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4 EREBIRh FoBZH

T BERHERERETE

ANBEFRA AN RERMBLLNM  EeMERMERNNAET
R Z T F T E A A TR o o T 2 B E AL R TR
% ; (genome wide association study ) %3 7h 88 By 0K (18] 20 2K R
REEAYRN) B (FA) ERBBZHELHEE TR EEMR
HERNFHZHNERBG  BEUARNE—THWEARE (Flais
BB MAYRMEWERBELFHENES W AR E
¥ ; (next generation sequencing, NGS ) 8| Z it —2 By & E#
B o *T o sER A MENGSHATMEZER - 2EM R EW
Hh%# (principal investigator, PI) 42 f 5 & B 7 A 88 09 &£ 40 & #}
E (Biobank ) ¥ " {H %3 , (incidental finding, IF ) ##k = X
BRI BT EEWERRE AR ASAREN - A
A W RN RO TR AT AT R R A T B T 46 B AL B A AR
(beyond the aims of the study ) - {27 Fil#& 4 AT & 0y (8 7l 42 Gt &
(contributor ) 2 7= ( potential ) 7 & % i i & % 3, - *

SRR~ TR BIT - B RN 2 LR g
Wﬁﬁ@%ﬁﬁ??i‘% » PR PSR > 68 > FI1-55 20137 6] o

William S. Bush & Jason H. Moore, Genome-Wide Association Studies, 8(12)
PLOS COMPUTATIONAL BIOLOGY 1, 5 (2012).

Isabelle Budin-Ljesne et al., Feedback of Individual Genetic Results to Research
Participants: Is It Feasible in Europe?, 14 BIOPRESERVATION & BIOBANKING 241,
242 (2016); Ruqayyah Abdul-Karim et al., Disclosure of Incidental Findings from
Next-Generation Sequencing in Pediatric Genomic Research, 131(3) PEDIATRIC
564, 565 (2013).
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Maedk  ETARERGES  RERTELER - ERE - B
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EAEER) (ZO—=) "Wk Hb—HEAEEH (E
AEEERE) (ZO—F)  *hEfFLAMEAHRE - THB
T AENER  —FEEHE A ELY e (World Medical
Association, WMA ) A =O— < F+ A% XN (£LEF : HRE
BZ R EABAEYE A E 2 hE£E) (Declaration of Taipei on

Ethical Considerations Regarding Health Databases and Biobanks ) 19 .

Challenges of Translational Science, 14 ANN. REV. GENOMICS & HUM. GENETIC
557, 562-64 (2013). (= Bl T [ SR A S 40 ) REAS T [ P S
T fﬂ@['ﬁﬁﬁf‘lﬁéﬁfﬂé?%ﬁlﬁ? i * p#eadi il (individual research Result, IRR)
RO e Bk P WFSJ'}E'J?E#@ # ~ == H (participants) ~ $f}{i1 % (donors) fY
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RERGTHFABERERELAEEmE ZRZF (informed
consent) FRAM A FHAYERETEEFREBEARABHZ A -
TR E®ES L 2B (WA THAFRFEBK) (Federal Policy
for the Protection of Human Subjects - — #% #% & % the Common
Rule) #=O—+t%—AKEBT - L#§ _16C)@BERE "
HZ A& w4 & F & (inform consent) )7 # » A " &L K
M BEREREZNAARE —QHEXAE ZEHART—F
41 % 3 #F 4 (A statement regarding whether clinically relevant
research results, including individual research results, will be disclosed
to subjects, and if so, under what conditions ) - X —F N &It EF
Hithe Common Rulet A1 FAGT#H ST > R HE - # ;B g
Mttt EAGRREZL "TEAEHR, > TEHESLENR - LAFAAT
WA EFR o

AXUTHR T8 EABEH ‘“S’T%ﬁiﬁ"‘fiZ% K L3 &0 4% T Y
Moo > IR A R A E R T BN gL Y
AR AR Rzl s R TR #ﬁﬁ&lfﬁbﬁ%f*ﬁl LEHENT R
B A T R AR o

Al TENREIR , BBENER
— TBARESL ) fEfTIRIS 2
BABREZ - EHERELY - T AHAFERE

1 82 Fed. Reg. 7149, 7256 (Jan. 19, 2017) (to be codified at 45 C.F.R. pt. 46)@%‘%?]‘

FEP%’ i E[T' By *Jw{ﬁ*ﬁ"f '\5 > https://www.federalregister.gov/documents/
2017/01/19/2017 01058/federal- pol1cy—for-the-protection-of-human-subjects >
ETBETE 20175 7R12F0 (&0 8Y114(b) (5K - p;sr?ﬁ?zolsﬁ 1E[19F! %
¥F) o
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7
( aggregate research results ) WML o & & — ko) £ 4 5% 25
R ZERURNFREN  SREENTRAAELETIRNY
B RN BB SR BARRAEH N ERTERTE
ZEMW o PEABHBEATREEARREYEREY THFA, o
EAYELWERY  ERGEAEBNEME (BRHEM
penicillin ) #9258 (3 ) : — /L =/)\ 4 - Alexander Flemingft ¥ &
AREEZWMERBELET  BHARBREZEY - "HEH©
RERDMERE - DA EN B TR B R H Y
PR Ul AEEAIRSN AN TR EEHE N T ERE
ﬁjﬁﬁmﬁM%% B— BB R R R A B R R R

FiommblELNBARE  BHHEZR BANELERAR
%zm%’m%‘M BEEHRANG TERBA, WEBRE S
BhFHEET  LEBRPREEBTEEE T HHRA, 85
%’E%&ﬁﬁ%%% EHRERNEET WHELRTEHZ
ShEy R ARG E TR R (MR B Y —
BOHARWMEILEMBEE IE TEACRERTHARTE
T OB o TR A R 2 EH SRR DA YR
(ReHEmE) Cry REREARERE  RE EEEAXR
G EEE  EAREARNERT  BHERKFARE N E
B EH R RN BN RSB ELEENREEA

12 Wolf, supra note 4, at 562-64.

gma s B BR[OS H o RIS A 0 3891 - F140-47 + 20057 §
F| o

14
Wolf, supra note 4, at 558.

15 e . ; _
SELLIA SRRl T Y T VS

16 F A 1f'ﬁ%ﬁ Ersy J o VB

BESf SR o ) R TERRE L Y —— RS 5T T Ak B i
HERLIT PRVRIE L (2RI (e ) =
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T DRERREEL ~ WCEREE: ~ EAREBEY TR

FRBEYEERE  EABARHZERE (£ WE -
BH) - TERABETETEAEAL —MERHE > S ERE
MeTarEEETENRBERENE - ° BnEEENEH
BAHTRWG R HFTAE AR TR - TRAER
EERBWEHRRI L BFTE  AFPRARELEN T EHA
BAYLGHE  IERREBLABE AL ALAR  AENHELE
BZMB0RETORZ — R EBR A - A ohmEmgpE o P
FREARESGN TEBERRBARERE - AR ERp
HE TSEMERSE - AEATEIRELEERHE R AT LR
E4eNEERMAES o K TBEIEE T LA E 2 5 UE
£o, OHE EREAREYWES  CHECESTEERE
EHANBEHLLE o I RRE (ABFRE) £151k RHE
BRYNE  SEABFRRTEIWRAEIN  HASBULE
Bz TEEERE,  HRE/EHNEFGETESE  KE
KoL RAFRSEZFETRE  wTRMEH (HFEF)

17
See Susan M. Wolf et al., Managing Research Results and Incidental Findings in

Genomic Research Involving Biobanks & Archived Datasets, 14(4) GENETICS MED.
361, 362, fig. 1 (2012).
18 William McGeveran et al., Deidentification and Reidentification in Returning
Individual Findings from Biobank and Secondary Research: Regulatory Challenges
and Models for Management, 13 MINN. J.L. Sc1. & TECH. 485, 488 (2012).
https://www.twbiobank.org.tw/new_web/about.php - & & BET[1 © 2016 F 126
EI o
http://www.tfrd.org.tw/tfrd/library_b2/content/category_id/2/id/98 > f& & B | ! :
2016F 125]6f 1 o
(P pRpPx) STISIE © T IIPRUE NBRERE AV > B8 (R Z =y P

FERPE 2 e« VIl S R R [ SRR R H

19
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# o MR TREBES VAT ETRESHELE - PHE
RERE - AMERECETHE ¥ BHELE hehr—
HE B AR E SRR AR EE W - B RS
BHHBATEF 2R ABERBEFASREAALHE B 5
B o 87 B - G R B A R AT B S R T T A BB
xm%ﬂ%\r%%%ﬁjﬁmm%rﬁAﬁbﬁiﬁﬁ%fo”
BEENEWENERES  EHENARE AL E G 8
B BT ERETAENNERFR (AR EF) - BN
BB o ARSI ET B T BT B R R S
— BT R R E R AT B T R A B ARRI I T A
Pk REERRBALMA KK EL L EBREZHE (¥ T
AHABREAREZBFRAEN)  DHAEELRFOHLE
T EUAS S B R AT SR B AR - A0 55 3B Rl B 45 7 I 22 9 B A
ﬁﬁ’%%E%@ﬁﬁﬁ%\%%zﬁlﬁ——ﬁﬁ%ﬁﬁﬁ@%
KRR AL BEBRERNEIN ZE o M BABE AL

AR~ [ Al o 2R VA T Pl eRORUE SRR R
il 4_ N
- ﬁf;&f f Il = F“’fé“r J
McGeveran et al., supra note 18, at 488-90.
2o R P OB 2 RO E 1990 > 20005 57
http://www.commonhealth.com.tw/issue/topic/001/page02_2.htm - & i B[ :

2016F 125]6] 1 o

24 Wolf, supra note 4, at 563-64.

25 Abdul-Karim et al., supra note 3, at 566.
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W ARG A D R EHH L ERERAE o TH LU
TEMABAYERE, AF - EEREEZT TS - R
RUexETEARD (WF) WEREZEE  PEbl K0 RE
ABHWEHAEETRT R ARG EFEERA L EN Y
Mo MR ETHE TEARE  —ELHERERAFRS (LLEE
BE)  —MREREERAEN MR DR AREESR Y
EHHEEABHZERN - BB GEAEERAERE AL
FRMEMEA— L Bh RGN E N R RS AR A
ERERE (RERA T Ak, ) ZAMEN  BEAREERY
PR T A I AR BRI B AT TE L o

2 F,J{' Ifil ﬁLj CPr s ﬂﬁ*ﬁﬂ\ #i ) - https://www.twbiobank.org.tw/new_web/
download/%E5%90%8C%E6%84%8F%E6%9B%387%E5%81%A5%E5%BA%B7
%E4%BA%BAY%E7%89%88.pdf » &t & ETF! : 20167 12F]6F o Tyl » ngt k]

. g}’ﬂ?lﬁ'%ﬁtﬂﬁﬂ/%‘@ﬁ% CfRL TR ﬁﬂﬁ NGRS
McGeveran et al., supra note 18, at 520.
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BEEn L SHENELZEAYAYEREENLL T TR
BREA PR EEEMEHEHT  HARBERSLY RE
ARBRREL R Y hBREE T EHETRN, (re
identification ) - 77— EL & ¥ 2 s 3 Bl - B 58 % 44 ZE 1 R A 4R
HEAETEREAELEF  ERARRRE KBRS - FEFR
EHANBARH —FHBRE BEXET T ROERERLR -
%7ﬁ~ﬁﬁmﬁﬁ%%aﬁmﬁ%%’Ea&a%ﬁ%aﬁﬁ/
EHEZEHE BMPERERESENRZERERERLH -
EREEFRY AREEHAUBBXELINENE  HEW
TOREAMENEE EANENEFEARKRNERENYE
#HE (UK Biobank) - R =O—mWEWEBRHE L HALE
TR TEAR WkE

REELE T T RRA —HA R T R
TR R W o CEAN TR REE T BEARE
R EE (REFR) WEEEE Mol BsERNE22E

29 Budin-Ljesne et al., supra note 3, at 242; Wolf, supra note 4, at 566. IF;* ﬁ
“JTﬁJE?*]I?,J%F~ HySh - A o — [l l*%liﬁi%*ﬂ?lip A Spy s
g3, (Personal Genome Project, PGP) o PGPR- = f! @FIJ%L*“ : 7 [?,

£ TP A RO B SR B 0 ST R PR AR B
(=63 M) o g [Fi el IJ?F—“J“%[ FT‘H« o EFZET fLMadeleine P.
Ball et al., Harvard Personal Genome Project: Lessons from Participatory Public
Research, 6(2) GENOME MED. 10 (2014).

30 Emily Scholtes, Incorporating Cost into the Return of Incidental Findings
Calculus: Defining a Responsible Default for Genetics and Genomics Researchers,
100 MINN. L. REvV. 1171, 1184, 1199-1201 (2016).

3 UK BI10BANK ETHICS AND GOVERNANCE COUNCIL, PAST, PRESENT, FUTURE: THE

ETHICS AND GOVERNANCE OF BIG BIOBANKS CONFERENCE 14 (2014).

ﬁ‘fﬁj% » Biobank g & fl1. F|# # (re-contact) EIUF%FJEE_ s yE TS Fﬂ S =N

HH > F122-23 5 2007F 4%] o

32
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Pl RARE  TwERABETRETERN - KEZBAML R I F
RN EAERERA— B EMMIRLFRZRZEZECEGESR
AEAGERATTE BN RAEIS%NHAREHEECETH
R BB L A =% (Huntington disease ) # 4 F o S
# Susan M. Wolffg tff - — AR TR A K7 ~ — ML AR A H B K
~¢%?‘¢L%ﬂ/$%ibbi§%§TL£n A HEEE LA FREY
ek TR ERmEERN TR R M RTH ELH o TR
— AR RRE TEIHAERTRNNAZE ) R TR
FRmETF WEE - MRS LNE R8N EH -
O "HIRE . FRMER, BHEEGIEER
BN EL XA B RENRY  ABEAESFEARE  HEZ

MR T HREA RS 2 TRARARREREAER
HREEARIAMEREF (guidelines) « °H IR FH B EH
HEN "47% , (beneficence) ~ " B & | (reciprocity ) & "
AEE | (respect for persons) H kI Al o % % - 1% 4% 3 5k

TR AEEREREREY  AEEBEA I RERER A 7&‘
B R 2 (clinically urgent) ~ HAI X FHEHEME - £

33 Abdul-Karim et al., supra note 3, at 566-67.

34 See Wolf, supra note 4, at 566, 568-69.

3% Budin-Ljosne et al., supra note 3, at 241-42; Adrian Thorogood et al., An
Implementation Framework for the Feedback of Individual Research Results and
Incidental Findings in Research, 15 BMC MED. ETHICS 88, 89-90 (2014); Wolf,
supra note 4, at 567; Abdul-Karim et al., supra note 3, at 565-66. Y[lIsabelle
Budin-Ljosne %™ * F’?f”if?r’?? oo 3 s s R B ST PR

. EMH%FMF ’FjIIJ“TijFI' b ‘“H’if‘[ﬁl?ﬁ“'j DAY % Flﬁf[fjﬂf' Bl *i*ﬂ

36 Budm -Ljesne et al., supra note 3, at 244.

Thorogood et al., id. at §9.

-156—



—Ot%=A ARAPFY RiF AN g Ty E R

(incidental findings ) z 411 2 4 2 %% 13

RO ERBEE RS WARY EHEEH RO REEH
WEETEL  FERABRENGENE - TWAR Y (hERE
#) R BB AZITE BEEER THITFREERNERLE
%J\%ﬁﬁﬁ%ﬁ%%i%&%ﬁo%
R EERAARANRSET  HGEFATRENREELS
B —MRALENRBNRLE  REBYRBEHZA AT
EEEYREEEHZA  DERAHAHERIIEEHNEE £
REBITERWRAET  SELARAGTHERE BTRE 2
HREWEH B ERG  Bpgah o
AT BIEEMOEF GRS RBEER o BA B HA AR
EZOOEEHEMN (ERENGERARSE) & REISHKE
IEXREFAFRZ AR MELEBA e REABA LT XTAK
BOEFE — S ERIEFE TR B IREHE  SEFEN LT
% F3% , (improper inducements) o “O7 Dk £ - £ EHA KK
BTHWEERAUER B8, A% kATHHE FA, BK

37 Wolf, supra note 4, at 566.

38 See Thorogood et al., supra note 35, at 89-90; PRECISION MEDICINE INITIATIVE
(PMI) WORKING GROUP REPORT, THE PRECISION MEDICINE INITIATIVE COHORT
PROGRAM — BUILDING A RESEARCH FOUNDATION FOR 21ST CENTURY MEDICINE 85-
86 (2015).

39 Nadja Kanellopoulou, Reconsidering Altruism, Introducing Reciprocity and
Empowerment in the Governance of Biobanks in the UK, in PRINCIPLES AND
PRACTICE IN BIOBANK GOVERNANCE 33, 43-45 (Jane Kaye & Mark Stranger eds.,
2009).

40

UNESCO, Universal Declaration on Bioethics and Human Rights (2005), art. 15.
K 0] o) s UL T 2003 lf;a o1 as«uﬁw SRR CBE  TEL N R
F;[>> » [H %{',EJ‘T [}L] = rj FJ rm Pﬁ‘fﬂi See UNESCO, International
Declaration on Human Genetic Data (2003), art. 19.
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(Fland B AR ) « RT  HAELE AN E T LR
ERLRBREE Y, FRE—F R AEAEETH
ERRRNEES « PEEE . REEAZ T EISHEIESORR
W # 2 H R 2 {8 A K BB (persons and groups ) £ [ B E T
BB, (special and sustainable assistance ) - #E K K B 18 A
HRREEE S hE2  WEALESERLTERERG
HWER  ERMAETARRBLRL "TY, o

T EBABAYEHE  WHTW S - H26.11%4E £
AR THZERT M EA  MHS493% MR EFEE
THUERERETHEE S o ® & £ - David Kaufman% A i
ELT A E o A Ao G R S BT R RO R -
SR (WS0ETHREA200ET) THET (#W10%) - #
BEFRETELE AL BRI RRENREF 2 RELH
EERESEFRZAE ML AR EHBER A RBREE
MBMEANEREENERE - FHE R RASR WSS

41 .
Emmanuelle Lévesque, Yann Joly & Jacques Simard, Return of Research Results:

General Principles and International Principles, 39 J.L. & MED. ETHICS 583, 584
(2011).
42 HENK A. M. J. TEN HAVE & MICHELE S. JEAN EDS., UNIVERSAL DECLARATION ON
BIOETHICS AND HUMAN RIGHTS: BACKGROUND, PRINCIPLES AND APPLICATION 233
(2009).
f‘% FL ey ’PEE}EE PrEvRI P ?Ff}fq!,‘ > https://www.twbiobank.org.tw/new_web/
about-deveplopment.php (?ﬁ@ E\ﬂj‘ 22016+ 8F[31FI-) » E L BETE! 2016
FQE|3LF! o
David Kaufman et al., Subjects Matter: A Survey of Public Opinions about a Large
Genetic Cohort Study, 10 GENETIC MED. 831, 837-38 (2008). I'] E%JTJ-L' (focus
group) ERUR Y B POPTAY IR > FREECE O C SR ORI o N
i E ) T HTEME TG © Juli Murphy et al., Public Expectations for Return of
Results from Large-cohort Genetic Research, 8 AM. J. BIOETHICS 36 (2008).

43

44
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—O+kHF5A 15
# %A Kaufman% A WA Rt H - ASS% M o & ESH
THRMENREL AN RERE - CPAE RO R T XS,
(Table 5.) FrEH &EHERE - HA - FRN - FHARTE
BEOEHEET R TR BB 2HEG -

ez ERRHRELLEALRTH —RRERTRIATT
RMEETLEM R 2k BEUSEAENENIEE BB
HrEApBARH (A bEEAREREFNEZRELA) &
Ba— AR ANETEA BRI EE ALt
Ao RAREEMBIAALREEREZEA R EAHE LA
Hi (categorically ) I Ek o Wik EH B R EET LA
B ETWEEE  TEMEARH AR ENHHRT &
ST ERA Y

GEA BT R HIEFE

WE AT BABARB L EZG A —HARZLEY > AL ERE
AR o BAN AR AT NAEZARNER - U
THZHEGEHR TR AGTNC AR EH  LEAERAELER TR
Z A (analytically valid) ; 2 #H R EREREZCMELTEN
J&, & ( established and substantial risk of a serious health
condition) ; H 3.4 (%) kLB~ &% (actionable) o *®%

45 Kaufman et al., id. at 838.

46 Id. at 837.

Y e b a e £ =i
U O TR 4 R T R

48

Julie Frizzo-Barker et al., Gemomic Big Data and Privacy: Challenges and
Opportunities for Precision Medicine, 25 COMPUTER SUPPORTED COOPERATIVE
WoRK 115, 128 (2016); Thorogood et al., supra note 35, at 90; Wolf et al., supra
note 17, at 371.
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Bl B R N NN SR E R R EEEE S
CRTEEHGEEE  PHHEEMEMBAEE -

Y AEBRENEENER LT FEEE RABEWE
R HABEERAEEGRBEALE R LTy BaAR
KoUNEREEZSEEE - TR R EE KA
R BAMERAEETh ALY HH L ENEIREE - PR
W NEEE TEWAES RS, WERKY ZEERGERE

"TEWMEETAN 2EXRARSREREfE A ES
(autonomy) - i HEBHEELNALENHEREE - EE =
ERLE R REARUEEEBELRENTEART Wik
THRWELT T17%,  THE, R "HAKE, WHERA -
HEHHRE  GRERE T AANGRERE  FRLEaRDER
BHMEH— AL GERN AR N TR T EE AhEEE
EWEERL WEABTADEBHHEVEZAE -

WM TERMEE SRS, 2 ERK NERH TR L Hh—
BERALCEEGRGEERF WA EN - wHlfid - BENEEAEE
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See Budin-Ljegsne et al., supra note 3, at 242-43, 245.

Thorogood et al., supra note 35, at 98. 1/['?}@/ EI"TF;[ CAFLRLT A A B
LG R A F", FS ] S 3857 S P S E R T AR e

(“it may be impossible to divine the participant’s preference without revealing

50
51

something about the nature of the risk information.”) -
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53 See Wolf et al., supra note 17, at 372.

% 14 at375.
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CLIA/index.html?redirect=/clia/ > f&t & JEJTE! @ 2017F 7E[12F1 -

5 [l 'FT"EJ Hﬁfﬁﬁ"ﬁﬁ?fﬂﬁﬁ?ﬁdﬁﬁﬁ/ (it X @&'ﬁéﬁ?#?aﬂ%ﬁﬁ‘ —FI?JFI WY
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Wolf, supra note 4, at 568-70.

Wolf et al., supra note 17, at 373.

Susan M. Wolf, The Past, Present, and Future of the Debate over Return of

Research Results and Incidental Findings, 14(4) GENETICS MED. 355, 356 (2012).
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61 Wolf, supra note 4, at 567.

62 Budin-Ljesne et al., supra note 3, at 243.

6 1

64 Thorogood et al., supra note 35, at 90; Wolf et al., supra note 17, at 371.
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Thorogood et al., supra note 35, at 96.

Mats G. Hansson et al., The Risk of Re-identification versus the Need to Identify
Individuals in Rare Disease Research, 24 EUR. J. HuM. GENETICS 1153, 1154
(2016).

B AR W R B o R T R G (PR R )
HIE R -

Thorogood et al., supra note 35, at 96.

Id.

McGeveran et al., supra note 18, at 525.

Thorogood et al., supra note 35, at 97-98; Wolf et al., supra note 17, at 375-76.
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"2 Hansson et al., supra note 66, at 1555. < F[I“Jﬁﬁugﬁ’ﬁﬁﬁf:’d’fé‘:% R
ORI R PR T R RO B T BRI - g

" Y %_‘FIU’I??%* B BRI RY TS Y E@FJJ si= (0.013%) -
Thorogood et al., supra note 35, at 96-97.

“ Budin-Ljgsne et al., supra note 3, at 246; Wolf, supra note 4, at 572-73. iy %1"{
ﬁ[i]?,i F o HERIGE R AR R G R RS T o Ry TR f{ Gl &

S R R B

Susan M. Wolf et al., The Law of Incidental Findings in Human Subjects Research:
Establishing Researchers’ Duties, 36 J.L. MED. & ETHICS 361, 376 (2008); UK
Biobank, ETHICS AND GOVERNANCE FRAMEWORK (VERSION 3.0) 7 (2007).
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. EEH B U H%H] o Scholtes, supra note 30, at 1190-91.

Budin-Ljesne et al., supra note 3, at 243-46.
;: Wolf, supra note 4, at 570.

Abdul-Karim et al., supra note 3, at 566-67. %ﬁj * F:r%b ’ F["{?E#I’ﬁ ﬁ%?ﬁ%’ﬁﬁ IS
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See, e.g., Scholtes, supra note 30, at 1183; Marianna J. Bledsoe et al., Return of
Research Results from Genomic Biobanks: Cost Matters, 15 GENETIC MED. 103
(2013); Isaac S. Kohane, Daniel R. Masys & Russ B. Altman, The Incidentalome: A
Threat to Genomic Medicine, 296 JAMA 212 (2006).

81 Budin-Ljesne et al., supra note 3, at 243.

PR W e TR ERS0XF (I

g BRI BRI K o S HRPD) [ 5% - Scholtes, supra

note 30, at 1188-89.

8 Thorogood et al., supra note 35, at 96.

-167-



24 BMKEEFH L REAES

OXENERET

THENIWEERETBABEYERE REMAELT L%
A RBEEARRZ ANEE ET A HEELSHERL N E
RS EEBEYAEGRAARNERERS - — AT
EENEEAYERET  HHLEH TRFADBEARE, —F
RRERARE (BAREAL  wERTEE) ¥

MELABEBAYELGERAENTH X REF R R RN B
B AABRAFEEHNER N AERE Bk EOLETE
FEE,  BRTHELLEARRFEEENEASS - ABAN
EELRRTRHTAEREE R EHEEEHINRE R
BT UAERBBEES AT RLWARETIME - TEE -
LEBBEEESNEEREGAEATE BELEL AN B
BRAERELEES X LRAKEEY ETRANERATET
FERFENMN  MAMERFRLEEHEEZHRITH - K2
EAEER RS AR EARR L EERBERF (— AR
BTHEL TS —, ) o
CBAIRF 2 AR

HEREHERARTME  EMHARE R BT KRR FOSE
TRET A TAELERR  ARARHER  HBER K
B RY T RSB RFHEREG,  MAREHATARREF
ZEBEBAFEEAREAZ - EHWERERABABET
WERRE W A - E A T IR ARG kAL B A S R 2 B
BB R TR T E L — T F B R A e 2R E

84 Wolf et al., supra note 17, at 365-66.
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85 See Scholtes, supra note 30, at 1194-96; Lee Black et al., Funding Considerations

for the Disclosure of Genetic Incidental Findings in Biobank Research, 84
CLINICAL GENETICS 397, 402 (2013).

Budin-Ljesne et al., supra note 3, at 243-46.

Black et al., supra note 85, at 402.

86
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88 Thorogood et al., supra note 35, at 98-99.
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89 Abdul-Karim et al., supra note 3, at 566, 568.

% Susan M. Wolf et al., Returning a Research Participant’s Genomic Results to
Relatives: Analysis and Recommendations, 43(3) J.L. MED. & ETHICS 440, 446-47
(2015).
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92 Wolf et al., supra note 90, at 446-47.
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Ethical and Legal Challenges to
Returning Incidental Findings
from Genomic Research, and Some
Suggestions for Biobanks in
Taiwan

Wen-Yu Chia

Abstract

Since the wide adoption of Next-Generation Sequencing (NGS)
technology in genomic and genetic research, research projects and
biobanks are expected to encounter incidental finding (IF) more
frequently. The World Medical Association Declaration of Taipei
(2016) and U.S.’s revision of the Common Rule both acknowledge and
indicate the necessity of addressing this expectation. Nevertheless, law
and practice in Taiwan have not planned on responding this issue in a
systematic way, and individual research results are returned in very few,
if any, situations.

This essay first briefly illustrates the essence of IF and the
obligation of returning such findings. This essay then discusses the

difficulties, ethical challenges, and the corresponding measures when
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returning IFs is put into practice. Reflections upon Taiwanese current
regulations and practice are also included to provide further analysis
according to Taiwanese local context. A workable and ethical
framework on the return of IFs needs to be built according to each
research project and biobank’s own features (e.g. size, research scope,
resources and funding, etc.) Still, governmental (i.e. legislative and
administrative) actions are needed for biobanks in order to lower the
risks of breaching legal requirements and to make the best practice for
biobanks governance when dealing with incidental findings according

to ethical guidelines and obligations.

Keywords: Bioethics, Biobanks, Incidental Finding, Individual Feedback,
Re-Contact, Reidentification, Ethic Governance, Ethics, Legal,
and Social Impact, the WMA Declaration of Taipei
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