o [ PRl g e PP R (R RN A ]
I AR o K Wk ?H%’H’e‘[?‘lﬁiﬁi;",iﬁﬂ[]?@ﬁ%

1 E%E?if}i’j\ [ﬁj“{g-—%‘;j/}%:ﬁ » Ti' 2 [l MARK BEVIR, PUBLIC GOVERNANCE
VOLUME |: THE ORIES OF GOVERNANCE, 1-8 (2007).

2 |d. at8.
21 iFLDJj{LP*% NT;'FYI:IIE‘I 1% “”'%{EL ["‘fEIJ HJ HDL“IIFI#—)IWQ%FTJ I’ ﬁl
O R e ST e R e[RRI i UL R ‘Pv Cﬁh

2 Fl Jane Kaye & Susan M. C. Gibbons, Mapping the Regulatory Space for
Genetic Databases and Biobanks in England and Wales, 9(2) Medical Journal
(2008), http://www.medli.co.uk/Articles/MapRegulateBMethod.html (last visited
Oct. 1, 2010).

22 Susan Wallace et. al., Building a Model Framework for the Governance of
Biobanks, 2 (2008), http://www.p3gobservatory.org/download/IWG3+governanc
e+paper+Phil_Nov08.doc (last visited Jan. 9, 2011).
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B o 7 S AT £ [ 5
U R RRERTI o+ IR E 5 5 SR R E B S
SRS v =402 g Y B R YRR = ORI RV
ES: LSt Pﬂéxﬁﬁj/igr;,uzgj‘éj %’EZ‘VE"‘[{@@FE{ZS . ng@;ﬂ
BHROR - iy n‘*Tﬁxﬂ’?f”“%ﬁf RN R
5 BB R TR - [ SRR Y f B - & PrevRip
VR AR T R
ShHEA e N ORI 2 AR SRYI A B TR
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% http://ohsr.od.nih.gov/guidelines/nuremberg.html (last visited Jan. 9, 2011).
s ﬁﬁj[J%éJ#f,iﬂf%Jﬁ HURU] ~ @i -
P FR P HE T ORI A
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(=) & HFEH ¢ (World Medical Association » f 4
WMA)

WIMA ¥ S PR R - AP S R S
7 (Declaration of Helsinki) 2 AP R SRR > WY
FRHILY SRR [~ ORI FIR | P » B e A
SRR L T ST IR BT 9 H R I
PPFHYFHEFA o LIRS DA o P
Bﬁ??\ﬁ%* (R R R R P R e @3@1}
AE TS SRR S RO RR D I OEAR ~ R

I e N akmﬁ:?; E Rl E T S
9o BRSNS R R VRS RIERH 7
S| SRR A (IR - Y
Wﬁlﬂﬂé E'lﬁ (Research Ethics Committee) %4 F,:g E'Iﬁ%
ALY S R A P LA RERR
#1901 Fasv“ H R -

R FRER S JLEE O WU R Y F RSP R e Y 8
WAL 0 WMA - GHEE SRR B e A o
FHHERRLD U B2 PRIt > RO et 4 & VP [l =
SR R RS I £~ R ) st e o]

% WHA, http://www.wma.net/e/policy/b3.htm (last visited Jan. 9, 2011).

%" See Declaration of Helsinki, October 2008, Al.

% See Declaration of Helsinki, October 2008, A2.

» WHA Declaration on Ethical Considerations Regarding Health Datebases,
http://www.wma.net/en/30publications/10policies/d1/index.html (last visited Jan.
9, 2011).

46



9

TR T TR HIRE W 9 B BRSPS T S
A FLET %A ( Ethic Review Committee ) V3% - = Fi{H fwifil
IR

% WMA l/{g[ S Bﬂyﬁzﬁﬁwjrﬁg& PrerR e
PERD RS P R H A F%?WEHIJ%??@E
LTS E AR 1 ;“‘ | FHIERERR R VS - BRI EI R
BRIt e AR ARSI PR R

(=) =& Fxf~ 28 (United Nations Educational,
Scientific, and Cultural Organization, f§ -
UNESCO)

UNESCO i S 5512 Povp| h v el E AR B
BRSIEZEE g daE Akt S R E R = NS R 2
f ' jé'j FIRIV R RO - i AR -

F]ﬁ* Oy ij/\ Jufure ¥ [/Fk#lﬁlwﬁik@ [ﬂlﬁ'flJ
(Universal Declaration on the Human Genome and Human Rights ) %0 FE}
Frfr7 v RACIGRTE ¢ Frpis S PSR EHIE AR
%%EWQQ”A*@ﬂW”ﬁ@”*ﬂﬁﬁﬁ%ﬂmﬁyaﬁaﬁ
B"A‘g ‘ZH’_JF k [/ﬁlﬁﬁﬂﬂrlﬁy gﬁ‘g‘iﬁ P N F[ E[Jﬁ#[[ﬁ‘%i/&?}’ﬁjfj, =3
HRRERNSE o - aacli ey e e s A

BT PR ELE L[ 2 ﬂ*ﬁm nwﬁi SERIE

¥ gocial and Human Sciences, Universal Declaration on Bioethics and Human
Rights, http://portal.unesco.org/shs/en/ev.php-URL_ID=1883&URL_DO=DO_T
OPIC&URL_SECTION=201.html (last visited Jan. 9, 2011).
AL I YL
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[N Y BB A (= VARRY © SEARLIN VR St Ry
ES S DPVEIANE ) IEHEECE {E‘[ F,E'E'ﬂ*ﬁiﬁ‘%&'igzﬁJ
ﬂ%ﬂ‘@@%ilm@*FFV%%’[%ﬁﬁwm%VwﬁWW
&V ELSI FREHFE (R IS o @ LA S
ST P%%%WHMHF?%ﬁﬁﬁyﬁjﬁﬁp :
R gL ﬂﬂl;ﬁr, T OO # - UNESCO FIIRL 7))
T AR gﬁ*[ﬁ?‘[‘?ﬁ[ il ( International Declaration on Human Genetic
Data) * o [P LA T M IRLPOSE SRR S RIS IR
VHPEE R AP éli?ﬁ P RPN ERTRLE A
g5 FlE LEN Vﬂiﬁ‘[lgs JRESERLPNER VISR~ R AP Al
ST R ST (R s B R
ﬁf;& |1V ARBF R R RIS N PRI VAR 4 Fiw;xp:ﬁf (I
[l oo E A REF 9 SEARL I O )
Fe '/’ﬁ & ’rgq 71 (right to know ) ==~ #1 (right not to know ) 7
MEF] 3 =9 ﬂnﬁ”ﬁﬁ‘@d PRl ] Caceess) - - HIEIRRLFRLESERE]

CHITE = ﬂwmzPMFWEV§WQ$’zwﬁﬁf@v
R U By £ (R S BRI R R R

PP STRUT - R (Framework ) s 2R = E"jg’

NP A O 2T 16 15 -

e T [ﬂJ;E‘I 5y 23 % -

¥ Social and Human Smences International Declaration on Human Genetic Data,
http://portal.unesco.org/shs/en/ev.php-URL_ID=1882&URL_DO=DO_TOPIC&
URL_SECTION=201.html (last visited Jan. 9, 2011).
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( management and monitoring ) 5L <& 1 fil [*°

B2 OOZF > UNESCO - 3T 4 IR Ml
(Universal Declaration on Bioethics and Human Right) ¥ - ﬂﬁiﬁ’?[ i
A BB Bl B (I R T RS T
VP RS - B i TR AIPIERCR < A )
iﬁfﬁﬁl’?, TRl LFL‘“;E"IF;I%EI HT - 2T~ e o il 55 ffﬁ?f
il EEST RS DR SPICER R
Ao T WS VIS B 3 (AL ELSI PO
JE ~ HRLA R [ﬁfﬁ‘?:ﬁﬁjﬂf =i ﬁ'r%fgafﬁ% RS ~ [RLESSs
PSSR
s == 0 fﬁfﬁ'ﬁl?ﬂ\ [fil » UNESCO Vi > =47
B S ey S ﬁ@%%ﬂﬁi%ﬁfr BV EE Y SS9t U R
AT ELSI FREISE - 2005 ?E%Jﬁdfﬁjﬂf?%  RIEIR!
LA SR U NG F{S”r‘i’ﬁl’?, B B H It [FI
BRI R LS Wf!ﬂ%'ﬁifﬁ"ﬁ‘ﬁ'%%d/ Ao
B~ T 27 ’?Iﬁ“ﬁ N fﬁ%‘“’%i“?fﬁﬂ%’ P TR ERES R AR
Forlpl > EURG e BRI LI HEED @SS IR

L S Y 20 B -

¥ YRR SR Y D R e FN A Fxbﬂ?’i@fﬁfﬂﬁ?%ﬁ B Ea )
W LY R (T DR - R R
T B (IR R SRR R A i
Fbﬂ?h TEIF ?A’u J/ ~F1: Social and Human Sciences, Universal Declaration
on Bioethics and Human Rights, http://portal.unesco.org/shs/en/ev.php-URL_ID=1

883&URL_DO=DO_TOPIC&URL_SECTION=201.html (last visited Jan. 9, 2011).
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HEFE ~ LY 2 ) ﬂﬁi}@}&ﬁ%{ﬁ[fﬁgﬁ&@B"Jg;}—\l, =0
%;Tj;ﬁjfl/fﬁ%"‘ﬁ Ff(EthICS Committee ) » 7 ] m?ﬁn:eu ﬂ(@ﬁﬁ# .
J[Lprwjﬁer% B SUS EREE Y SEEE T ;;wf[%l [/1/1%39

Bl r[ﬂﬁﬁlﬁ?§'ﬁ§ PrevRI BV B IR 2 #’J%[?lj/ﬁjﬁé__m
" TEE YR PR T R R R A
o YR Egy -

(=) £ % ¥4 23 (World Health Organization » #§ #
WHO)

= OO  » WHO i Prvi i e f*E‘[JiB““O

G PRI (R U RS 2 B w%ﬁﬁwﬂ’wﬁ

PRIV IR~ R [T P T S JEII?JE s
PoReRIR Y E AN P 5T R ‘»E}"ﬁ%‘:‘”lﬁﬂfﬁﬁ 'JTE*’ = AR
;lr'l%"ér [ﬁ%%ﬁg‘,fi&ﬁ‘[} ( Ethical Approval Mechanisms) > ‘{»g‘, EEL
TR ‘l/%fgl'é?“iff‘e‘” PO T PR RV Vs & P 4
AN F AR Ul - (SR e P T R
BRIV - BT RV 1707 5 SPERR A W= > [

PR @R nﬁ*/#if%’%’ffﬁwggrl& UNESCO RIA*[fil# i
E3 Fbﬂf“%* E l/%fﬁl'tﬁlmm I fﬁ[ﬁﬁ'fif% FL : UNESCO, Establishing
Bioethics Commlttees http://www.eubios.info/UNESCO/ebc.pdf (last visited Jan.
9, 2011).

0 WHO, Genetic Databases: Assessing the Benefits and the Impact on Human
and Patient Rights, http://www.codex.vr.se/texts/whofinalreport.rtf (last visited
Jan. 9, 2011).

“ WHO W sy 4R
* WHO W ov ol
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PRI T ISR T HiFI L 2 SRS S O R
5% 1 Mot Pl VA (independent body ) A GiRNEEECOE!
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BT TS T [F‘ E}‘}‘@%«ﬂ*\[?[ﬁ[ﬁ: VPSR 5 s P'JF;I s R
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Rir 95— HIPIRERS 2 Preep g il JLeE pUe 5 e i
IR 2 Preve] g T EE D 2 S e Rl g s B 29
ORI R R mfflww S AR
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RS SELLY 5 W 5 ookt S 5 PrevRl i I o R
VAR R 7 B R o B TR
SEHEVFCE > T g VR Fe RIS RS
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B g > [ E ﬁwﬁ%n'ﬁgﬁ[ﬁ A2 E N b (I & A
R = E ) T AL SE AR 0 5] [l 2 e T [ WFI%'
Lzt [ﬂ* @YFIE'TE’JW B S B R | i 2 P ﬁ;{o[?j,” LR
i’ugfﬁ[?,j/i =L E[FIFJFFEJE[ @EFG 57 B Caccountability ) » ;,F_ﬁli *ﬁ«[’?jl
VAR R R ﬁ'@v&%iﬁﬁf Prevklfh ik gV B

“ WHO #5757 4 =227 20 Rl E% -
“ WHO 2y 17 R -
45 WHO #5553 20 f1 -
e R R l’?l T T@FEI%\EJ*”;E 5L WHO %&f[ﬁfgﬁg—
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T > R BLY [ S i PRI A

(I ) *##& %% (Human Genome Organization » f
3 HUGO)

PRV S 2R RS EHE (Human Genome Project) [ty » I') B i
FLN 2A51%FH (Human Genome Diversity Project ) [0 » B4
[Filpg EBF=e i‘%{fﬁﬁﬁ?ﬁrﬁ’ﬁ» EJRVRERISEPNES o £ R L
FEET VI HUGO Fiodt— oot & gLy o FLPPTe 7 8
FEL#E ( Statement on the Principled Conduct of Genetic Research ) *° » 4155
FLR B 5 R R R BB D S (ST IR
[t~ R HEELY O IRE R B A A fote Wﬂﬁi%ﬁl
puozez S RIH I SR o SR PR R B
RS R R

e Jufe & SR Y AE S S B PR AR
SRR PSR RS W B P RIA R R B

( Statement on DNA Sampling: Control and Access ) ** - T‘iﬁgﬁi‘g‘l?, Hvo
IFW"E&FEE'F A P WO E0R LD S ST R IRD A
P (P 95 gﬁ‘fﬁ&ﬁ%f"ﬂﬁ%ﬁﬁg) AR ALY PREAREE A

° l'*?%@rmiu’ AT kL %’%T‘Z%‘F EAYRLIE ~ E PR R EJJEFG
%ﬁ’éwﬂﬁﬁ

* WHO iﬁfl 5719 B -

® Z¥J' 4l Statement on The Principled Conduct of Genetics Research,
http://www.eubios.info/HUGO.htm (last visited Jan. 9, 2011).

% Satement on The Pricipled Conduct of Genetics Research, http://www.eubios.i
nfo/HUGO2.htm (last visited Jan. 9, 2011).
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BB ORI AR 20 e R B i i
VRS © ik o S m STRLNERRLY R R A S
PGB E IR R 1) R o A
¥ O0=Z F i s W [ Fﬂﬁﬁdﬁﬂ?ﬁl (Human Genetic
Databases )./ il &1 e LT PRI L B L( Statement on
Human Genomic Databases ) ** « | &} 55 % Prevkl iﬁi‘i’ﬁ'*ﬁ  H-
SRR E! - S LRI 7o = S R o 2
HUFT AR ~ BRSBTS
Ay -aeenﬂqg:n@‘sfgj T ETE R R B 2 S R R
EIFI BRI [l 2 E‘HH% BTV 2 ) R ey
B I e W ey R SRR R (AR
R~ FFYF AT 5 P A Y R 5T

() FRFFHF e3¢ (Council for International
Organizations of Medical Sciences » #§ = CIOMS)

CIOMS ¥+ = OO & 27 T M P s (i s i
(International Ethical Guidelines for Biomedical Research Involving
Human Subjects) >* > I Hl[ié;jTu;jE,l i ER u%i/[‘f'[iﬂf‘%’éﬁﬁl
U~ B REETRUN ~ Flgod > ARUNISTE I oL - P

52 Satement on The Pricipled Conduct of Genetics Research, http://www.eubios.i
nfo/HUGO2.htm (last visited Jan. 9, 2011).
¥ HUGO Ethics Committee — Statement on Human Genemic, http://www.eubios.
info/HUGOHGD.htm (last visited Jan. 9, 2011).
* International Ethical Guidelines for Biomedical Research Involving Human
Subjects, http://www.fhi.org/training/fr/retc/pdf_files/cioms.pdf (last visited Jan.
9, 2011).
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A Comparative Study of Governance
Framework of Biobank

Lin, Jui Chu
Liao, Chia-Cheng

Abstract

In the post-genetic ages, more and more countries put into great
resources to establish biobank on population-based to boost its genetic
research. Taiwan Government, likewise, has initiated a Pilot Project in
recent year to try to build the ground work of the so-called Taiwan
Biobank. However, due to lack of governance framework, such
project become serious disputed and further triggered distrust among
the general public. As such, this article intends to identify the
adoptable governance model of biobank by surveying other countries
which had already undertaking project of building biobank at national
level. Through comparative approach, this article aims to identify the
key issues for completing the framework in Taiwan, and to introduce

new angles in stipulating related regulations.

Keywords: biobank, Institutional Review Board, Governance Framework,

Ethics Committee
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