N 2 P R e T g A o A R
— B E AL HYEER

BROfk T
£ H

A1 A AAE R
A MABEANES N BB EER
%~ £EFEHNEOR + - Fl % E
B BATENE R N~ BIREM

— R Fu AN B

= EHAEmW i~ LERBNEEE

= BHEEEERERE —# AR

M fmHEEE — REBILEFAGLE

OFBRZMM = WOERER L A OE DL

OEHzEMERHR ST AR T

G FEH z hEEYy B [z

DOI : 10.53106/102398202025060181004
BT E FE R BB BOA R R B > BB R KBRS M L - F R
FUAFTWIRAEMER - THE - ®BEF - WA B e R IR AT
EHITED -

RMEY  ——=F AT CH #ZHERY  —— =%+ ZAAH

FATLACE © HRE

-205-




2 BKREZFH % —N\—H

i "

AEE AR R AR SN R v R LR A R R R
ZWG o BRE T EERE LA EAEER R BhEREw
—MHURAEFHEOATLERN ER MR - VEFR - ABE
WEHEERGERAEET RAEWRN - RAEF S EBERN L
BCEE - RS M R W R RS BB -

AXwE HNEBEELBABNIAE > L 2B XBEM L
B 2W AR AR ENEHE T RGN > L ARREHKE
RELBTH - ALRR > BRRTHEH AL AN ERTIEEY
B ERT R — R R B IR e B s 2 B - SRR DL T Z ALk
RHEEWEERR  RARREHREZSE  LIRBEI D 66
Mk 2RUVERER R HF QB UIREIT AR TG o

R | EMEHE - BERE - AREVBEHETIEGEG - ARBHRE -
EABRHRES - EBEHEERA

-206—



——wWHENA UN - EXh gy R EOE &322 S

Dl

EHl

BREABEWEHNEZEGE (THE " ZHEA, ) LET+
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BERFZBIEE (TH"BEEE, ) HE2TRBAFALE
AEMAT o Tl HAHREREANGET R EARA L
BHEME - LRAHEABARENILE  RHSEAR LR LEEN
BE ERABRERTFELEREN TR WRAEHHEF
SHIMRZ EEHRRLE WM E -

HEZ  REAFRAABEYEHE (THTEYERE, ) 2
EATHE RS - 1R ABA 09— R R ik o [ b7 B AR Bl vk 3
HRET  ABHRENEERNRAAABHR N — LALLM
BHARGIAE Sr HR B A R £ E R E 2 b ik A AL
TEBGG 2 EREE N - &G A AT % 6 A B A T
REM o ANBFREFUERE2EMAE : T ABHATHRMEMEL
RARFEZHRE - BEMEERRARLE  REARZ - ) MEZZE
B ERRAF R T REFEHSABHERZEEE > wH
ARBABRBRIABENERETERAAN ZEWELERAT

' Bx#EZEe TAXKPEERSETO-BHEMN,  EEBE T ABEYE
FHEE RG], EZE > 202342H23H » https://join.gov.tw/policies/detail/3e719a
2c-efa0-48¢e1-a136-83029b749841 » £ BE H : 20235£5H8H -

2 ORI b S DU - B e B P 7 A ) R R

( Santa Slokenberga, Setting the Foundations: Individual Rights, Public Interest,
Scientific Research and Biobanking, in GDPR AND BIOBANKING: INDIVIDUAL RIGHTS,
PUBLIC INTEREST AND RESEARCH REGULATION ACROSS EUROPE 11, 19 (Santa
Slokenberga et al. eds., 2021).) - [MASCHTES & 2 AV EBHE G LA —I
JRHA Y — iR R B H RV EY B E - AR B
Fo B o MERORATSCEE - DU U ERER Z o CEERBIINR S 1K
BIFRR LAY B E i AR &R E - )
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AR ARG ERBT @A AN R M A LAk
Wy B AR o

SR - BB EHEARPFI2010F2 A3 H T RLER - fFA— AR

H—thpEE R LB R — AT RESY T HERES
FIILE AT L R R EER - LARERH AL - MEA
WA ELER BRERELEFLELEWAE - HERARAEMW
B BEIDEZAERAANEE S ETH LI BH L EBEAA
bW FE o Hawl KA RMAEREREZUELEEM - TER
RAZEETRZHERZRAMTATHENR AL - 22 w0
REFELEESREZA > BRBHFEEEF —REAZHRN
REEERF|ERAWMGER o b B - —FZ MR - T4
ERELEHEAERUHAR "EHEL T EETEZL ) TN
BRMEFTAEFHRATEMOANAS  —2 R AT
EEREBONEAMBAETERAZ EENLREX -

AW EW - BT LEABNTNE - Fl 2T K
FHEEGR  LARREFHAEREEB M o ALEA - FERR
TR R R 2 0 R BT & £ 4 E AR B A B — AR R TR g B g
2B RRMILERERNLEZF O BEEABTARETY - EF
THER AR Z BTSN EERE - AXTHEEHEE
Tkt o EREMMABARBEENERNERXNERBG - &
ﬂ;%ﬁi%%%ﬁmﬁ:%%lﬁﬁ%ﬂ A] (Common Rule ) #n {7 # % & 4y

EREFRE  UFALRELZHHK FREZIUN_ENAELE
HoOHWEEGPEER LA Ea TR o FEEEREEMN
B ARRAEWMERERREHEEEERNRETH -

3 A BBWIIEEEIE AMN20114£12H28H -
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MESHFERERL ARG WABFEEENEHETT - ABHIR
HELLANBO R AR BT — My B R R T E ARG AL
HEERWMZELEFAEMEREZF BT ABTFEOGRL - AT
HEWERHE o gl BFZLE - BAZEELENE R EHN
FATB— A A BB BT 2 0 PR LT R o B - BLA 09 & B ARG 1 245
EEE ELTAEWNRBTE—BEALWER EERXBERERH
il 2 o

ABH R BN ERAZN T ZAEIR o RETHXH MBS R
A FBTERERG HE N ERABBEREAZEY
A AE OE B BEEAHEAZIAE o h—F R
A L ERE . —RUABRBEARN IR —RUA
MBZRARZBEAERBZMZHR - LIEENABARLZNH
B o BT EFI—ERNIE - BRAERE AL EHETEE N
BB ATHIREAEZ S —ERE  E—FHBEARBRRLZ
#E THMTEELe T AREE (RE AR AR
s IABHMNBELMEEELEZRLIAER) » RAXHERR
(BFULBE ot AL EHERUEMZAR) o 5 °%
i AR TR AT AR SR A - T EE R
WA AN B EM ARG o EHEEWELZH R KA
Wk AR 2% (research involving human subjects ) 8% % & %38

IN L T LA
TEIREAEE FEHEEFE10100645385F K -
6 EEiLEEEEELS R A E Y B EEFE - 45 CER §§ 46.101(a),
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WEE R P BEEAXER  THEZFATRMATR -

EHGHMERZN I EEE R ENRE FHAER o AT
HAMERE  —MERACCENBRBER LS EER
DUREMABMER  MELAAHARENNEELER - KT
AVMEREZELERE—BAEHE  BERAHEEHEAKLM
At BRAE A 8 R R R R R R R R R e T E T R T I
PRI EHEE LT EEATEERNFR - BEWHAHEARF
AEFRHAEWEZ  MAMHEHRE - (CHBRETREERE
WS EMEHEERRTHEEREZANAE  TREE
AR RKNFREAENER - E2H A - ELIKE TR ERFIR
SHEZEE  THEFAATZEREAERM£EZRE - EXRSH
FMEREE  THAEREREHETARRTREZAR LA
#E 45 [F] & (broad consent; general consent) % z—— [F A& XL
SHERBRZARELEAZENAAAETN 22X eRE
MR EREENY TER, WER > FIREGRE AR REL
BUMA - ARABA T REN A RERERAFR AN T E 4

46.102(e)(1).
Organisation for Economic Co-Operation and Development, OECD Guidelines on
Human Biobanks and Genetic Research Databases 1 (2009), available at http://
www.rettdatabasenetwork.org/Guidelines%20databases.pdf (last visited: 2025.05.
07). WS WREHMEOIFEIMREIR : "TEMERE HhEMBZWMRZH
0y > DLANCEF SR ERE G B R - AR ER2HEZ 2 £ - BANER
REAMAR &R - &R BEAEYREE - TTAEYBMERER - Bl AR
BRZTHE  DIRREEG T REZERE - | B2 ARTIUES4RES
FORHUT A R E R ( THFRRE R AR - BAANER REMA R &
B EH, ) -
8 fH BE e B E &) i 2 W 5] 40 NATIONAL BIOETHICS ADVISORY COMMISSION,
RESEARCH INVOLVING HUMAN BIOLOGICAL MATERIALS 64-66 (1999); Mats G.
Hansson et al., Should Donors Be Allowed to Give Broad Consent to Future
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YRR R Z AN T A - B AR R R R i B R R R
EEARMEEANAFR AR EmESELWERNE > EHEHRL
AR EFEERERETZR w3l BEEZH LETHNRE
MEHRAE Y E—F 52 EBRFREARTHEIARGHE - ¥
BEHEARIRERE MERENERNE  EEHREAEET
R0 B[R] B A R R R B R EF T E R KRG R R R
FoOMEEMSRFREROREERE - XEFBERABRLZHEIE
MANTHMERENRERSE  STH—BRTHER - REEHEEH
WYL o TR AR A B AR A T R E

Biobank Research?, 7(3) LANCET ONCOLOGY 266, 266-68 (2006); Geraldine
Fobelets & Herman Nys, Evolution in Research Biobanks and Its Legal
Consequences, in NEW CHALLENGES FOR BIOBANKS: ETHICS, LAW, AND
GOVERNANCE 19, 22-23 (Kris Dierickx & Pascal Borry eds., 2009); Lisa M. Austin
& Trudo Lemmens, Privacy, Consent, and Governance, in NEW CHALLENGES FOR
BioBaNKS: ETHICS, LAW, AND GOVERNANCE 111, 112-13 (Kris Dierickx & Pascal
Borry eds., 2009); Carlo Petrini, “Broad’’ Consent, Exceptions to Consent and the
Question of Using Biological Samples for Research Purposes Different from the
Initial Collection Purpose, 70 Soc. Scl. & MED. 217, 217-19 (2010); Catherine
Heeney & Michael Parker, Ethics and the Governance of Biobanks, in GOVERNING
BIOBANKS: UNDERSTANDING THE INTERPLAY BETWEEN LAW AND PRACTICE 282,
291-92 (Jane Kaye et al. eds., 2012). FIfEE ~ RHEE - BEEVIRTEE > @
HUBUEBRAEE - Ay~ RIBBUEARI RV 22—« AVIRT ZI0E SR ER
WEE  EILREVAESRS (X)) » H70-74 > 200846 5 HEFH ~ 25/
B @EENEEEREI Z MERE 28BS - 22621 » H182-
183 » 20184E3 H -

S TEEIMEEHEAVIES - 2B HWHenry T. Greely, Breaking the Stalemate: A
Prospective Regulatory Framework for Unforeseen Research Uses of Human
Tissue Samples and Health Information, 34 WAKE FOREST L. REv. 737, 752-58
(1999); Christine Grady et al., Broad Consent for Research with Biological
Samples: Workshop Conclusions, 15(9) AM. J. BIOETHICS 34, 37-39 (2015); Austin
& Lemmens, supra note 8, at 113-20; Petrini, supra note 8, at 219-20.
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UL R s BT BAREMEREEH T RZOERT &
THRHEFRZEE B EmMEILHA AT RER  £EHE
DA EHENBSERE » flan > RESFERERELHEANEN
ERE  MPE—BHEMEREL—LRANEETE - EREEE
W TEEERERAEYEREZHEEESINEE ) (Declaration
of Taipei on Ethical Considerations Regarding Health Databases and
Biobanks ) it AN ER TREEHEMBS > KERTHE  £E
BEFRETMGAL,  EWAEL T EWB R LB E R0
S0 WEWENELT T HXREMERE  NFEBAET
HEE - R LRMTHBRRENEDTHEL RS > LFER
EEFHLASIMBERALEREZENE - KXHRETEME
R ERMEEHERSRLRE  BRFRABCLE LY HER
EREMEREGRE  WEFATERSER A HwHss o 2t
FHEMSERERBANARECHAARLE FLEENEERERE
W EERBENER  WHEEEAXEANTHERRGTEH
% o

RARE  EWMERESERT BRRT 2 LI
WMEARERENER  EEARFHEERETNHZEEER T o EH
FIEFR - B2 FHEUBFHNRAAFERARTHEHIEE - X
Wan - AAFEERERSETHERREIA  WHEAEAEY
FHEMER -FFL SHEEFAREATHRERELBESR

10 World Medical Association, WMA Declaration of Taipei on Ethical Considerations
Regarding Health Databases and Biobanks, art. 4 (2016), available at https://www.

wma.net/policies-post/wma-declaration-of-taipei-on-ethical-considerations-regarding-
health-databases-and-biobanks/ (last visited: 2023.09.25). KT = 2 H B #11

@ BRERE - RR - U REAGOIE S | RS O
ZmEE R - 5EEE > 20561 © H620-624 20165115 -
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BAAREMSWHELHNRERZ— s LA ERal - EaEA
ERREEF TURHRE - XBANPT - &8 A HBFHLERF
FRRAMEAREERR  EAFRHREEHFFRLERZ2RER
Al (security safeguard principle ) - ZRIRHUE AT ~ AL 7
W Lzl R  REEATHREEH R EFRARE
BRAMEEE RITHAET 2L N TEXLHBHETESTNE
ko UREEMBOITBRESRERLE " HEBHL—FA -
BETAHRFATHERATH TR - Bl 2B & AR —#
# 8| ( General Data Protection Regulation, GDPR )  #y{E A & ¥} {%
3 ¥ %371k (data protection impact assessment) '3 {5 A G H (% 7%
E (data protection officer ) '& F H Kk H W H| H G B ESH 2
Bl REREREARNEALGHGHEEIGCERE - —BEHTHA
AENEREH AR - EMAXLETRAEHENBEAS - &

™ See RaymonD WACKS, PERSONAL INFORMATION: PRIVACY AND THE LAw 197

(1989); SANJAY SHARMA, DATA PRIVACY AND GDPR HANDBOOK 69-71 (2020);
Katarzyna Kloc et al., Basic Compliance, in GUIDE TO THE GDPR 39, 46 (Maciej
Gawronski ed., 2019); Cécile de Terwangne, Principles Relating to Processing of
Personal Data, in THE EU GENERAL DATA PROTECTION REGULATION (GDPR): A
COMMENTARY 309, 318 (Christopher Kuner et al. eds., 2020); Cédric Burton,
Security of Processing, in THE EU GENERAL DATA PROTECTION REGULATION
(GDPR): A COMMENTARY 630, 630-39 (Christopher Kuner et al. eds., 2020).

2 SR E MRS 180 - B220F « 270 > DURSHE S BRETEZ A
BRHME R L g T -

13 See generally SHARMA, supra note 11, at 73-80; Eleni Kosta, Data Protection

Impact Assessment, in THE EU GENERAL DATA PROTECTION REGULATION (GDPR):

A COMMENTARY 665, 665-79 (Christopher Kuner et al. eds., 2020).

See generally SHARMA, supra note 11, at 80-84; Michat Kibil & Maciej Gawronski,

Data Protection Officer (DPO), in GUIDE TO THE GDPR 263, 263-74 (Maciej

Gawronski ed., 2019).

14
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REEBRIT R R R A 0 > AW E R R A H i AR
JCME & AT SL R A

BE RERLT  AVEHERRZABHAAN —EAEE-
ERL—MSBARMAE  URBELEWETHES LA H 0% E R
Bl - ERAREWE AR A E R AB R RN B R
ALEHRHREFREORAT > LUREAEFHRERER KR
BHHENENRENE - W—EAFE > ERAFITHAENEER
R

2 ZELABIRUR

ZEBAREABEREHE ZOTE G4 TR iEe "R
WAL, BT YERENARE R B LM o REABF RS
it FEeEmr AR mEFE - AME > EALEREXHLAEN
MEETMEY - REXBRNWFAEFREHEWEHERE
o Ak 2 R A R B ARG R R EE 2 AR -

HhRERAAN T XBEBRARREREH T LT A
B REEEAN S SHEMEHERZEER - HEWE
HEMAEARMORE B REEZELBERNARTEF o b—20
MEEFE > RE—FARRBERAMLEELR -

HR > REFEM LR BB Y RABEZH 58— %
Mz ETRERCENEHNELERAFEELHE  FH
RER MABLEUBMBEREAZCRIMBAR - #52Z
2017F 2B ERUNZBEHE THMBER R EE - HRET  #

5 yus. Department of Health and Human Services, Federal Policy for the Protection
of Human Subjects (‘Common Rule’), available at https://www.hhs.gov/ohrp/
regulations-and-policy/regulations/common-rule/index.html (last visited: 2023.07.05).
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o SRR R ] SR AL A E R AR AR B AT A - AT
MAMBRE WA — BN EmaRE iR EE— KL
— g EH R R AR E—MHE HRTEZHEER > KT
Mt —BREAZERES "TWRMEZEN HMAEWES
BEWFHSBHMOAA  REAZF2HL > THBETHEN
FRMEEWEF, 25mER" TR S A ARERZH K
RS EESEE R E RN EAEZR AT ETRATRTIES
HEEMFRTORBERN, - B TERRREZER - LA
RHRATEMB Z Ao E > BHABBEER G T LA
EREENFINETHE MHETERSBESLEE L EERE
ANBBANETRATRTESENER ¥ S LR ZERER
BRZHR MmRZE  EMERZEANHTRETZHAALE
Al — Mo mik T R BERMA EAE— A AR
BRI MRS RN A EH AT B A S A o g e A R B
B R AFEHAMERZEESR  ERREF  AEERRK
B R W H AN AR SR A B AT A o EL > B
RHMARHEY BHRAAECENERNEHANFRETE - FF
bR ERFCEN —REETNRERE - BT EH

6 45 CFR. § 46.116(a); HHS Secretary’s Advisory Committee on Human Research

Protections, Recommendations for Broad Consent Guidance (2017), available at
https://www.hhs.gov/ohrp/sachrp-committee/recommendations/attachment-c-august-
2-2017/index.html (last visited: 2023.07.05).

17 45 CF.R. §46.116(b)(1).

18 45 C.F.R. § 46.116(a)(5)(0).

19 45 C.F.R. § 46.116(a)(5)(ii).

20 45 C.F.R. §46.116(d)(2).
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KEAREE  BEFERFRMAB - 2EEARNZBE - #
HRFE B 2 AR A R R AN\ 3 B H JE ST AR e A L o
FHMEFHREREMEE  BHERBRERBER T HBAAT
A R E RN RGP R R AR LR — 4
JEZ et £ % Z 5 & (institutional review board, IRB ) z % & B
Bo xBEAMAMMAEER  EREAMEBEREURT - £HER
RBER T HBANE AT HRENRBNEL > AR EHK
e BRNERRNN—RERE - Hib - #5352 BHEHSHE
HEELY  PRERARREDYRERNTA  BRLETESR
REEN MEAEFEHEFEZE S MAMIFENER?
RERENCRGFENERLBERSMEREME T - AKX
REEWMRFER - AR EAEFEREEEZE N "THR
%%, (limited IRB review) 2 WEHE#EFEZ 8§ & TR —MF
TEH MERTRERERE  F— BMEREZIEF MR
o FD BEAKMERE  fiffetihOsziie $= &
H AR A B o T O R T AR ORL A E SRR T SRR A i B B T S M
WA GEREBLAIAFEHNUTRZAGHE? - TRHBE
EASHERERBETRREN ZLBEMNFRTERF > ALA
HeTHMAE - F— CHEFEHMERAEZHMERE = &

21 Hus Secretary’s Advisory Committee on Human Research Protections, supra note

16.

See John W. Maloy & Pat F. Bass IIlI, Understanding Broad Consent, 20 OCHSNER
J. 81, 83 (2020).

Amelia Walch-Patterson, Exemptions and Limited Institutional Review Board

22

23

Review: A Practical Look at the 2018 Common Rule Requirements for Exempt
Research, 20 OCHSNER J. 87, 93 (2020).
24 45 C.F.R. §§ 46.104(d)(7), 46.111(a)(8).
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W HAE LT RERENRAERGHESEEMALT KT E
(SR T A K H BT EFMERRRENFREROEEE
j:‘{ ) 25

WL & > AU EHEHAEZELARANTHRERBE - &
mE—AME—tnEMEEEZE e —8R  KRTHEAE
BERAMHAOBBETESE  ERFRREH NERF LT E D
B HENMNFENAE - R HRAREHNZ @A E
HWESE  BRRIWNAEHLHEF  ERRARGEFLETES £
AL REXERTEGRERLNAEFEHMNFRZEEHR T
L RHT 78 7% 6 TE MR 46 Rl R 46 18] 19 o 3 I 3% 3 A R 2 ik B 3 T Y
"HIREDL ) MRS FERLE A L KR L BB B BT A AT E
B ET R > X F B EH TR R S E B9 AR o i A
BRFLEMEEDELRELZER BREREASED  HER
BRFLHRFHVZEAMPESLRE AT RIHABHRA > EHLT
HAENERI B L > RIREE - BB EXEREYREAE
o EWERIARE R REFE > HHE ABNaRLEN  H
ERBEEALEERTE  REFATEFTE LW TFERFED -
MEBEAXBAAHATREENRN  #AEEEE -

EEA  XBEXBANZEHRY RABZHA RN EBER

25 45 C.F.R. § 46.104(d)(8).

26 EEEERAETRRET  BEAZREE - SRS R A L E R R
HIMFSE - FEBS SR EBERRIA MBS & 4 AN E AR 2 REHE
U1 Yf 38 %% > 2% F 5% o American Anthropological Association, Comments on

Proposed Changes to the Common Rule 3-4 (2011) (on file with author).
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BREEE AL EANMEERELARAN N E G - BFEEETRIENE
HESHRRNEBEZAE - ARG E R £ E R E %
BB R L BERE c AAZEEFUENERE LT
BAERE  FENMBAREELAS  EFF AR EIE - &
REFFEHRAT - EAXRFEINT  HAEZ TE =, RZ
Bk BEREHBRAETHEFLZ L2 REEZAGH
BEZENREERBBZESL

B2~ IR1TABVRE IR
— % &

HAWERNERERN > THEGEFEERENEY T HEH AR
—ABFANERSR  REBLZH AL BE1rzmk BE
BRI Sk o fF R — M R SE e AR R R B ME
ALERZ AR BEGANRENERABT AR LML T ER
HEAWLRG - MERG > FHATEFEUTHERBMR - $— &
Hplmedofm ABM A EEEEZEZM T > WS HREREREF
RENE MEXLE-F— BA—HMHMET FLEEHER
W £E T 7eE BREAHEELENES - $= FHRE
Fleg LA sh i > Bl EfREBEGE W - EALIFEMABRL
HEEARE  UERMABRREENACHERNBR  EEHEE -
Fro EEGGINELERAE - Pl B IR EE - A 2 R R R
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A EEEHZ AR - LT AR SR EA Z AR SHETER
NI AT > DL E B B 6 88 AR U ©

= IR
&

EEFEERDE  HERZEDTHETHE  TEAR
HREURTAT A/ CRE - TEEFHAZE_FR TEWEHE
ZHE, FHERTAYMEHNEZEE, FLEL TAVEH
EzER,  HERZEALVEYEHEAFHZEHIE - MH
h—1Re > FEGROTEREIREAT S THAIRE - AW > AT
ERTWARAE EECARAABRENETHENERE » FEAMET
FEH o

Bl % Se i N R 7 o5 BB S ik o B S Ak o R BARG 2
FIRGFRETER-—GABARAMEBRN TR MEEHERGT —
RAMEHENTL R - FKETHAT - FF L TEERAEFARE
Bzy HERUBEBHEEEVEHERNERABENEHE —
HEFHERE  UADBEATO HZAEREAERSENE
B REERZH—NEWEHELAE—REH R - RAAESR
BakBRTRERNERERRAA  RBAXEZENEH
B BREVAA DB AR AR I R AERE S g R
HRAERRHRT e X—BEDTHENH R - Tk H
FEEEREREAT O BHATFERAEETFE A

2T B R G T A T TR AR B R M ST SRR B
Ak NBedEPrE R EE B ARGIEERE > H RS MESE > 180/ » H207-208 - 2010
HF5H -

28 hens o I A Bl A 0 R R0 1 T T L A E B 2 A
BRRERR » AMREL A RLER - 4620] > H3-9 > 20104E4H -

-219-



16 FKE$3H % — N\ —

BHoOBEBUFRLAENHEETIEE ZECHIRH

Bz UBERTO KEZRTEHZMENL - FF WL
HFREMAMBHLEERRBIINERAE /S EIZRAEE S HER
BROER  TRF R ERAEEREAEHNAZND - FER
AYERENTERS T REW  WE > R FES
AL R -l B 70 B B9 2 BB ok &~ DUER B S 9k 2 AT
RAEN  REREHRMANEL ARG RNE0 - EEEX
P~ et S Bl b i BLAAE T 5] 69 A 4 R A BB
R WL E N ETRN SRR S 2% > ETENEMEE
HFRHEFTERATRNERY  LEEAYEHENERBIRAT
POk EBREE B T BRGREM TR ER R (networking )
LR A AT B 5 TR ERAT Y A8 B (network ) LR H W FF LT
AER - BEflwfEaaE - TS HE - BEER e
ﬁ%\r%%ﬁ%ﬁjﬁ%%’HRE%KE%ﬁ%%%&ﬁQO

29 DIRERRRA AR It — R DU T B BRY Y R e A
9 KA IR EAL Ry B & I S B A EE iR SR E  Slokenberga, supra note 2, at
18.

30 Fobelets & Nys, supra note 8, at 26; Teodora Lalova et al., An Overview of Belgian

Legislation Applicable to Biobank Research and Its Interplay with Data Protection

Rules, in GDPR AND BIOBANKING: INDIVIDUAL RIGHTS, PUBLIC INTEREST AND

RESEARCH REGULATION ACROSS EUROPE 187, 190 (Santa Slokenberga et al. eds.,

2021); B - [EEE28 - H10-13 -

31 Susan Gibbons, Mapping the Regulatory Space, in GOVERNING BIOBANKS:

UNDERSTANDING THE INTERPLAY BETWEEN LAW AND PRACTICE 51, 53-55 (Jane

Kaye et al. eds., 2012). See also Catherine Heeney, Dynamic Networks of Practice,

in GOVERNING BIOBANKS: UNDERSTANDING THE INTERPLAY BETWEEN LAW AND

PRACTICE 93, 93-114 (Jane Kaye et al. eds., 2012).

Darren Shickle & Marcus Griffin, Biobanks, Networks and Networks of Networks,

in NEW CHALLENGES FOR BIOBANKS: ETHICS, LAW, AND GOVERNANCE 1, 3-14 (Kris

32
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See supra text accompanying notes 24-25.
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96 Regulation (EU) 2016/679 of the European Parliament and of the Council of 27

April 2016 on the protection of natural persons with regard to the processing of
personal data and on the free movement of such data, and repealing Directive
95/46/EC, art. 5,2016 0.J. (L 119) 1, 36.

Id. art. 32, at 51-52.
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Id. art. 89, at 84-85. See also Duguet & Herveg, supra note 39, at 107-08. For a
detailed discussion in the field of biobanks, see id. at 113-17.
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102 Organisation for Economic Co-operation and Development, OECD Guidelines on
the Protection of Privacy and Transborder Flows of Personal Data (1980), guideline
17, available at https://www.oecd-ilibrary.org/science-and-technology/oecd-
guidelines-on-the-protection-of-privacy-and-transborder-flows-of-personal-data_
9789264196391-en (last visited: 2023.08.31).

Regulation (EU) 2016/679 of the European Parliament and of the Council of 27

April 2016 on the protection of natural persons with regard to the processing of

103

personal data and on the free movement of such data, and repealing Directive
95/46/EC, art. 45,2016 O.J. (L 119) 1, 61.
104 Council of Europe, Recommendation CM/Rec(2016)6 of the Committee of
Ministers to member States on research on biological materials of human origin,
art. 19, available at https://search.coe.int/cm/Pages/result_details.aspx?Objectld=
090000168064¢e8ff (last visited: 2023.08.31).
E.g., Regulation (EU) 2016/679 of the European Parliament and of the Council of

27 April 2016 on the protection of natural persons with regard to the processing of

105

personal data and on the free movement of such data, and repealing Directive
95/46/EC, art. 46, 2016 O.J. (L 119) 1, 62; Council of Europe, Recommendation
CM/Rec(2016)6 of the Committee of Ministers to member States on research on
biological materials of human origin, art. 19, available at https://search.coe.int/
cm/Pages/result_details.aspx?Objectld=090000168064e8ff (last visited: 2023.08.
31). MHEABE - W2 MRERAEE - LYrEhE A Y e B B B i —
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108 Doris Schroeder, Benefit Sharing: It’s Time for a Definition, 33 J. MED. ETHICS
205, 206 (2007).
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109 HUGO Ethics Committee, Hugo Ethics Committee Statement on Benefit Sharing:
April 9, 2000, 58 CLINICAL GENETICS 364 (2000).

110 United Nations Educational, Scientific and Cultural Organization (UNESCO),
International Declaration on Human Genetic Data, art. 19 (2003), available at
https://www.unesco.org/en/legal-affairs/international-declaration-human-genetic-
data?hub=66535 (last visited: 2025.05.08). F.1& k& BRIZF} SC 4l 485%™ A o fm BE B
AFERK S E = 7JRE B T MH[E 175 > United Nations Educational, Scientific and
Cultural Organization (UNESCO), Universal Declaration on Bioethics and Human
Rights, art. 15 (2005), available at https://www.unesco.org/en/legal-affairs/universal-
declaration-bioethics-and-human-rights?hub=387 (last visited: 2025.05.08).
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13 Chung-Lin Chen, From UNESCO’s Declaration to National Law: Challenges of
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REV. 90, 93-99 (2012).
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116 HUGO Ethics Committee, supra note 109, at 365.
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118 United Nations Educational, Scientific and Cultural Organization (UNESCO),
Universal Declaration on Bioethics and Human Rights, art. 15 (2005), available at
https://www.unesco.org/en/legal-affairs/universal-declaration-bioethics-and-human-
rights?hub=387 (last visited: 2025.05.08). A\JEERNEREIEE = 2 B CH2 JEH
P> TEARSE L@ " HREREEA BTN, 0 ABEREBENEEE
SHFYIER " B R R BT R E R AR R R B s (b

(FEBEHEHIEYHNAFZE T ) | ° United Nations Educational, Scientific and
Cultural Organization (UNESCO), International Declaration on Human Genetic
Data, art. 19 (2003), available at https://www.unesco.org/en/legal-affairs/international-
declaration-human-genetic-data?hub=66535 (last visited: 2025.05.08).

119 See HUGO Ethics Committee, supra note 109, at 366.
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120 yk Biobank, Ethics and Governance Framework 17-18 (Version 3.0, 2007),
available at https://www.ukbiobank.ac.uk/media/Oxsbmfmw/egf.pdf (last visited:
2025.05.08).

121 National Institutes of Health, All of Us Research Program Operational Protocol 17

(2021), available at https://allofus-assets.ppscaouprod.org/prod/pdf/All_of Us_

Research_Program Operational_Protocol 2022.pdf?_gl=1*15fpp0j* ga*MTQONT
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122 See HUGO Ethics Committee, supra note 109, at 366.

123 793 p.2d 479 (Cal. 1990).
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124 E.g., JASPER A. BOVENBERG, PROPERTY RIGHTS IN BLOOD, GENES AND DATA 198-99
(2006); Donna M. Gitter, Ownership of Human Tissue: A Proposal for Federal
Recognition of Human Research Participants’ Property Rights in Their Biological
Materials, 61 WASH. & LEE L. REV. 257 (2004); Brian Budds, Comment, Toward a
Just Model of Alienability of Human Tissue, 37 U.S.F. L. REv. 757, 771-77 (2003);
Charlotte H. Harrison, Neither Moore Nor the Market: Alternative Models for
Compensating Contributors of Human Tissue, 28 AM. J.L. & MED. 77 (2002); Joyce
Boyle, To Pay or Not to Pay, That Is the Question: Finding an Intermediary
Solution Along the Moore Spectrum, 7 MICH. ST. J. MED. & L. 55, 72-73 (2002);
Mary Taylor Danforth, Cells, Sales, and Royalties: The Patient’s Right to a Portion
of the Profits, 6 YALE L. & PoL’Y REvV. 179 (1988); Roy Hardiman, Comment,
Toward the Right of Commerciality: Recognizing Property Rights in the
Commercial Value of Human Tissue, 34 UCLA L. REv. 207 (1986).
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127 See Schroeder, supra note 108, at 207-08.
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143 Elonna Ekweani et al., Certificates of Confidentiality Following Enactment of the
21st Century Cures Act, 11 J. HEALTH & LIFE ScI. L. 28, 30-33 (2018); Leslie E.
Wolf & Laura M. Beskow, Certificates of Confidentiality: Mind the Gap, 2021
UTAHL. REV. 937, 937-40 (2021); Natalie Ram et al., Constitutional Confidentiality,
80 WaASH. & LEE L. REV. 1349, 1361-63 (2023).

144 42 U.S.C. § 241(d)(1)(B).

145 42 U.S.C. § 241(d)(1)(D).

146 42 U.S.C. § 241(d)(1)(E).

147 42 U.S.C. § 241(d)(1)(C)(i).

148 Wolf & Beskow, supra note 143, at 945.

149 42 U.S.C. § 241(d)(1)(C)(iv).
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150 [ eslie E. Wolf et al., The Web of Legal Protections for Participants in Genomic
Research, 29 HEALTH MATRIX 1, 30 (2019).

151 ARK. CODE ANN. § 20-35-103(a) (2020); OKLA. STAT. tit. 36 § 3614.4(C) (2024).

152 1 \ REv. STAT. § 44:7(F) (2023).

153 920 Ky. ApmIN. REGS. 1:060 § 7 (2021).

154 Wolf et al., supra note 150, at 30-31.
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190 HE SR E - EAE S R IFIE A R R RS A R S R R 0 1R
F B BEBILAV BT - Matt DeLisi, Forensic Epidemiology: Harnessing the Power
of Public DNA Sources to Capture Career Criminals, 291 FORENSIC ScCI. INT. €20,
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oo BN HE BRU > 4201844 H 25 H fi LA il - Mary E. O’Toole,
Understanding Serial Predatory Behavior Through the Lens of the Golden State
Killer, 5(2) VIOLENCE & GENDER 65, 65 (2018); Christi J. Guerrini et al., Should
Police Have Access to Genetic Genealogy Databases? Capturing the Golden State
Killer and Other Criminals Using a Controversial New Forensic Technique, 16(10)
PLoOS BIOLOGY, €2006906, 1, 1-2 (2018); Yaniv Erlich et al., Identity Inference of
Genomic Data Using Long-Range Familial Searches, 362 ScI. 690, 690 (2018).
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Morgan et al. eds., 2010).
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ERHAEYERE 2 BT o See Jane Kaye et al., Consent for Biobanking: The
Legal Frameworks of Countries in the BioSHaRE-EU Project, 14(3)
BIOPRESERVATION & BIOBANKING 195, 196 (2016); Olga Tzortzatou et al.,
Biobanking Across Europe Post-GDPR: A Deliberately Fragmented Landscape, in
GDPR AND BIOBANKING: INDIVIDUAL RIGHTS, PUBLIC INTEREST AND RESEARCH
REGULATION ACROSS EUROPE 397, 402 (Santa Slokenberga et al. eds., 2021); Tom
Southerington, Access to Biomedical Research Material and the Right to Data
Protection in Finland, in GDPR AND BIOBANKING: INDIVIDUAL RIGHTS, PUBLIC
INTEREST AND RESEARCH REGULATION ACROSS EUROPE 243, 245-49 (Santa
Slokenberga et al. eds., 2021); Carla Barbosa & Andreia da Costa Andrade,
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Biobanks and GDPR: A Look at the Portuguese Panorama, in GDPR AND
BIOBANKING: INDIVIDUAL RIGHTS, PUBLIC INTEREST AND RESEARCH REGULATION
ACROSS EUROPE 345, 347-50 (Santa Slokenberga et al. eds., 2021); Magnus
Stenbeck et al., Swedish Law on Personal Data in Biobank Research: Permissible
But Complex, in GDPR AND BIOBANKING: INDIVIDUAL RIGHTS, PUBLIC INTEREST
AND RESEARCH REGULATION ACROSS EUROPE 379, 381-82 (Santa Slokenberga et al.
eds., 2021).
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The Reform of Human Biobank
Research Laws: The Perspective of
Regulatory Positioning

Chung-Lin Chen’
Abstract

The Human Biobank Management Act and the Human Subjects
Research Act reflect a relationship between specialized laws and
general laws. However, since the Human Biobank Management Act
was enacted before the Human Subjects Research Act, it could not draw
on the essential differences between biobank research and the general
research for which the Human Subjects Research Act is designed to
formulate adequate, coherent regulation. The impact of this background
has resulted in a systematic deviation. The Act not only creates many
questions and problems in interpretation and application, but also
contains many provisions that conflict with the regulatory rationale of
biobank research.

This article seeks to find a systematic entry point—drawing on the
insights from the United States Common Rule—to comprehensively
review the Human Biobank Management Act and provide specific

directions for future legal reforms. This article argues that the critical
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point distinguishing biobank research from general research is the
feature of providing materials for future unspecified research. Based on

that, this article puts forward the following two suggestions regarding
the legislative structure for future legislative reform: 1. Transition from

separate legislation to combined legislation; 2. Shift focus from

biobank phenomenon-centered to key behavior-centered.

Keywords: Biobank, Broad Consent, Human Biobank Management Act,
Human Subjects Research Act, Personal Data Protection Act,
Common Rule
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